Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0001 Group A3 Day 1 No
A0001 Group A3 Day 4 F1 uncoated Yes 12-MAR-2018 11:50 1 0 1
A0001 Group A3 Day 4 F2 uncoated Yes 12-MAR-2018 11:50 1 0 1
A0001 Group A3 Day 4 F3 uncoated Yes 12-MAR-2018 11:50 1 0 1
A0001 Group A3 Day 8 F1 uncoated Yes 16-MAR-2018 11:47 0 0 0
A0001 Group A3 Day 8 F2 uncoated Yes 16-MAR-2018 11:47 0 0 0
A0001 Group A3 Day 8 F3 uncoated Yes 16-MAR-2018 11:47 0 0 0
A0001 Group A3 Day 22 F1 uncoated Yes 29-MAR-2018 12:14 0 0 0
A0001 Group A3 Day 22 F2 uncoated Yes 29-MAR-2018 12:14 0 0 0
A0001 Group A3 Day 22 F3 uncoated Yes 29-MAR-2018 12:14 0 0 0
A0001 Group A3 EOS/ET (Day 61) F1 uncoated Yes 06-MAY-2018 11:50 0 0 0
A0001 Group A3 EOS/ET (Day 61) F2 uncoated Yes 06-MAY-2018 11:50 0 0 0
A0001 Group A3 EOS/ET (Day 61) F3 uncoated Yes 06-MAY-2018 11:50 0 0 0
A0002 Group Al Day 1 No
A0002 Group At Day 4 F1 5 ug Yes 12-MAR-2018 08:54 2 2 4
A0002 Group Al Day 4 F2 5 ug Yes 12-MAR-2018 08:54 2 2 4
A0002 Group Al Day 4 F3 5 ug Yes 12-MAR-2018 08:54 2 2 4
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0002 Group Al Day 8 F1 5 ug Yes 16-MAR-2018 12:47 1 0 1
A0002 Group A1 Day 8 F2 5 ug Yes 16-MAR-2018 12:47 2 0 2
A0002 Group Al Day 8 F3 5 ug Yes 16-MAR-2018 12:47 3 0 3
A0002 Group Al Day 22 F1 5 ug Yes 30-MAR-2018 12:17 0 0 0
A0002 Group Al Day 22 F2 5 ug Yes 30-MAR-2018 12:17 0 0 0
A0002 Group Al Day 22 F3 5 ug Yes 30-MAR-2018 12:17 0 0 0
A0002 Group Al EOS/ET (Day 61) F1 5 ug Yes 08-MAY-2018 12:21 0 0 0
A0002 Group Al EOS/ET (Day 61) F2 5 ug Yes 08-MAY-2018 12:21 0 0 0
A0002 Group At EOS/ET (Day 61) F3 5 ug Yes 08-MAY-2018 12:21 0 0 0
A0003 Group A1 Day 1 No
A0003 Group Al Day 4 F1 5 ug Yes 12-MAR-2018 09:43 2 1 3
A0003 Group Al Day 4 F2 5 ug Yes 12-MAR-2018 09:43 2 2 4
A0003 Group Al Day 4 F3 5 ug Yes 12-MAR-2018 09:43 2 2 4
A0003 Group Al Day 8 F1 5 ug Yes 16-MAR-2018 10:37 2 0 2
A0003 Group Al Day 8 F2 5 ug Yes 16-MAR-2018 10:37 2 0 2
A0003 Group A1 Day 8 F3 5 ug Yes 16-MAR-2018 10:37 2 0 2
A0003 Group A1 Day 22 F1 5 ug Yes 30-MAR-2018 12:12 1 0 1
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1

B1

B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0003 Group A1 Day 22 F2 5 ug Yes 30-MAR-2018 12:12 0 0 0
A0003 Group A1 Day 22 F3 5 ug Yes 30-MAR-2018 12:12 0 0 0
A0003 Group Al EOS/ET (Day 61) F1 5 ug Yes 08-MAY-2018 11:05 0 0 0
A0003 Group A1 EOS/ET (Day 61) F2 5 ug Yes 08-MAY-2018 11:05 0 0 0
A0003 Group Al EOS/ET (Day 61) F3 5 ug Yes 08-MAY-2018 11:05 0 0 0
A0004 Group A3 Day 1 No
A0004 Group A3 Day 4 F1 uncoated Yes 12-MAR-2018 12:54 1 0 1
A0004 Group A3 Day 4 F2 uncoated Yes 12-MAR-2018 12:54 1 0 1
A0004 Group A3 Day 4 F3 uncoated Yes 12-MAR-2018 12:54 1 0 1
A0004 Group A3 Day 8 F1 uncoated Yes 16-MAR-2018 15:47 0 0 0
A0004 Group A3 Day 8 F2 uncoated Yes 16-MAR-2018 15:47 0 0 0
A0004 Group A3 Day 8 F3 uncoated Yes 16-MAR-2018 15:47 0 0 0
A0004 Group A3 Day 22 F1 uncoated Yes 30-MAR-2018 12:58 0 0 0
A0004 Group A3 Day 22 F2 uncoated Yes 30-MAR-2018 12:58 0 0 0
A0004 Group A3 Day 22 F3 uncoated Yes 30-MAR-2018 12:58 0 0 0
A0004 Group A3 EOS/ET (Day 61) F1 uncoated Yes 08-MAY-2018 12:46 0 0 0
A0004 Group A3 EOS/ET (Day 61) F2 uncoated Yes 08-MAY-2018 12:46 0 0 0
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Response Key: 0
2
3
4

Treatments Part A:
Treatments Part B:

No erythema/No oedema;

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug, as 2018 Afluria

A/Sing Mono IM,

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0004 Group A3 EOS/ET (Day 61) F3 uncoated Yes 08-MAY-2018 12:46 0 0 0
A0005 Group At Day 1 No
A0005 Group Al Day 4 F1 5 ug Yes 12-MAR-2018 13:43 2 3 5
A0005 Group Al Day 4 F2 5 ug Yes 12-MAR-2018 13:43 2 3 5
A0005 Group Al Day 4 F3 5 ug Yes 12-MAR-2018 13:43 2 3 5
A0005 Group Al Day 8 F1 5 ug Yes 16-MAR-2018 12:42 0 0 0
A0005 Group Al Day 8 F2 5 ug Yes 16-MAR-2018 12:42 3 0 3
A0005 Group At Day 8 F3 5 ug Yes 16-MAR-2018 12:42 3 0 3
A0005 Group A1 Day 22 F1 5 ug Yes 30-MAR-2018 13:12 0 0 0
A0005 Group Al Day 22 F2 5 ug Yes 30-MAR-2018 13:12 0 0 0
A0005 Group At Day 22 F3 5 ug Yes 30-MAR-2018 13:12 0 0 0
A0005 Group Al EOS/ET (Day 61) F1 5 ug Yes 08-MAY-2018 13:19 0 0 0
A0005 Group Al EOS/ET (Day 61) F2 5 ug Yes 08-MAY-2018 13:19 0 0 0
A0005 Group Al EOS/ET (Day 61) F3 5 ug Yes 08-MAY-2018 13:19 0 0 0
A0006 Group A3 Day 1 No
A0006 Group A3 Day 4 F1 uncoated Yes 12-MAR-2018 13:13 1 0 1
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA),
A/Sing MAP, 15 ug (FA) with biopsy; B2
A/Sing MAP,

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0006 Group A3 Day 4 F2 uncoated Yes 12-MAR-2018 13:13 1 0 1
A0006 Group A3 Day 4 F3 uncoated Yes 12-MAR-2018 13:13 1 0 1
A0006 Group A3 Day 8 F1 uncoated Yes 16-MAR-2018 12:25 0 0 0
A0006 Group A3 Day 8 F2 uncoated Yes 16-MAR-2018 12:25 0 0 0
A0006 Group A3 Day 8 F3 uncoated Yes 16-MAR-2018 12:25 0 0 0
A0006 Group A3 Day 22 F1 uncoated Yes 30-MAR-2018 12:45 0 0 0
A0006 Group A3 Day 22 F2 uncoated Yes 30-MAR-2018 12:45 0 0 0
A0006 Group A3 Day 22 F3 uncoated Yes 30-MAR-2018 12:45 0 0 0
A0006 Group A3 EOS/ET (Day 61) F1 uncoated Yes 08-MAY-2018 14:44 0 0 0
A0006 Group A3 EOS/ET (Day 61) F2 uncoated Yes 08-MAY-2018 14:44 0 0 0
A0006 Group A3 EOS/ET (Day 61) F3 uncoated Yes 08-MAY-2018 14:44 0 0 0
A0007 Group Al Day 1 No
A0007 Group A1 Day 4 F1 5 ug Yes 12-MAR-2018 11:22 2 0 2
A0007 Group Al Day 4 F2 5 ug Yes 12-MAR-2018 11:22 2 0 2
A0007 Group Al Day 4 F3 5 ug Yes 12-MAR-2018 11:22 2 0 2
A0007 Group A1 Day 8 F1 5 ug Yes 16-MAR-2018 14:47 1 0 1
A0007 Group A1 Day 8 F2 5 ug Yes 16-MAR-2018 14:47 1 0 1
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0007 Group A1 Day 8 F3 5 ug Yes 16-MAR-2018 14:47 1 0 1
A0007 Group A1 Day 22 F1 5 ug Yes 29-MAR-2018 10:49 1 0 1
A0007 Group At Day 22 F2 5 ug Yes 29-MAR-2018 10:49 1 0 1
A0007 Group A1 Day 22 F3 5 ug Yes 29-MAR-2018 10:49 1 0 1
A0007 Group Al EOS/ET (Day 61) F1 5 ug Yes 08-MAY-2018 14:08 0 0 0
A0007 Group Al EOS/ET (Day 61) F2 5 ug Yes 08-MAY-2018 14:08 0 0 0
A0007 Group A1 EOS/ET (Day 61) F3 5 ug Yes 08-MAY-2018 14:08 0 0 0
A0008 Group A3 Day 1 No
A0008 Group A3 Day 4 F1 uncoated Yes 12-MAR-2018 16:23 0 0 0
A0008 Group A3 Day 4 F2 uncoated Yes 12-MAR-2018 16:23 0 0 0
A0008 Group A3 Day 4 F3 uncoated Yes 12-MAR-2018 16:23 0 0 0
A0008 Group A3 Day 8 F1 uncoated Yes 16-MAR-2018 08:36 0 0 0
A0008 Group A3 Day 8 F2 uncoated Yes 16-MAR-2018 08:36 0 0 0
A0008 Group A3 Day 8 F3 uncoated Yes 16-MAR-2018 08:36 0 0 0
A0008 Group A3 Day 22 F1 uncoated Yes 30-MAR-2018 09:23 0 0 0
A0008 Group A3 Day 22 F2 uncoated Yes 30-MAR-2018 09:23 0 0 0
A0008 Group A3 Day 22 F3 uncoated Yes 30-MAR-2018 09:23 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0008 Group A3 EOS/ET (Day 61) F1 uncoated Yes 08-MAY-2018 08:49 0 0 0
A0008 Group A3 EOS/ET (Day 61) F2 uncoated Yes 08-MAY-2018 08:49 0 0 0
A0008 Group A3 EOS/ET (Day 61) F3 uncoated Yes 08-MAY-2018 08:49 0 0 0
A0009 Group A1 Day 1 No
A0009 Group At Day 4 F1 5 ug Yes 12-MAR-2018 11:40 2 0 2
A0009 Group A1 Day 4 F2 5 ug Yes 12-MAR-2018 11:40 2 0 2
A0009 Group A1 Day 4 F3 5 ug Yes 12-MAR-2018 11:40 2 2 4
A0009 Group A1 Day 8 F1 5 ug Yes 16-MAR-2018 13:30 0 0 0
A0009 Group A1 Day 8 F2 5 ug Yes 16-MAR-2018 13:30 0 0 0
A0009 Group A1 Day 8 F3 5 ug Yes 16-MAR-2018 13:30 0 0 0
A0009 Group A1 Day 22 F1 5 ug Yes 30-MAR-2018 11:03 0 0 0
A0009 Group A1 Day 22 F2 5 ug Yes 30-MAR-2018 11:03 0 0 0
A0009 Group A1 Day 22 F3 5 ug Yes 30-MAR-2018 11:03 0 0 0
A0009 Group At EOS/ET (Day 61) F1 5 ug Yes 01-MAY-2018 14:51 0 0 0
A0009 Group At EOS/ET (Day 61) F2 5 ug Yes 01-MAY-2018 14:51 0 0 0
A0009 Group Al EOS/ET (Day 61) F3 5 ug Yes 01-MAY-2018 14:51 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA),
A/Sing MAP, 15 ug (FA) with biopsy; B2
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0010 Group A3 Day 1 No
A0010 Group A3 Day 4 F1 uncoated Yes 12-MAR-2018 13:57 1 0 1
A0010 Group A3 Day 4 F2 uncoated Yes 12-MAR-2018 13:57 1 0 1
A0010 Group A3 Day 4 F3 uncoated Yes 12-MAR-2018 13:57 1 0 1
A0010 Group A3 Day 8 F1 uncoated Yes 16-MAR-2018 14:12 0 0 0
A0010 Group A3 Day 8 F2 uncoated Yes 16-MAR-2018 14:12 0 0 0
A0010 Group A3 Day 8 F3 uncoated Yes 16-MAR-2018 14:12 0 0 0
A0010 Group A3 Day 22 F1 uncoated Yes 30-MAR-2018 14:57 0 0 0
A0010 Group A3 Day 22 F2 uncoated Yes 30-MAR-2018 14:57 0 0 0
A0010 Group A3 Day 22 F3 uncoated Yes 30-MAR-2018 14:57 0 0 0
A0010 Group A3 EOS/ET (Day 61) F1 uncoated Yes 08-MAY-2018 12:41 0 0 0
A0010 Group A3 EOS/ET (Day 61) F2 uncoated Yes 08-MAY-2018 12:41 0 0 0
A0010 Group A3 EOS/ET (Day 61) F3 uncoated Yes 08-MAY-2018 12:41 0 0 0
A0011 Group A3 Day 1 No
A0011 Group A3 Day 4 F1 uncoated Yes 12-MAR-2018 14:25 0 0 0
A0011 Group A3 Day 4 F2 uncoated Yes 12-MAR-2018 14:25 0 0 0
A0011 Group A3 Day 4 F3 uncoated Yes 12-MAR-2018 14:25 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0011 Group A3 Day 8 F1 uncoated Yes 16-MAR-2018 14:08 0 0 0
A0O011 Group A3 Day 8 F2 uncoated Yes 16-MAR-2018 14:08 0 0 0
A0011 Group A3 Day 8 F3 uncoated Yes 16-MAR-2018 14:08 0 0 0
A0011 Group A3 Day 22 F1 uncoated Yes 30-MAR-2018 14:16 0 0 0
A0011 Group A3 Day 22 F2 uncoated Yes 30-MAR-2018 14:16 0 1 1
A0011 Group A3 Day 22 F3 uncoated Yes 30-MAR-2018 14:16
A0O11 Group A3 EOS/ET (Day 61) F1 uncoated Yes 09-MAY-2018 16:50 0 0 0
A0011 Group A3 EOS/ET (Day 61) F2 uncoated Yes 09-MAY-2018 16:50 0 0 0
A0011 Group A3 EOS/ET (Day 61) F3 uncoated Yes 09-MAY-2018 16:50 0 0 0
A0012 Group A1 Day 1 No
A0012 Group At Day 4 F1 5 ug Yes 12-MAR-2018 13:50 2 2 4
A0012 Group At Day 4 F2 5 ug Yes 12-MAR-2018 13:50 2 2 4
A0012 Group A1 Day 4 F3 5 ug Yes 12-MAR-2018 13:50 2 2 4
A0012 Group A1 Day 8 F1 5 ug Yes 16-MAR-2018 15:55 0 0 0
A0012 Group A1 Day 8 F2 5 ug Yes 16-MAR-2018 15:55 0 0 0
A0012 Group A1 Day 8 F3 5 ug Yes 16-MAR-2018 15:55 0 0 0
A0012 Group A1 Day 22 F1 5 ug Yes 30-MAR-2018 13:21 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1

B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0012 Group Al Day 22 F2 5 ug Yes 30-MAR-2018 13:21 0 0 0
A0012 Group A1 Day 22 F3 5 ug Yes 30-MAR-2018 13:21 0 0 0
A0012 Group Al EOS/ET (Day 61) F1 5 ug Yes 08-MAY-2018 14:06 0 0 0
A0012 Group Al EOS/ET (Day 61) F2 5 ug Yes 08-MAY-2018 14:06 0 0 0
A0012 Group Al EOS/ET (Day 61) F3 5 ug Yes 08-MAY-2018 14:06 0 0 0
A0013 Group A1 Day 1 No
A0013 Group Al Day 4 F1 5 ug Yes 12-MAR-2018 13:19 2 1 3
A0013 Group At Day 4 F2 5 ug Yes 12-MAR-2018 13:19 2 2 4
A0013 Group A1 Day 4 F3 5 ug Yes 12-MAR-2018 13:19 2 2 4
A0013 Group Al Day 8 F1 5 ug Yes 16-MAR-2018 15:53 0 0 0
A0013 Group A1 Day 8 F2 5 ug Yes 16-MAR-2018 15:53 0 0 0
A0013 Group A1 Day 8 F3 5 ug Yes 16-MAR-2018 15:53 0 0 0
A0013 Group Al Day 22 F1 5 ug Yes 30-MAR-2018 14:45 0 0 0
A0013 Group At Day 22 F2 5 ug Yes 30-MAR-2018 14:45 0 0 0
A0013 Group A1 Day 22 F3 5 ug Yes 30-MAR-2018 14:45 0 0 0
A0013 Group Al EOS/ET (Day 61) F1 5 ug Yes 10-MAY-2018 12:28 0 0 0
A0013 Group Al EOS/ET (Day 61) F2 5 ug Yes 10-MAY-2018 12:28 0 0 0
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Response Key: 0
2
3
4

Treatments Part A:
Treatments Part B:

No erythema/No oedema;

A1
B1

B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0013 Group A1 EOS/ET (Day 61) F3 5 ug Yes 10-MAY-2018 12:28 0 0 0
A0014 Group A3 Day 1 No
A0014 Group A3 Day 4 F1 uncoated Yes 12-MAR-2018 16:21 0 0 0
A0014 Group A3 Day 4 F2 uncoated Yes 12-MAR-2018 16:21 0 0 0
A0014 Group A3 Day 4 F3 uncoated Yes 12-MAR-2018 16:21 0 0 0
A0014 Group A3 Day 8 F1 uncoated Yes 16-MAR-2018 08:38 0 0 0
A0014 Group A3 Day 8 F2 uncoated Yes 16-MAR-2018 08:38 0 0 0
A0014 Group A3 Day 8 F3 uncoated Yes 16-MAR-2018 08:38 0 0 0
A0014 Group A3 Day 22 F1 uncoated Yes 30-MAR-2018 09:18 0 0 0
A0014 Group A3 Day 22 F2 uncoated Yes 30-MAR-2018 09:18 0 0 0
A0014 Group A3 Day 22 F3 uncoated Yes 30-MAR-2018 09:18 0 0 0
A0014 Group A3 EOS/ET (Day 61) F1 uncoated Yes 08-MAY-2018 09:06 0 0 0
A0014 Group A3 EOS/ET (Day 61) F2 uncoated Yes 08-MAY-2018 09:06 0 0 0
A0014 Group A3 EOS/ET (Day 61) F3 uncoated Yes 08-MAY-2018 09:06 0 0 0
A0015 Group A1 Day 1 No
A0015 Group A1 Day 4 F1 5 ug Yes 12-MAR-2018 14:16 2 0 2
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0015 Group A1 Day 4 F2 5 ug Yes 12-MAR-2018 14:16 3 1 4
A0015 Group A1 Day 4 F3 5 ug Yes 12-MAR-2018 14:16 3 0 3
A0015 Group A1 Day 8 F1 5 ug Yes 16-MAR-2018 14:03 0 0 0
A0015 Group A1 Day 8 F2 5 ug Yes 16-MAR-2018 14:03 0 0 0
A0015 Group A1 Day 8 F3 5 ug Yes 16-MAR-2018 14:03 0 0 0
A0015 Group A1 Day 22 F1 5 ug Yes 30-MAR-2018 14:20 0 0 0
A0015 Group A1 Day 22 F2 5 ug Yes 30-MAR-2018 14:20 0 0 0
A0015 Group A1 Day 22 F3 5 ug Yes 30-MAR-2018 14:20 0 0 0
A0015 Group A1 EOS/ET (Day 61) F1 5 ug Yes 08-MAY-2018 10:31 0 0 0
A0015 Group A1 EOS/ET (Day 61) F2 5 ug Yes 08-MAY-2018 10:31 0 0 0
A0015 Group A1 EOS/ET (Day 61) F3 5 ug Yes 08-MAY-2018 10:31 0 0 0
A0016 Group A3 Day 1 Pre-dose F1 uncoated Yes 10-MAR-2018
A0016 Group A3 Day 1 Pre-dose F2 uncoated Yes 10-MAR-2018
A0016 Group A3 Day 1 Pre-dose F3 uncoated Yes 10-MAR-2018
A0016 Group A3 Day 1 10 min F1 uncoated Yes 10-MAR-2018
A0016 Group A3 Day 1 10 min F2 uncoated Yes 10-MAR-2018
A0016 Group A3 Day 1 10 min F3 uncoated Yes 10-MAR-2018
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0016 Group A3 Day 1 1 hour F1 uncoated Yes 10-MAR-2018
A0016 Group A3 Day 1 1 hour F2 uncoated Yes 10-MAR-2018
A0016 Group A3 Day 1 1 hour F3 uncoated Yes 10-MAR-2018
A0016 Group A3 Day 1 2 hour F1 uncoated Yes 10-MAR-2018 13:28 2 1 3
A0016 Group A3 Day 1 2 hour F2 uncoated Yes 10-MAR-2018 13:28 2 1 3
A0016 Group A3 Day 1 2 hour F3 uncoated Yes 10-MAR-2018 13:28 2 1 3
A0016 Group A3 Day 4 F1 uncoated Yes 13-MAR-2018 11:51 0 0 0
A0016 Group A3 Day 4 F2 uncoated Yes 13-MAR-2018 11:51 0 0 0
A0016 Group A3 Day 4 F3 uncoated Yes 13-MAR-2018 11:51 0 0 0
A0016 Group A3 Day 8 F1 uncoated Yes 17-MAR-2018 12:00 0 0 0
A0016 Group A3 Day 8 F2 uncoated Yes 17-MAR-2018 12:00 0 0 0
A0016 Group A3 Day 8 F3 uncoated Yes 17-MAR-2018 12:00 0 0 0
A0016 Group A3 Day 22 F1 uncoated Yes 31-MAR-2018 10:55 0 0 0
A0016 Group A3 Day 22 F2 uncoated Yes 31-MAR-2018 10:55 0 0 0
A0016 Group A3 Day 22 F3 uncoated Yes 31-MAR-2018 10:55 0 0 0
A0016 Group A3 EOS/ET (Day 61) F1 uncoated Yes 10-MAY-2018 10:53 0 0 0
A0016 Group A3 EOS/ET (Day 61) F2 uncoated Yes 10-MAY-2018 10:53 0 0 0
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Response Key: 0 -

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug, as 2018 Afluria

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);

Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing Mono IM,

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0016 Group A3 EOS/ET (Day 61) F3 uncoated Yes 10-MAY-2018 10:53 0 0 0
A0017 Group A3 Day 1 Pre-dose F1 uncoated Yes 10-MAR-2018
A0017 Group A3 Day 1 Pre-dose F2 uncoated Yes 10-MAR-2018
A0017 Group A3 Day 1 Pre-dose F3 uncoated Yes 10-MAR-2018
A0017 Group A3 Day 1 10 min F1 uncoated Yes 10-MAR-2018
A0017 Group A3 Day 1 10 min F2 uncoated Yes 10-MAR-2018
A0017 Group A3 Day 1 10 min F3 uncoated Yes 10-MAR-2018
A0017 Group A3 Day 1 1 hour F1 uncoated Yes 10-MAR-2018
A0017 Group A3 Day 1 1 hour F2 uncoated Yes 10-MAR-2018
A0017 Group A3 Day 1 1 hour F3 uncoated Yes 10-MAR-2018
A0017 Group A3 Day 1 2 hour F1 uncoated Yes 10-MAR-2018 13:28 2 1 3
A0017 Group A3 Day 1 2 hour F2 uncoated Yes 10-MAR-2018 13:28 2 1 3
A0017 Group A3 Day 1 2 hour F3 uncoated Yes 10-MAR-2018 13:28 2 1 3
A0017 Group A3 Day 4 F1 uncoated Yes 13-MAR-2018 13:06 0 0 0
A0017 Group A3 Day 4 F2 uncoated Yes 13-MAR-2018 13:06 0 0 0
A0017 Group A3 Day 4 F3 uncoated Yes 13-MAR-2018 13:06 0 0 0
A0017 Group A3 Day 8 F1 uncoated Yes 17-MAR-2018 14:00 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0017 Group A3 Day 8 F2 uncoated Yes 17-MAR-2018 14:00 0 0 0
A0017 Group A3 Day 8 F3 uncoated Yes 17-MAR-2018 14:00 0 0 0
A0017 Group A3 Day 22 F1 uncoated Yes 31-MAR-2018 14:17 0 0 0
A0017 Group A3 Day 22 F2 uncoated Yes 31-MAR-2018 14:17 0 0 0
A0017 Group A3 Day 22 F3 uncoated Yes 31-MAR-2018 14:17 0 0 0
A0017 Group A3 EOS/ET (Day 61) F1 uncoated Yes 09-MAY-2018 12:17 0 0 0
A0017 Group A3 EOS/ET (Day 61) F2 uncoated Yes 09-MAY-2018 12:17 0 0 0
A0017 Group A3 EOS/ET (Day 61) F3 uncoated Yes 09-MAY-2018 12:17 0 0 0
A0018 Group A1 Day 1 Pre-dose F1 5 ug Yes 10-MAR-2018
A0018 Group A1 Day 1 Pre-dose F2 5 ug Yes 10-MAR-2018
A0018 Group At Day 1 Pre-dose F3 5 ug Yes 10-MAR-2018
A0018 Group At Day 1 10 min F1 5 ug Yes 10-MAR-2018
A0018 Group A1 Day 1 10 min F2 5 ug Yes 10-MAR-2018
A0018 Group At Day 1 10 min F3 5 ug Yes 10-MAR-2018
A0018 Group At Day 1 1 hour F1 5 ug Yes 10-MAR-2018
A0018 Group A1 Day 1 1 hour F2 5 ug Yes 10-MAR-2018
A0018 Group A1 Day 1 1 hour F3 5 ug Yes 10-MAR-2018
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0018 Group Al Day 1 2 hour F1 5 ug Yes 10-MAR-2018 13:38 1 0 1
A0018 Group A1 Day 1 2 hour F2 5 ug Yes 10-MAR-2018 13:38 1 0 1
A0018 Group At Day 1 2 hour F3 5 ug Yes 10-MAR-2018 13:38 1 0 1
A0018 Group Al Day 4 F1 5 ug Yes 13-MAR-2018 12:34 2 0 2
A0018 Group Al Day 4 F2 5 ug Yes 13-MAR-2018 12:34 2 0 2
A0018 Group Al Day 4 F3 5 ug Yes 13-MAR-2018 12:34 2 0 2
A0018 Group Al Day 8 F1 5 ug Yes 17-MAR-2018 11:41 0 0 0
A0018 Group Al Day 8 F2 5 ug Yes 17-MAR-2018 11:41 0 0 0
A0018 Group Al Day 8 F3 5 ug Yes 17-MAR-2018 11:41 0 0 0
A0018 Group Al Day 22 F1 5 ug Yes 31-MAR-2018 09:11 0 0 0
A0018 Group Al Day 22 F2 5 ug Yes 31-MAR-2018 09:11 0 0 0
A0018 Group Al Day 22 F3 5 ug Yes 31-MAR-2018 09:11 0 0 0
A0018 Group At EOS/ET (Day 61) F1 5 ug Yes 09-MAY-2018 17:11 0 0 0
A0018 Group Al EOS/ET (Day 61) F2 5 ug Yes 09-MAY-2018 17:11 0 0 0
A0018 Group At EOS/ET (Day 61) F3 5 ug Yes 09-MAY-2018 17:11 0 0 0
A0019 Group A3 Day 1 Pre-dose F1 uncoated Yes 10-MAR-2018
A0019 Group A3 Day 1 Pre-dose F2 uncoated Yes 10-MAR-2018
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1

B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0019 Group A3 Day 1 Pre-dose F3 uncoated Yes 10-MAR-2018
A0019 Group A3 Day 1 10 min F1 uncoated Yes 10-MAR-2018
A0019 Group A3 Day 1 10 min F2 uncoated Yes 10-MAR-2018
A0019 Group A3 Day 1 10 min F3 uncoated Yes 10-MAR-2018
A0019 Group A3 Day 1 1 hour F1 uncoated Yes 10-MAR-2018
A0019 Group A3 Day 1 1 hour F2 uncoated Yes 10-MAR-2018
A0019 Group A3 Day 1 1 hour F3 uncoated Yes 10-MAR-2018
A0019 Group A3 Day 1 2 hour F1 uncoated Yes 10-MAR-2018 13:38 2 2 4
A0019 Group A3 Day 1 2 hour F2 uncoated Yes 10-MAR-2018 13:38 2 2 4
A0019 Group A3 Day 1 2 hour F3 uncoated Yes 10-MAR-2018 13:38 2 2 4
A0019  Group A3 Day 4 F1 uncoated Yes 13-MAR-2018 12:17 0 0 0
A0019 Group A3 Day 4 F2 uncoated Yes 13-MAR-2018 12:17 0 0 0
A0019 Group A3 Day 4 F3 uncoated Yes 13-MAR-2018 12:17 0 0 0
A0019  Group A3 Day 8 F1 uncoated Yes 17-MAR-2018 11:48 0 0 0
A0019 Group A3 Day 8 F2 uncoated Yes 17-MAR-2018 11:48 0 0 0
A0019 Group A3 Day 8 F3 uncoated Yes 17-MAR-2018 11:48 0 0 0
A0019  Group A3 Day 22 F1 uncoated Yes 31-MAR-2018 11:43 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0019 Group A3 Day 22 F2 uncoated Yes 31-MAR-2018 11:43 0 0 0
A0019 Group A3 Day 22 F3 uncoated Yes 31-MAR-2018 11:43 0 0 0
A0019 Group A3 EOS/ET (Day 61) F1 uncoated Yes 08-MAY-2018 12:30 0 0 0
A0019 Group A3 EOS/ET (Day 61) F2 uncoated Yes 08-MAY-2018 12:30 0 0 0
A0019 Group A3 EOS/ET (Day 61) F3 uncoated Yes 08-MAY-2018 12:30 0 0 0
A0020 Group A1 Day 1 Pre-dose F1 5 ug Yes 10-MAR-2018
A0020 Group A1 Day 1 Pre-dose F2 5 ug Yes 10-MAR-2018
A0020 Group At Day 1 Pre-dose F3 5 ug Yes 10-MAR-2018
A0020 Group A1 Day 1 10 min F1 5 ug Yes 10-MAR-2018
A0020 Group Al Day 1 10 min F2 5 ug Yes 10-MAR-2018
A0020 Group At Day 1 10 min F3 5 ug Yes 10-MAR-2018
A0020 Group At Day 1 1 hour F1 5 ug Yes 10-MAR-2018
A0020 Group Al Day 1 1 hour F2 5 ug Yes 10-MAR-2018
A0020 Group At Day 1 1 hour F3 5 ug Yes 10-MAR-2018
A0020 Group Al Day 1 2 hour F1 5 ug Yes 10-MAR-2018 14:08 2 1 3
A0020 Group Al Day 1 2 hour F2 5 ug Yes 10-MAR-2018 14:08 2 2 4
A0020 Group Al Day 1 2 hour F3 5 ug Yes 10-MAR-2018 14:08 2 2 4
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm

Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 = A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy

B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)

B7 = Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0020 Group Al Day 4 F1 5 ug Yes 13-MAR-2018 10:35 2 0 2
A0020 Group A1 Day 4 F2 5 ug Yes 13-MAR-2018 10:35 2 0 2
A0020 Group Al Day 4 F3 5 ug Yes 13-MAR-2018 10:35 2 0 2
A0020 Group Al Day 8 F1 5 ug Yes 17-MAR-2018 11:45 0 0 0
A0020 Group A1 Day 8 F2 5 ug Yes 17-MAR-2018 11:45 0 0 0
A0020 Group Al Day 8 F3 5 ug Yes 17-MAR-2018 11:45 0 0 0
A0020 Group Al Day 22 F1 5 ug Yes 31-MAR-2018 11:46 0 0 0
A0020 Group Al Day 22 F2 5 ug Yes 31-MAR-2018 11:46 0 0 0
A0020 Group A1 Day 22 F3 5 ug Yes 31-MAR-2018 11:46 0 0 0
A0020 Group Al EOS/ET (Day 61) F1 5 ug Yes 09-MAY-2018 13:13 0 0 0
A0020 Group Al EOS/ET (Day 61) F2 5 ug Yes 09-MAY-2018 13:13 0 0 0
A0020 Group A1 EOS/ET (Day 61) F3 5 ug Yes 09-MAY-2018 13:13 0 0 0
A0021 Group A1 Day 1 Pre-dose F1 5 ug Yes 10-MAR-2018
A0021 Group At Day 1 Pre-dose F2 5 ug Yes 10-MAR-2018
A0021 Group At Day 1 Pre-dose F3 5 ug Yes 10-MAR-2018
A0021 Group Al Day 1 10 min F1 5 ug Yes 10-MAR-2018
A0021 Group Al Day 1 10 min F2 5 ug Yes 10-MAR-2018
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0021 Group A1 Day 1 10 min F3 5 ug Yes 10-MAR-2018
A0021 Group A1 Day 1 1 hour F1 5 ug Yes 10-MAR-2018 13:18 2 2 4
A0021 Group Al Day 1 1 hour F2 5 ug Yes 10-MAR-2018 13:18 2 3 5
A0021 Group Al Day 1 1 hour F3 5 ug Yes 10-MAR-2018 13:18 2 3 5
A0021 Group Al Day 1 2 hour F1 5 ug Yes 10-MAR-2018 14:29 2 1 3
A0021 Group Al Day 1 2 hour F2 5 ug Yes 10-MAR-2018 14:29 2 2 4
A0021 Group A1 Day 1 2 hour F3 5 ug Yes 10-MAR-2018 14:29 2 2 4
A0021 Group Al Day 4 F1 5 ug Yes 13-MAR-2018 14:54 2 0 2
A0021 Group Al Day 4 F2 5 ug Yes 13-MAR-2018 14:54 3 0 3
A0021 Group A1 Day 4 F3 5 ug Yes 13-MAR-2018 14:54 3 0 3
A0021 Group A1 Day 8 F1 5 ug Yes 17-MAR-2018 13:40 2 2 4
A0021 Group Al Day 8 F2 5 ug Yes 17-MAR-2018 13:40 2 2 4
A0021 Group Al Day 8 F3 5 ug Yes 17-MAR-2018 13:40 2 2 4
A0021 Group A1 Day 22 F1 5 ug Yes 31-MAR-2018 13:02 0 0 0
A0021 Group At Day 22 F2 5 ug Yes 31-MAR-2018 13:02 0 0 0
A0021 Group At Day 22 F3 5 ug Yes 31-MAR-2018 13:02 0 0 0
A0021 Group A1 EOS/ET (Day 61) F1 5 ug Yes 10-MAY-2018 11:45 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0021 Group A1 EOS/ET (Day 61) F2 5 ug Yes 10-MAY-2018 11:45 0 0 0
A0021 Group A1 EOS/ET (Day 61) F3 5 ug Yes 10-MAY-2018 11:45 0 0 0
A0022 Group A3 Day 1 Pre-dose F1 uncoated Yes 10-MAR-2018
A0022 Group A3 Day 1 Pre-dose F2 uncoated Yes 10-MAR-2018
A0022 Group A3 Day 1 Pre-dose F3 uncoated Yes 10-MAR-2018
A0022 Group A3 Day 1 10 min F1 uncoated Yes 10-MAR-2018
A0022 Group A3 Day 1 10 min F2 uncoated Yes 10-MAR-2018
A0022 Group A3 Day 1 10 min F3 uncoated Yes 10-MAR-2018
A0022 Group A3 Day 1 1 hour F1 uncoated Yes 10-MAR-2018
A0022 Group A3 Day 1 1 hour F2 uncoated Yes 10-MAR-2018
A0022 Group A3 Day 1 1 hour F3 uncoated Yes 10-MAR-2018
A0022 Group A3 Day 1 2 hour F1 uncoated Yes 10-MAR-2018 14:18 1 2 3
A0022 Group A3 Day 1 2 hour F2 uncoated Yes 10-MAR-2018 14:18 1 2 3
A0022 Group A3 Day 1 2 hour F3 uncoated Yes 10-MAR-2018 14:18 1 2 3
A0022 Group A3 Day 4 F1 uncoated Yes 13-MAR-2018 12:09 0 0 0
A0022 Group A3 Day 4 F2 uncoated Yes 13-MAR-2018 12:09 0 0 0
A0022 Group A3 Day 4 F3 uncoated Yes 13-MAR-2018 12:09 0 0 0
Printed: 04APR2019 (Final) CONFIDENTIAL Page 21 of 291

Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0022 Group A3 Day 8 F1 uncoated Yes 17-MAR-2018 12:06 0 0 0
A0022 Group A3 Day 8 F2 uncoated Yes 17-MAR-2018 12:06 0 0 0
A0022 Group A3 Day 8 F3 uncoated Yes 17-MAR-2018 12:06 0 0 0
A0022 Group A3 Day 22 F1 uncoated Yes 31-MAR-2018 11:55 0 0 0
A0022 Group A3 Day 22 F2 uncoated Yes 31-MAR-2018 11:55 0 0 0
A0022 Group A3 Day 22 F3 uncoated Yes 31-MAR-2018 11:55 0 0 0
A0022 Group A3 EOS/ET (Day 61) F1 uncoated Yes 09-MAY-2018 13:23 0 0 0
A0022 Group A3 EOS/ET (Day 61) F2 uncoated Yes 09-MAY-2018 13:23 0 0 0
A0022 Group A3 EOS/ET (Day 61) F3 uncoated Yes 09-MAY-2018 13:23 0 0 0
A0023 Group A3 Day 1 Pre-dose F1 uncoated Yes 10-MAR-2018
A0023 Group A3 Day 1 Pre-dose F2 uncoated Yes 10-MAR-2018
A0023 Group A3 Day 1 Pre-dose F3 uncoated Yes 10-MAR-2018
A0023 Group A3 Day 1 10 min F1 uncoated Yes 10-MAR-2018
A0023 Group A3 Day 1 10 min F2 uncoated Yes 10-MAR-2018
A0023 Group A3 Day 1 10 min F3 uncoated Yes 10-MAR-2018
A0023 Group A3 Day 1 1 hour F1 uncoated Yes 10-MAR-2018 13:23 2 2 4
A0023 Group A3 Day 1 1 hour F2 uncoated Yes 10-MAR-2018 13:23 2 2 4
Printed: 04APR2019 (Final) CONFIDENTIAL Page 22 of 291

Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0023 Group A3 Day 1 1 hour F3 uncoated Yes 10-MAR-2018 13:23 2 2 4
A0023 Group A3 Day 1 2 hour F1 uncoated Yes 10-MAR-2018 14:28 3 2 5
A0023 Group A3 Day 1 2 hour F2 uncoated Yes 10-MAR-2018 14:28 2 2 4
A0023 Group A3 Day 1 2 hour F3 uncoated Yes 10-MAR-2018 14:28 2 2 4
A0023 Group A3 Day 4 F1 uncoated Yes 13-MAR-2018 12:36 0 0 0
A0023 Group A3 Day 4 F2 uncoated Yes 13-MAR-2018 12:36 0 0 0
A0023 Group A3 Day 4 F3 uncoated Yes 13-MAR-2018 12:36 0 0 0
A0023 Group A3 Day 8 F1 uncoated Yes 17-MAR-2018 12:01 0 0 0
A0023 Group A3 Day 8 F2 uncoated Yes 17-MAR-2018 12:01 0 0 0
A0023 Group A3 Day 8 F3 uncoated Yes 17-MAR-2018 12:01 0 0 0
A0023 Group A3 Day 22 F1 uncoated Yes 31-MAR-2018 11:50 0 0 0
A0023 Group A3 Day 22 F2 uncoated Yes 31-MAR-2018 11:50 0 0 0
A0023 Group A3 Day 22 F3 uncoated Yes 31-MAR-2018 11:50 0 0 0
A0023 Group A3 EOS/ET (Day 61) F1 uncoated Yes 10-MAY-2018 13:24 0 0 0
A0023 Group A3 EOS/ET (Day 61) F2 uncoated Yes 10-MAY-2018 13:24 0 0 0
A0023 Group A3 EOS/ET (Day 61) F3 uncoated Yes 10-MAY-2018 13:24 0 0 0
A0024 Group A1 Day 1 Pre-dose F1 5 ug Yes 10-MAR-2018
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0024 Group A1 Day 1 Pre-dose F2 5 ug Yes 10-MAR-2018
A0024 Group A1 Day 1 Pre-dose F3 5 ug Yes 10-MAR-2018
A0024 Group At Day 1 10 min F1 5 ug Yes 10-MAR-2018
A0024 Group Al Day 1 10 min F2 5 ug Yes 10-MAR-2018
A0024 Group At Day 1 10 min F3 5 ug Yes 10-MAR-2018
A0024 Group Al Day 1 1 hour F1 5 ug Yes 10-MAR-2018 13:28 3 2 5
A0024 Group A1 Day 1 1 hour F2 5 ug Yes 10-MAR-2018 13:28 2 2 4
A0024 Group Al Day 1 1 hour F3 5 ug Yes 10-MAR-2018 13:28 2 2 4
A0024 Group Al Day 1 2 hour F1 5 ug Yes 10-MAR-2018 14:35 2 2 4
A0024 Group A1 Day 1 2 hour F2 5 ug Yes 10-MAR-2018 14:35 2 2 4
A0024 Group A1 Day 1 2 hour F3 5 ug Yes 10-MAR-2018 14:35 2 2 4
A0024 Group Al Day 4 F1 5 ug Yes 13-MAR-2018 13:03 2 0 2
A0024 Group Al Day 4 F2 5 ug Yes 13-MAR-2018 13:03 2 0 2
A0024 Group A1 Day 4 F3 5 ug Yes 13-MAR-2018 13:03 2 0 2
A0024 Group Al Day 8 F1 5 ug Yes 17-MAR-2018 12:03 0 0 0
A0024 Group Al Day 8 F2 5 ug Yes 17-MAR-2018 12:03 0 0 0
A0024 Group A1 Day 8 F3 5 ug Yes 17-MAR-2018 12:03 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0024  Group A1 Day 22 F1 5 ug Yes 31-MAR-2018 11:11 0 0 0
A0024 Group A1 Day 22 F2 5 ug Yes 31-MAR-2018 11:11 0 0 0
A0024 Group At Day 22 F3 5 ug Yes 31-MAR-2018 11:11 0 0 0
A0024  Group A1 EOS/ET (Day 61) F1 5 ug Yes 09-MAY-2018 14:42 0 0 0
A0024 Group At EOS/ET (Day 61) F2 5 ug Yes 09-MAY-2018 14:42 0 0 0
A0024 Group A1 EOS/ET (Day 61) F3 5 ug Yes 09-MAY-2018 14:42 0 0 0
A0025 Group A3 Day 1 Pre-dose F1 uncoated Yes 10-MAR-2018
A0025 Group A3 Day 1 Pre-dose F2 uncoated Yes 10-MAR-2018
A0025 Group A3 Day 1 Pre-dose F3 uncoated Yes 10-MAR-2018
A0025 Group A3 Day 1 10 min F1 uncoated Yes 10-MAR-2018
A0025 Group A3 Day 1 10 min F2 uncoated Yes 10-MAR-2018
A0025 Group A3 Day 1 10 min F3 uncoated Yes 10-MAR-2018
A0025 Group A3 Day 1 1 hour F1 uncoated Yes 10-MAR-2018 13:38 3 1 4
A0025 Group A3 Day 1 1 hour F2 uncoated Yes 10-MAR-2018 13:38 2 2 4
A0025 Group A3 Day 1 1 hour F3 uncoated Yes 10-MAR-2018 13:38 2 2 4
A0025 Group A3 Day 1 2 hour F1 uncoated Yes 10-MAR-2018 14:40 2 1 3
A0025 Group A3 Day 1 2 hour F2 uncoated Yes 10-MAR-2018 14:40 2 2 4
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1

B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0025 Group A3 Day 1 2 hour F3 uncoated Yes 10-MAR-2018 14:40 2 2 4
A0025 Group A3 Day 4 F1 uncoated Yes 13-MAR-2018 13:12 2 0 2
A0025 Group A3 Day 4 F2 uncoated Yes 13-MAR-2018 13:12 2 0 2
A0025 Group A3 Day 4 F3 uncoated Yes 13-MAR-2018 13:12 2 0 2
A0025 Group A3 Day 8 F1 uncoated Yes 17-MAR-2018 13:54 0 0 0
A0025 Group A3 Day 8 F2 uncoated Yes 17-MAR-2018 13:54 0 0 0
A0025 Group A3 Day 8 F3 uncoated Yes 17-MAR-2018 13:54 0 0 0
A0025 Group A3 Day 22 F1 uncoated Yes 31-MAR-2018 12:55 0 0 0
A0025 Group A3 Day 22 F2 uncoated Yes 31-MAR-2018 12:55 0 0 0
A0025 Group A3 Day 22 F3 uncoated Yes 31-MAR-2018 12:55 0 0 0
A0025 Group A3 EOS/ET (Day 61) F1 uncoated Yes 09-MAY-2018 11:56 0 0 0
A0025 Group A3 EOS/ET (Day 61) F2 uncoated Yes 09-MAY-2018 11:56 0 0 0
A0025 Group A3 EOS/ET (Day 61) F3 uncoated Yes 09-MAY-2018 11:56 0 0 0
A0027 Group A3 Day 1 Pre-dose F1 uncoated Yes 10-MAR-2018
A0027 Group A3 Day 1 Pre-dose F2 uncoated Yes 10-MAR-2018
A0027 Group A3 Day 1 Pre-dose F3 uncoated Yes 10-MAR-2018
A0027 Group A3 Day 1 10 min F1 uncoated Yes 10-MAR-2018
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd

Listing 16.2.9.4

Skin Irritation Index per Site

Protocol No.:

SP-1207-022

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0027 Group A3 Day 1 10 min F2 uncoated Yes 10-MAR-2018
A0027 Group A3 Day 1 10 min F3 uncoated Yes 10-MAR-2018
A0027 Group A3 Day 1 1 hour F1 uncoated Yes 10-MAR-2018 13:48 2 1 3
A0027 Group A3 Day 1 1 hour F2 uncoated Yes 10-MAR-2018 13:48 2 2 4
A0027 Group A3 Day 1 1 hour F3 uncoated Yes 10-MAR-2018 13:48 2 2 4
A0027 Group A3 Day 1 2 hour F1 uncoated Yes 10-MAR-2018 14:48 2 1 3
A0027 Group A3 Day 1 2 hour F2 uncoated Yes 10-MAR-2018 14:48 2 2 4
A0027 Group A3 Day 1 2 hour F3 uncoated Yes 10-MAR-2018 14:48 2 2 4
A0027 Group A3 Day 4 F1 uncoated Yes 13-MAR-2018 13:26 0 0 0
A0027 Group A3 Day 4 F2 uncoated Yes 13-MAR-2018 13:26 0 1 1
A0027 Group A3 Day 4 F3 uncoated Yes 13-MAR-2018 13:26 0 1 1
A0027 Group A3 Day 8 F1 uncoated Yes 17-MAR-2018 13:58 0 0 0
A0027 Group A3 Day 8 F2 uncoated Yes 17-MAR-2018 13:58 0 0 0
A0027 Group A3 Day 8 F3 uncoated Yes 17-MAR-2018 13:58 0 0 0
A0027 Group A3 Day 22 F1 uncoated Yes 01-APR-2018 09:02 1 0 1
A0027 Group A3 Day 22 F2 uncoated Yes 01-APR-2018 09:02 1 0 1
A0027 Group A3 Day 22 F3 uncoated Yes 01-APR-2018 09:02 1 0 1
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Response Key:

0 -

No erythema/No oedema; 1

3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug, as 2018 Afluria

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);

A/Sing Mono IM,

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0027 Group A3 EOS/ET (Day 61) F1 uncoated Yes 09-MAY-2018 12:41 0 0 0
A0027 Group A3 EOS/ET (Day 61) F2 uncoated Yes 09-MAY-2018 12:41 0 0 0
A0027 Group A3 EOS/ET (Day 61) F3 uncoated Yes 09-MAY-2018 12:41 0 0 0
A0028 Group A1 Day 1 Pre-dose F1 5 ug Yes 10-MAR-2018
A0028 Group At Day 1 Pre-dose F2 5 ug Yes 10-MAR-2018
A0028 Group A1 Day 1 Pre-dose F3 5 ug Yes 10-MAR-2018
A0028 Group Al Day 1 10 min F1 5 ug Yes 10-MAR-2018
A0028 Group At Day 1 10 min F2 5 ug Yes 10-MAR-2018
A0028 Group A1 Day 1 10 min F3 5 ug Yes 10-MAR-2018
A0028 Group Al Day 1 1 hour F1 5 ug Yes 10-MAR-2018 13:58 2 2 4
A0028 Group Al Day 1 1 hour F2 5 ug Yes 10-MAR-2018 13:58 2 2 4
A0028 Group Al Day 1 1 hour F3 5 ug Yes 10-MAR-2018 13:58 2 2 4
A0028 Group Al Day 1 2 hour F1 5 ug Yes 10-MAR-2018 14:58 2 1 3
A0028 Group Al Day 1 2 hour F2 5 ug Yes 10-MAR-2018 14:58 2 2 4
A0028 Group Al Day 1 2 hour F3 5 ug Yes 10-MAR-2018 14:58 2 2 4
A0028 Group Al Day 4 F1 5 ug Yes 13-MAR-2018 09:01 0 0 0
A0028 Group Al Day 4 F2 5 ug Yes 13-MAR-2018 09:01 0 0 0
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0028 Group Al Day 4 F3 5 ug Yes 13-MAR-2018 09:01 0 0 0
A0028 Group A1 Day 8 F1 5 ug Yes 17-MAR-2018 14:03 0 2 2
A0028 Group At Day 8 F2 5 ug Yes 17-MAR-2018 14:03 0 2 2
A0028 Group Al Day 8 F3 5 ug Yes 17-MAR-2018 14:03 0 2 2
A0028 Group At Day 22 F1 5 ug Yes 31-MAR-2018 14:40 0 0 0
A0028 Group A1 Day 22 F2 5 ug Yes 31-MAR-2018 14:40 0 0 0
A0028 Group Al Day 22 F3 5 ug Yes 31-MAR-2018 14:40 0 0 0
A0028 Group Al EOS/ET (Day 61) F1 5 ug Yes 09-MAY-2018 16:51 0 0 0
A0028 Group A1 EOS/ET (Day 61) F2 5 ug Yes 09-MAY-2018 16:51 0 0 0
A0028 Group Al EOS/ET (Day 61) F3 5 ug Yes 09-MAY-2018 16:51 0 0 0
A0029 Group At Day 1 Pre-dose F1 5 ug Yes 10-MAR-2018
A0029 Group At Day 1 Pre-dose F2 5 ug Yes 10-MAR-2018
A0029 Group A1 Day 1 Pre-dose F3 5 ug Yes 10-MAR-2018
A0029 Group At Day 1 10 min F1 5 ug Yes 10-MAR-2018
A0029 Group At Day 1 10 min F2 5 ug Yes 10-MAR-2018
A0029 Group Al Day 1 10 min F3 5 ug Yes 10-MAR-2018
A0029 Group Al Day 1 1 hour F1 5 ug Yes 10-MAR-2018 14:11 2 2 4
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1

B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0029 Group A1 Day 1 1 hour F2 5 ug Yes 10-MAR-2018 14:11 2 3 5

A0029 Group A1 Day 1 1 hour F3 5 ug Yes 10-MAR-2018 14:11 2 3 5

A0029 Group At Day 1 2 hour F1 5 ug Yes 10-MAR-2018 15:11 2 1 3

A0029 Group A1 Day 1 2 hour F2 5 ug Yes 10-MAR-2018 15:11 2 2 4

A0029 Group Al Day 1 2 hour F3 5 ug Yes 10-MAR-2018 15:11 2 2 4

A0029 Group Al Day 4 F1 5 ug Yes 13-MAR-2018 16:18 2 0 2

A0029 Group A1 Day 4 F2 5 ug Yes 13-MAR-2018 16:18 2 0 2

A0029 Group A1 Day 4 F3 5 ug Yes 13-MAR-2018 16:18 2 0 2

A0029 Group Al Day 8 F1 5 ug Yes 17-MAR-2018 15:56 2 0 2

A0029 Group A1 Day 8 F2 5 ug Yes 17-MAR-2018 15:56 2 0 2

A0029 Group A1 Day 8 F3 5 ug Yes 17-MAR-2018 15:56 2 0 2

A0029 Group Al Day 22 F1 5 ug Yes 31-MAR-2018 13:20 1 0 1

A0029 Group Al Day 22 F2 5 ug Yes 31-MAR-2018 13:20 1 0 1

A0029 Group A1 Day 22 F3 5 ug Yes 31-MAR-2018 13:20 1 0 1

A0029 Group Al EOS/ET (Day 61) F1 5 ug Yes 09-MAY-2018 16:20 0 0 0

A0029 Group Al EOS/ET (Day 61) F2 5 ug Yes 09-MAY-2018 16:20 0 0 0

A0029 Group A1 EOS/ET (Day 61) F3 5 ug Yes 09-MAY-2018 16:20 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0030 Group A3 Day 1 Pre-dose F1 uncoated Yes 16-MAR-2018 11:55 0 0 0

A0030 Group A3 Day 1 Pre-dose F2 uncoated Yes 16-MAR-2018 11:55 0 0 0

A0030 Group A3 Day 1 Pre-dose F3 uncoated Yes 16-MAR-2018 11:55 0 0 0

A0030 Group A3 Day 1 10 min F1 uncoated Yes 16-MAR-2018 12:19 2 3 5

A0030 Group A3 Day 1 10 min F2 uncoated Yes 16-MAR-2018 12:19 2 3 5

A0030 Group A3 Day 1 10 min F3 uncoated Yes 16-MAR-2018 12:19 2 3 5

A0030 Group A3 Day 1 1 hour F1 uncoated Yes 16-MAR-2018 13:12 1 3 4

A0030 Group A3 Day 1 1 hour F2 uncoated Yes 16-MAR-2018 13:12 1 3 4

A0030 Group A3 Day 1 1 hour F3 uncoated Yes 16-MAR-2018 13:12 1 3 4

A0030 Group A3 Day 1 2 hour F1 uncoated Yes 16-MAR-2018 14:56 2 0 2

A0030 Group A3 Day 1 2 hour F2 uncoated Yes 16-MAR-2018 14:56 2 0 2

A0030 Group A3 Day 1 2 hour F3 uncoated Yes 16-MAR-2018 14:56 2 0 2

A0030 Group A3 Day 4 F1 uncoated Yes 20-MAR-2018 09:21 0 0 0

A0030 Group A3 Day 4 F2 uncoated Yes 20-MAR-2018 09:21 0 0 0

A0030 Group A3 Day 4 F3 uncoated Yes 20-MAR-2018 09:21 0 0 0

A0030 Group A3 Day 8 F1 uncoated Yes 27-MAR-2018 12:27 0 0 0

A0030 Group A3 Day 8 F2 uncoated Yes 27-MAR-2018 12:27 0 0 0

Printed: 04APR2019 (Final) CONFIDENTIAL Page 31 of 291

Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0030 Group A3 Day 8 F3 uncoated Yes 27-MAR-2018 12:27 0 0 0
A0030 Group A3 Day 22 F1 uncoated Yes 06-APR-2018 13:02 0 0 0
A0030 Group A3 Day 22 F2 uncoated Yes 06-APR-2018 13:02 0 0 0
A0030 Group A3 Day 22 F3 uncoated Yes 06-APR-2018 13:02 0 0 0
A0030 Group A3 EOS/ET (Day 61) F1 uncoated Yes 15-MAY-2018 12:26 0 0 0
A0030 Group A3 EOS/ET (Day 61) F2 uncoated Yes 15-MAY-2018 12:26 0 0 0
A0030 Group A3 EOS/ET (Day 61) F3 uncoated Yes 15-MAY-2018 12:26 0 0 0
A0031 Group A2 Day 4 No
A0031 Group A2 Day 1 Pre-dose D1 [IM] Yes 16-MAR-2018 0 0 0
A0031 Group A2 Day 1 10 min D1 [IM] Yes 16-MAR-2018 13:10 0 0 0
A0031 Group A2 Day 1 1 hour D1 [IM] Yes 16-MAR-2018 13:56 0 0 0
A0031 Group A2 Day 1 2 hour D1 [IM] Yes 16-MAR-2018 15:06 0 0 0
A0032 Group A4 Day 4 No
A0032 Group A4 Day 1 Pre-dose D1 [IM] Yes 16-MAR-2018 11:35 0 0 0
A0032 Group A4 Day 1 10 min D1 [IM] Yes 16-MAR-2018 13:20 0 0 0
A0032 Group A4 Day 1 1 hour D1 [IM] Yes 16-MAR-2018 14:11 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0032 Group A4 Day 1 2 hour D1 [IM] Yes 16-MAR-2018 15:16 0 0 0
A0032 Group A4 Day 8 D1 [IM] Yes 23-MAR-2018 12:59 0 0 0
A0032 Group A4 Day 22 D1 [IM] Yes 06-APR-2018 13:20 0 0 0
A0032 Group A4 EOS/ET (Day 61) D1 [IM] Yes 15-MAY-2018 12:12 0 0 0
A0033 Group A2 Day 4 No
A0033 Group A2 Day 1 Pre-dose D1 [IM] Yes 16-MAR-2018 11:48 0 0 0
A0033 Group A2 Day 1 10 min D1 [IM] Yes 16-MAR-2018 13:30 0 0 0
A0033 Group A2 Day 1 1 hour D1 [IM] Yes 16-MAR-2018 14:19 0 0 0
A0033 Group A2 Day 1 2 hour D1 [IM] Yes 16-MAR-2018 15:25 0 0 0
A0033 Group A2 Day 8 D1 [IM] Yes 23-MAR-2018 15:35 0 0 0
A0033 Group A2 Day 22 D1 [IM] Yes 06-APR-2018 15:43 0 0 0
A0033 Group A2 EOS/ET (Day 61) D1 [IM] Yes 15-MAY-2018 12:13 0 0 0
A0034 Group A4 Day 4 No
A0034 Group A4 Day 1 Pre-dose D1 [IM] Yes 16-MAR-2018 11:45 0 0 0
A0034 Group A4 Day 1 10 min D1 [IM] Yes 16-MAR-2018 13:40 0 0 0
A0034 Group A4 Day 1 1 hour D1 [IM] Yes 16-MAR-2018 14:31 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0034 Group A4 Day 1 2 hour D1 [IM] Yes 16-MAR-2018 15:36 0 0 0
A0034 Group A4 Day 8 D1 [IM] Yes 23-MAR-2018 08:39 0 0 0
A0034 Group A4 Day 22 D1 [IM] Yes 06-APR-2018 09:16 0 0 0
A0034 Group A4 EOS/ET (Day 61) D1 [IM] Yes 17-MAY-2018 09:15 0 0 0
A0035 Group A4 Day 4 No
A0035 Group A4 Day 1 Pre-dose D1 [IM] Yes 16-MAR-2018 11:49 0 0 0
A0035 Group A4 Day 1 10 min D1 [IM] Yes 16-MAR-2018 13:50 0 0 0
A0035 Group A4 Day 1 1 hour D1 [IM] Yes 16-MAR-2018 14:40 0 0 0
A0035 Group A4 Day 1 2 hour D1 [IM] Yes 16-MAR-2018 15:46 0 0 0
A0035 Group A4 Day 8 D1 [IM] Yes 23-MAR-2018 15:33 0 0 0
A0035 Group A4 Day 22 D1 [IM] Yes 08-APR-2018 12:22 0 0 0
A0035  Group A4  EOS/ET (Day 61) D1 [IM] Yes 15-MAY-2018 13:51 0 0 0
A0036 Group A2 Day 4 No
A0036 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 10:40 0 0 0
A0036 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 11:40 0 0 0
A0036 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 12:30 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0036 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 13:35 0 0 0
A0036 Group A2 Day 8 D1 [IM] Yes 25-MAR-2018 10:37 0 0 0
A0036 Group A2 Day 22 D1 [IM] Yes 07-APR-2018 11:09 0 0 0
A0036 Group A2 EOS/ET (Day 61) D1 [IM] Yes 17-MAY-2018 14:06 0 0 0
A0037 Group A4 Day 4 No
A0037 Group A4 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 10:31 0 0 0
A0037 Group A4 Day 1 10 min D1 [IM] Yes 17-MAR-2018 11:45 0 0 0
A0037 Group A4 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 12:33 0 0 0
A0037 Group A4 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 13:41 0 0 0
A0037 Group A4 Day 8 D1 [IM] Yes 24-MAR-2018 09:37 0 0 0
A0037 Group A4 Day 22 D1 [IM] Yes 07-APR-2018 09:21 0 0 0
A0037 Group A4 EOS/ET (Day 61) D1 [IM] Yes 17-MAY-2018 08:53 0 0 0
A0038 Group A2 Day 4 No
A0038 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 10:25 0 0 0
A0038 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 11:50 0 0 0
A0038 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 12:35 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0038 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 13:45 0 0 0
A0038 Group A2 Day 8 D1 [IM] Yes 24-MAR-2018 09:35 0 0 0
A0038 Group A2 Day 22 D1 [IM] Yes 07-APR-2018 09:23 0 0 0
A0038 Group A2 EOS/ET (Day 61) D1 [IM] Yes 17-MAY-2018 08:52 0 0 0
A0039 Group A2 Day 4 No
A0039 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 10:20 0 0 0
A0039 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 11:55 0 0 0
A0039 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 12:45 0 0 0
A0039 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 13:51 0 0 0
A0039 Group A2 Day 8 D1 [IM] Yes 24-MAR-2018 11:39 0 0 0
A0039 Group A2 Day 22 D1 [IM] Yes 07-APR-2018 10:37 0 0 0
A0039 Group A2 EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 11:13 0 0 0
A0040 Group A4 Day 4 No
A0040 Group A4 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 11:05 0 0 0
A0040 Group A4 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:00 1 0 1
A0040 Group A4 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 12:50 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0040 Group A4 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 13:56 0 0 0
A0040 Group A4 Day 8 D1 [IM] Yes 24-MAR-2018 12:24 0 0 0
A0040 Group A4 Day 22 D1 [IM] Yes 07-APR-2018 11:12 0 0 0
A0040 Group A4 EOS/ET (Day 61) D1 [IM] Yes 17-MAY-2018 10:52 0 0 0
A0041 Group A4 Day 4 No
A0041 Group A4 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 11:07 0 0 0
A0041 Group A4 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:05 0 0 0
A0041 Group A4 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 12:55 0 0 0
A0041 Group A4 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:01 0 0 0
A0041 Group A4 Day 8 D1 [IM] Yes 26-MAR-2018 15:08 0 0 0
A0041 Group A4 Day 22 D1 [IM] Yes 10-APR-2018 11:48 0 0 0
A0041 Group A4 EOS/ET (Day 61) D1 [IM] Yes 17-MAY-2018 14:58 0 0 0
A0042 Group A2 Day 4 No
A0042 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 11:09 0 0 0
A0042 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:10 1 0 1
A0042 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:00 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0042 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:05 0 0 0
A0042 Group A2 Day 8 D1 [IM] Yes 24-MAR-2018 10:28 0 0 0
A0042 Group A2 Day 22 D1 [IM] Yes 07-APR-2018 12:16 0 0 0
A0042 Group A2 EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 10:08 0 0 0
A0043 Group A2 Day 4 No
A0043 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 11:38 0 0 0
A0043 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:15 0 0 0
A0043 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:05 0 0 0
A0043 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:10 0 0 0
A0043 Group A2 Day 8 D1 [IM] Yes 24-MAR-2018 12:47 0 0 0
A0043 Group A2 Day 22 D1 [IM] Yes 06-APR-2018 17:34 0 0 0
A0043 Group A2 EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 16:48 0 0 0
A0044 Group A4 Day 4 No
A0044 Group A4 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 11:42 0 0 0
A0044 Group A4 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:21 1 0 1
A0044 Group A4 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:10 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0044 Group A4 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:14 0 0 0
A0044 Group A4 Day 8 D1 [IM] Yes 24-MAR-2018 12:48 0 0 0
A0044 Group A4 Day 22 D1 [IM] Yes 07-APR-2018 12:17 0 0 0
A0044 Group A4 EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 13:57 0 0 0
A0045 Group A2 Day 4 No
A0045 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 11:583 0 0 0
A0045 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:25 0 0 0
A0045 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:15 0 0 0
A0045 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:26 0 0 0
A0045 Group A2 Day 8 D1 [IM] Yes 25-MAR-2018 10:28 0 0 0
A0045 Group A2 Day 22 D1 [IM] Yes 08-APR-2018 10:55 0 0 0
A0045 Group A2 EOS/ET (Day 61) D1 [IM] Yes 15-MAY-2018 13:08 0 0 0
A0046 Group A4 Day 4 No
A0046 Group A4 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 11:58 0 0 0
A0046 Group A4 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:32 0 0 0
A0046 Group A4 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:20 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0046 Group A4 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:27 0 0 0
A0046 Group A4 Day 8 D1 [IM] Yes 25-MAR-2018 08:47 0 0 0
A0046 Group A4 Day 22 D1 [IM] Yes 07-APR-2018 14:18 0 0 0
A0046 Group A4 EOS/ET (Day 61) D1 [IM] Yes 17-MAY-2018 14:23 0 0 0
A0047 Group A2 Day 4 No
A0047 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 12:02 0 0 0
A0047 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:35 1 0 1
A0047 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:25 0 0 0
A0047 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:30 0 0 0
A0047 Group A2 Day 8 D1 [IM] Yes 25-MAR-2018 10:26 0 0 0
A0047 Group A2 Day 22 D1 [IM] Yes 07-APR-2018 15:36 0 0 0
A0047 Group A2 EOS/ET (Day 61) D1 [IM] Yes 22-MAY-2018 15:07 0 0 0
A0048 Group A4 Day 4 No
A0048 Group A4 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 12:09 0 0 0
A0048 Group A4 Day 1 10 min D1 [IM] Yes 17-MAR-2018 13:10 0 0 0
A0048 Group A4 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 14:00 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0048 Group A4 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 15:04 0 0 0
A0048 Group A4 Day 8 D1 [IM] Yes 24 -MAR-2018 13:14 0 0 0
A0048 Group A4 Day 22 D1 [IM] Yes 06-APR-2018 11:39 0 0 0
A0048 Group A4 EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 08:39 0 0 0
A0049 Group A2 Day 4 No
A0049 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 12:13 0 0 0
A0049 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:46 1 0 1
A0049 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:35 0 0 0
A0049 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:35 0 0 0
A0049 Group A2 Day 8 D1 [IM] Yes 24-MAR-2018 12:05 0 0 0
A0049 Group A2 Day 22 D1 [IM] Yes 06-APR-2018 08:33 0 0 0
A0049 Group A2 EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 09:37 0 0 0
A0050 Group A4 Day 4 No
A0050 Group A4 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 12:38 0 0 0
A0050 Group A4 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:51 0 0 0
A0050 Group A4 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:40 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0050 Group A4 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:40 0 0 0
A0050 Group A4 Day 8 D1 [IM] Yes 27-MAR-2018 16:17 0 0 0
A0050 Group A4 Day 22 D1 [IM] Yes 07-APR-2018 12:36 0 0 0
A0050 Group A4 EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 15:55 0 0 0
A0051 Group A2 Day 4 No
A0051 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 12:18 0 0 0
A0051 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 12:56 1 0 1
A0051 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:45 0 0 0
A0051 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:44 0 0 0
A0051 Group A2 Day 8 D1 [IM] Yes 24-MAR-2018 12:52 0 0 0
A0051 Group A2 Day 22 D1 [IM] Yes 07-APR-2018 12:42 0 0 0
A0051  Group A2  EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 11:48 0 0 0
A0052 Group A4 Day 4 No
A0052 Group A4 Day 22 No
A0052 Group A4 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 12:04 0 0 0
A0052 Group A4 Day 1 10 min D1 [IM] Yes 17-MAR-2018 13:02 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0052 Group A4 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:50 0 0 0
A0052 Group A4 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:52 0 0 0
A0052 Group A4 Day 8 D1 [IM] Yes 24-MAR-2018 13:16 0 0 0
A0052 Group A4 EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 12:30 0 0 0
A0053 Group A4 Day 4 No
A0053 Group A4 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 12:29 0 0 0
A0053 Group A4 Day 1 10 min D1 [IM] Yes 17-MAR-2018 13:05 0 0 0
A0053 Group A4 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 13:55 0 0 0
A0053 Group A4 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 14:58 0 0 0
A0053 Group A4 Day 8 D1 [IM] Yes 24-MAR-2018 12:48 0 0 0
A0053 Group A4 Day 22 D1 [IM] Yes 07-APR-2018 12:34 0 0 0
A0053 Group A4 EOS/ET (Day 61) D1 [IM] Yes 16-MAY-2018 10:35 0 0 0
A0054 Group A2 Day 4 No
A0054 Group A2 Day 1 Pre-dose D1 [IM] Yes 17-MAR-2018 14:56 0 0 0
A0054 Group A2 Day 1 10 min D1 [IM] Yes 17-MAR-2018 15:16 0 1 1
A0054 Group A2 Day 1 1 hour D1 [IM] Yes 17-MAR-2018 16:36 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0054 Group A2 Day 1 2 hour D1 [IM] Yes 17-MAR-2018 17:12 0 0 0
A0054 Group A2 Day 8 D1 [IM] Yes 24 -MAR-2018 16:21 0 0 0
A0054 Group A2 Day 22 D1 [IM] Yes 08-APR-2018 11:49 0 0 0
A0054 Group A2 EOS/ET (Day 61) D1 [IM] Yes 26-MAY-2018 10:06 0 0 0
A0055 Group A4 Day 4 No
A0055 Group A4 Day 1 Pre-dose D1 [IM] Yes 24-MAR-2018 11:56 0 0 0
A0055 Group A4 Day 1 10 min D1 [IM] Yes 24-MAR-2018 12:41 0 0 0
A0055 Group A4 Day 1 1 hour D1 [IM] Yes 24 -MAR-2018 13:31 0 0 0
A0055 Group A4 Day 1 2 hour D1 [IM] Yes 24 -MAR-2018
A0055 Group A4 Day 8 D1 [IM] Yes 31-MAR-2018 09:55 0 0 0
A0055 Group A4 Day 22 D1 [IM] Yes 14-APR-2018 15:20 0 0 0
A0055  Group A4  EOS/ET (Day 61) D1 [IM] Yes 24-MAY-2018 17:07 0 0 0
A0056 Group A2 Day 4 No
A0056 Group A2 Day 1 Pre-dose D1 [IM] Yes 24-MAR-2018 12:00 0 0 0
A0056 Group A2 Day 1 10 min D1 [IM] Yes 24-MAR-2018 12:51 0 0 0
A0056 Group A2 Day 1 1 hour D1 [IM] Yes 24-MAR-2018 13:41 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0056 Group A2 Day 1 2 hour D1 [IM] Yes 24-MAR-2018 14:45 0 0 0
A0056 Group A2 Day 8 D1 [IM] Yes 31-MAR-2018 12:39 0 0 0
A0056 Group A2 Day 22 D1 [IM] Yes 14-APR-2018 13:03 0 0 0
A0056 Group A2 EOS/ET (Day 61) D1 [IM] Yes 23-MAY-2018 17:24 0 0 0
A0057 Group A4 Day 4 No
A0057 Group A4 Day 1 Pre-dose D1 [IM] Yes 24-MAR-2018 12:10 0 0 0
A0057 Group A4 Day 1 10 min D1 [IM] Yes 24-MAR-2018 13:01 0 0 0
A0057 Group A4 Day 1 1 hour D1 [IM] Yes 24 -MAR-2018 13:51 0 0 0
A0057 Group A4 Day 1 2 hour D1 [IM] Yes 24 -MAR-2018 14:56 0 0 0
A0057 Group A4 Day 8 D1 [IM] Yes 02-APR-2018 11:20 0 0 0
A0057 Group A4 Day 22 D1 [IM] Yes 14-APR-2018 12:35 0 0 0
A0057 Group A4 EOS/ET (Day 61) D1 [IM] Yes 23-MAY-2018 09:30 0 0 0
A0058 Group A2 Day 4 No
A0058 Group A2 Day 1 Pre-dose D1 [IM] Yes 24-MAR-2018 0 0 0
A0058 Group A2 Day 1 10 min D1 [IM] Yes 24-MAR-2018 13:11 0 0 0
A0058 Group A2 Day 1 1 hour D1 [IM] Yes 24-MAR-2018 14:01 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0058 Group A2 Day 1 2 hour D1 [IM] Yes 24-MAR-2018 15:06 0 0 0
A0058 Group A2 Day 8 D1 [IM] Yes 31-MAR-2018 11:58 0 0 0
A0058 Group A2 Day 22 D1 [IM] Yes 14-APR-2018 15:19 0 0 0
A0058 Group A2 EOS/ET (Day 61) D1 [IM] Yes 23-MAY-2018 10:27 0 0 0
A0059 Group A2 Day 4 No
A0059 Group A2 Day 1 Pre-dose D1 [IM] Yes 24-MAR-2018 12:40 0 0 0
A0059 Group A2 Day 1 10 min D1 [IM] Yes 24-MAR-2018 13:21 0 0 0
A0059 Group A2 Day 1 1 hour D1 [IM] Yes 24-MAR-2018 14:11 0 0 0
A0059 Group A2 Day 1 2 hour D1 [IM] Yes 24-MAR-2018 15:16 0 0 0
A0059 Group A2 Day 8 D1 [IM] Yes 30-MAR-2018 13:01 0 0 0
A0059 Group A2 Day 22 D1 [IM] Yes 17-APR-2018 09:10 0 0 0
A0059 Group A2 EOS/ET (Day 61) D1 [IM] Yes 24-MAY-2018 13:13 0 0 0
A0060 Group A4 Day 4 No
A0060 Group A4 Day 1 Pre-dose D1 [IM] Yes 24-MAR-2018 12:45 0 0 0
A0060 Group A4 Day 1 10 min D1 [IM] Yes 24-MAR-2018 13:31 0 0 0
A0060 Group A4 Day 1 1 hour D1 [IM] Yes 24-MAR-2018 14:21 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A0060 Group A4 Day 1 2 hour D1 [IM] Yes 24-MAR-2018 15:26 0 0 0

A0060 Group A4 Day 8 D1 [IM] Yes 31-MAR-2018 13:23 0 0 0

A0060 Group A4 Day 22 D1 [IM] Yes 14-APR-2018 13:45 0 0 0

A0060 Group A4 EOS/ET (Day 61) D1 [IM] Yes 24-MAY-2018 13:18 0 0 0

A1026 Group Al Day 1 Pre-dose F1 5 ug Yes 10-MAR-2018 13:51 0 0 0

A1026 Group A1 Day 1 Pre-dose F2 5 ug Yes 10-MAR-2018 13:51 0 0 0

A1026 Group A1 Day 1 Pre-dose F3 5 ug Yes 10-MAR-2018 13:51 0 0 0

A1026 Group Al Day 1 10 min F1 5 ug Yes 10-MAR-2018 14:18 2 2 4

A1026 Group Al Day 1 10 min F2 5 ug Yes 10-MAR-2018 14:18 2 2 4

A1026 Group A1 Day 1 10 min F3 5 ug Yes 10-MAR-2018 14:18 2 2 4

A1026 Group At Day 1 1 hour F1 5 ug Yes 10-MAR-2018 15:07 2 1 3

A1026 Group Al Day 1 1 hour F2 5 ug Yes 10-MAR-2018 15:07 2 2 4

A1026 Group A1 Day 1 1 hour F3 5 ug Yes 10-MAR-2018 15:07 2 2 4

A1026 Group Al Day 1 2 hour F1 5 ug Yes 10-MAR-2018 16:08 2 1 3

A1026 Group Al Day 1 2 hour F2 5 ug Yes 10-MAR-2018 16:08 2 2 4

A1026 Group A1 Day 1 2 hour F3 5 ug Yes 10-MAR-2018 16:08 2 2 4

A1026 Group A1 Day 4 F1 5 ug Yes 13-MAR-2018 08:18 2 1 3
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part A
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
A1026 Group Al Day 4 F2 5 ug Yes 13-MAR-2018 08:18 2 3 5
A1026 Group A1 Day 4 F3 5 ug Yes 13-MAR-2018 08:18 2 2 4
A1026 Group Al Day 8 F1 5 ug Yes 18-MAR-2018 16:01 0 0 0
A1026 Group Al Day 8 F2 5 ug Yes 18-MAR-2018 16:01 0 0 0
A1026 Group Al Day 8 F3 5 ug Yes 18-MAR-2018 16:01 0 0 0
A1026 Group Al Day 22 F1 5 ug Yes 31-MAR-2018 10:28 0 0 0
A1026 Group Al Day 22 F2 5 ug Yes 31-MAR-2018 10:28 0 0 0
A1026 Group Al Day 22 F3 5 ug Yes 31-MAR-2018 10:28 0 0 0
A1026 Group At EOS/ET (Day 61) F1 5 ug Yes 09-MAY-2018 15:21 0 0 0
A1026 Group Al EOS/ET (Day 61) F2 5 ug Yes 09-MAY-2018 15:21 0 0 0
A1026 Group Al EOS/ET (Day 61) F3 5 ug Yes 09-MAY-2018 15:21 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1

B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BOOO1 Group B1 Day 1 Pre-dose F1 5 ug Yes 07-MAY-2018 08:41 0 0 0

B00O1 Group B1 Day 1 Pre-dose F2 5 ug Yes 07-MAY-2018 08:41 0 0 0

B0OOO1 Group B1 Day 1 Pre-dose F3 5 ug Yes 07-MAY-2018 08:41 0 0 0

B00O1 Group B1 Day 1 10 min F1 5 ug Yes 07-MAY-2018 11:18 1 0 1

B0OOO1 Group B1 Day 1 10 min F2 5 ug Yes 07-MAY-2018 11:18 1 0 1

B00O1 Group B1 Day 1 10 min F3 5 ug Yes 07-MAY-2018 11:18 1 0 1

B00O1 Group B1 Day 1 1 hour F1 5 ug Yes 07-MAY-2018 12:08 1 1 2

B00O1 Group B1 Day 1 1 hour F2 5 ug Yes 07-MAY-2018 12:08 1 1 2

B00O1 Group B1 Day 1 1 hour F3 5 ug Yes 07-MAY-2018 12:08 1 1 2

B00O1 Group B1 Day 1 2 hour F1 5 ug Yes 07-MAY-2018 13:08 1 1 2

B00O1 Group B1 Day 1 2 hour F2 5 ug Yes 07-MAY-2018 13:08 1 1 2

B00O1 Group B1 Day 1 2 hour F3 5 ug Yes 07-MAY-2018 13:08 1 1 2

B00O1 Group B1 Day 2 F1 5 ug Yes 08-MAY-2018 16:43 1 1 2

B00O1 Group B1 Day 2 F2 5 ug Yes 08-MAY-2018 16:43 1 1 2

B00O1 Group B1 Day 2 F3 5 ug Yes 08-MAY-2018 16:43 1 0 1

B00O1 Group B1 Day 4 F1 5 ug Yes 10-MAY-2018 09:06 3 0 3

B00O1 Group B1 Day 4 F2 5 ug Yes 10-MAY-2018 09:06 3 0 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B00O1 Group B1 Day 4 F3 5 ug Yes 10-MAY-2018 09:06 3 0 3

BOOO1 Group B1 Day 8 F1 5 ug Yes 14-MAY-2018 13:19 1 0 1

BOOO1 Group B1 Day 8 F2 5 ug Yes 14-MAY-2018 13:19 1 0 1

B00O1 Group B1 Day 8 F3 5 ug Yes 14-MAY-2018 13:19 1 0 1

BOOO1 Group B1 Day 22 F1 5 ug Yes 28-MAY-2018 12:23 2 0 2

BOOO1 Group B1 Day 22 F2 5 ug Yes 28-MAY-2018 12:23 0 0 0

B00O1 Group B1 Day 22 F3 5 ug Yes 28-MAY-2018 12:23 2 0 2

B00O1 Group B1 EOS/ET (Day 61) F1 5 ug Yes 06-JUL-2018 11:22 0 0 0

B00O1 Group B1 EOS/ET (Day 61) F2 5 ug Yes 06-JUL-2018 11:22 0 0 0

B00O1 Group B1 EOS/ET (Day 61) F3 5 ug Yes 06-JUL-2018 11:22 0 0 0

B0002 Group B2 Day 1 Pre-dose F1 uncoated Yes 07-MAY-2018 08:50 0 0 0

B0002 Group B2 Day 1 Pre-dose F2 uncoated Yes 07-MAY-2018 08:50 0 0 0

B0002 Group B2 Day 1 Pre-dose F3 uncoated Yes 07-MAY-2018 08:50 0 0 0

B0002 Group B2 Day 1 10 min F1 uncoated Yes 07-MAY-2018 11:28 1 3 4

B0002 Group B2 Day 1 10 min F2 uncoated Yes 07-MAY-2018 11:28 1 3 4

B0002 Group B2 Day 1 10 min F3 uncoated Yes 07-MAY-2018 11:28 1 4 5

B0002 Group B2 Day 1 1 hour F1 uncoated Yes 07-MAY-2018 12:13 2 1 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0002 Group B2 Day 1 1 hour F2 uncoated Yes 07-MAY-2018 12:13 2 1 3

B0002 Group B2 Day 1 1 hour F3 uncoated Yes 07-MAY-2018 12:13 2 1 3

B0002 Group B2 Day 1 2 hour F1 uncoated Yes 07-MAY-2018 13:18 1 2 3

B0002 Group B2 Day 1 2 hour F2 uncoated Yes 07-MAY-2018 13:18 1 2 3

B0002 Group B2 Day 1 2 hour F3 uncoated Yes 07-MAY-2018 13:18 1 2 3

B0002 Group B2 Unscheduled F1 uncoated Yes 07-MAY-2018 11:39 1 3 4 MO notifies
as repeat

B0002 Group B2 Unscheduled F2 uncoated Yes 07-MAY-2018 11:45 1 3 4 MO notifies
as repeat

B0002 Group B2 Unscheduled F3 uncoated Yes 07-MAY-2018 11:45 1 3 4 MO notifies
as repeat

B0002 Group B2 Day 2 F1 uncoated Yes 08-MAY-2018 12:04 2 0 2

B0002 Group B2 Day 2 F2 uncoated Yes 08-MAY-2018 12:04 2 0 2

B0002 Group B2 Day 2 F3 uncoated Yes 08-MAY-2018 12:04 2 0 2

B0002 Group B2 Day 4 F1 uncoated Yes 10-MAY-2018 09:27 2 0 2

B0002 Group B2 Day 4 F2 uncoated Yes 10-MAY-2018 09:27 2 0 2

B0002 Group B2 Day 4 F3 uncoated Yes 10-MAY-2018 09:27 2 0 2
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0002 Group B2 Day 8 F1 uncoated Yes 14-MAY-2018 13:25 0 0 0

B0002 Group B2 Day 8 F2 uncoated Yes 14-MAY-2018 13:25 1 0 1

B0002 Group B2 Day 8 F3 uncoated Yes 14-MAY-2018 13:25 0 0 0

B0002 Group B2 Day 22 F1 uncoated Yes 28-MAY-2018 11:32 2 0 2

B0002 Group B2 Day 22 F2 uncoated Yes 28-MAY-2018 11:32 0 0 0

B0002 Group B2 Day 22 F3 uncoated Yes 28-MAY-2018 11:32 2 0 2

B0002 Group B2 EOS/ET (Day 61) F1 uncoated Yes 06-JUL-2018 11:08 0 0 0

B0002 Group B2 EOS/ET (Day 61) F2 uncoated Yes 06-JUL-2018 11:08 0 0 0

B0002 Group B2 EOS/ET (Day 61) F3 uncoated Yes 06-JUL-2018 11:08 0 0 0

B0O003 Group B2 Day 1 Pre-dose F1 uncoated Yes 07-MAY-2018 08:59 0 0 0

B0003 Group B2 Day 1 Pre-dose F2 uncoated Yes 07-MAY-2018 08:59 0 0 0

B0003 Group B2 Day 1 Pre-dose F3 uncoated Yes 07-MAY-2018 08:59 0 0 0

B0O003 Group B2 Day 1 10 min F1 uncoated Yes 07-MAY-2018 11:38 1 2 3

B0003 Group B2 Day 1 10 min F2 uncoated Yes 07-MAY-2018 11:38 1 0 1

B0003 Group B2 Day 1 10 min F3 uncoated Yes 07-MAY-2018 11:38 1 0 1

B0O003 Group B2 Day 1 1 hour F1 uncoated Yes 07-MAY-2018 12:18 1 1 2

B0O003 Group B2 Day 1 1 hour F2 uncoated Yes 07-MAY-2018 12:18 1 1 2
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O003 Group B2 Day 1 1 hour F3 uncoated Yes 07-MAY-2018 12:18 1 1 2

B0O003 Group B2 Day 1 2 hour F1 uncoated Yes 07-MAY-2018 13:28 1 1 2

B0O003 Group B2 Day 1 2 hour F2 uncoated Yes 07-MAY-2018 13:28 1 1 2

B0O003 Group B2 Day 1 2 hour F3 uncoated Yes 07-MAY-2018 13:28 1 1 2

B0003 Group B2 Day 2 F1 uncoated Yes 08-MAY-2018 15:18 1 0 1

B0003 Group B2 Day 2 F2 uncoated Yes 08-MAY-2018 15:18 1 0 1

B0003 Group B2 Day 2 F3 uncoated Yes 08-MAY-2018 15:18 1 1 2

B0003 Group B2 Day 4 F1 uncoated Yes 10-MAY-2018 10:04 0 0 0

B0O003 Group B2 Day 4 F2 uncoated Yes 10-MAY-2018 10:04 0 0 0

B0003 Group B2 Day 4 F3 uncoated Yes 10-MAY-2018 10:04 0 0 0

B0003 Group B2 Day 8 F1 uncoated Yes 14-MAY-2018 15:36 0 0 0

B0O003 Group B2 Day 8 F2 uncoated Yes 14-MAY-2018 15:36 0 0 0

B0O003 Group B2 Day 8 F3 uncoated Yes 14-MAY-2018 15:36 0 0 0

B0O003 Group B2 Day 22 F1 uncoated Yes 28-MAY-2018 15:50 3 4 7

B0O003 Group B2 Day 22 F2 uncoated Yes 28-MAY-2018 15:50 0 0 0

B0003 Group B2 Day 22 F3 uncoated Yes 28-MAY-2018 15:50 2 2 4

B0003 Group B2 EOS/ET (Day 61) F1 uncoated Yes 06-JUL-2018 14:57 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0003 Group B2 EOS/ET (Day 61) F2 uncoated Yes 06-JUL-2018 14:57 0 0 0

B0O003 Group B2 EOS/ET (Day 61) F3 uncoated Yes 06-JUL-2018 14:57 0 0 0

B0004 Group B1 Day 1 Pre-dose F1 5 ug Yes 07-MAY-2018 09:10 0 0 0

B0004 Group B1 Day 1 Pre-dose F2 5 ug Yes 07-MAY-2018 09:10 0 0 0

B0004 Group B1 Day 1 Pre-dose F3 5 ug Yes 07-MAY-2018 09:10 0 0 0

B0004 Group B1 Day 1 10 min F1 5 ug Yes 07-MAY-2018 12:59 1 2 3

B0004 Group B1 Day 1 10 min F2 5 ug Yes 07-MAY-2018 12:59 1 2 3

B0004 Group B1 Day 1 10 min F3 5 ug Yes 07-MAY-2018 12:59 1 2 3

B0004 Group B1 Day 1 1 hour F1 5 ug Yes 07-MAY-2018 13:49 1 2 3

B0004 Group B1 Day 1 1 hour F2 5 ug Yes 07-MAY-2018 13:49 1 2 3

B0004 Group B1 Day 1 1 hour F3 5 ug Yes 07-MAY-2018 13:49 1 2 3

B0004 Group B1 Day 1 2 hour F1 5 ug Yes 07-MAY-2018 14:49 2 2 4

B0004 Group B1 Day 1 2 hour F2 5 ug Yes 07-MAY-2018 14:49 2 2 4

B0004 Group B1 Day 1 2 hour F3 5 ug Yes 07-MAY-2018 14:49 2 2 4

B0004 Group B1 Day 2 F1 5 ug Yes 08-MAY-2018 12:35 3 0 3

B0004 Group B1 Day 2 F2 5 ug Yes 08-MAY-2018 12:35 3 0 3

B0004 Group B1 Day 2 F3 5 ug Yes 08-MAY-2018 12:35 3 0 3
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0004 Group B1 Day 4 F1 5 ug Yes 10-MAY-2018 08:49 3 1 4

B0004 Group B1 Day 4 F2 5 ug Yes 10-MAY-2018 08:49 3 0 3

B0004 Group B1 Day 4 F3 5 ug Yes 10-MAY-2018 08:49 3 0 3

B0004 Group B1 Day 8 F1 5 ug Yes 14-MAY-2018 13:49 0 0 0

B0004 Group B1 Day 8 F2 5 ug Yes 14-MAY-2018 13:49 0 0 0

B0004 Group B1 Day 8 F3 5 ug Yes 14-MAY-2018 13:49 0 0 0

B0004 Group B1 Day 22 F1 5 ug Yes 28-MAY-2018 15:44 3 0 3

B0004 Group B1 Day 22 F2 5 ug Yes 28-MAY-2018 15:44 0 0 0

B0004 Group B1 Day 22 F3 5 ug Yes 28-MAY-2018 15:44 3 0 3

B0004 Group B1 EOS/ET (Day 61) F1 5 ug Yes 06-JUL-2018 12:59 0 0 0

B0004 Group B1 EOS/ET (Day 61) F2 5 ug Yes 06-JUL-2018 12:59 1 0 1

B0004 Group B1 EOS/ET (Day 61) F3 5 ug Yes 06-JUL-2018 12:59 0 0 0

B0O005 Group B1 Day 1 Pre-dose F1 5 ug Yes 07-MAY-2018 09:18 0 0 0

B0O005 Group B1 Day 1 Pre-dose F2 5 ug Yes 07-MAY-2018 09:18 0 0 0

B0O005 Group B1 Day 1 Pre-dose F3 5 ug Yes 07-MAY-2018 09:18 0 0 0

B0O005 Group B1 Day 1 10 min F1 5 ug Yes 07-MAY-2018 11:58 1 2 3

B0O005 Group B1 Day 1 10 min F2 5 ug Yes 07-MAY-2018 11:58 1 2 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1

B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0005 Group B1 Day 1 10 min F3 5 ug Yes 07-MAY-2018 11:58 1 2 3

B0O005 Group B1 Day 1 1 hour F1 5 ug Yes 07-MAY-2018 12:48 2 3 5

B0005 Group B1 Day 1 1 hour F2 5 ug Yes 07-MAY-2018 12:48 2 3 5

B0005 Group B1 Day 1 1 hour F3 5 ug Yes 07-MAY-2018 12:48 2 3 5

B0005 Group B1 Day 1 2 hour F1 5 ug Yes 07-MAY-2018 13:48 1 1 2

B0005 Group B1 Day 1 2 hour F2 5 ug Yes 07-MAY-2018 13:48 1 2 3

B0005 Group B1 Day 1 2 hour F3 5 ug Yes 07-MAY-2018 13:48 1 2 3

B0O005 Group B1 Unscheduled F1 5 ug Yes 07-MAY-2018 12:55 2 3 5 MO notifies
as repeat

B0O005 Group B1 Unscheduled F2 5 ug Yes 07-MAY-2018 12:55 2 3 5 MO notifies
as repeat

B0005 Group B1 Unscheduled F3 5 ug Yes 07-MAY-2018 12:55 2 3 5 MO notifies
as repeat

B0005 Group B1 Day 2 F1 5 ug Yes 08-MAY-2018 17:38 1 1 2

B0005 Group B1 Day 2 F2 5 ug Yes 08-MAY-2018 17:38 1 1 2

B0005 Group B1 Day 2 F3 5 ug Yes 08-MAY-2018 17:38 1 1 2

B0005 Group B1 Day 4 F1 5 ug Yes 10-MAY-2018 09:34 3 1 4
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Response Key:

0 -

4 -

No erythema/No oedema;

1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1

B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0005  Group B1 Day 4 F2 5 ug Yes 10-MAY-2018 09:34 3 1 4

BO005  Group B Day 4 F3 5 ug Yes 10-MAY-2018 09:34 3 1 4

B0O00S5 Group B1 Day 8 F1 5 ug Yes 14-MAY-2018 17:10 1 0 1

B0005  Group B1 Day 8 F2 5 ug Yes 14-MAY-2018 17:10 2 0 2

B0O00S5 Group B1 Day 8 F3 5 ug Yes 14-MAY-2018 17:10 1 0 1

B0O00S5 Group B1 Day 22 F1 5 ug Yes 28-MAY-2018 14:50 3 1 4

B0005  Group B1 Day 22 F2 5 ug Yes 28-MAY-2018 14:50 0 2 2

B0005  Group B1 Day 22 F3 5 ug Yes 28-MAY-2018 14:50 3 1 4

B0005  Group B1 EOS/ET (Day 61) F1 5 ug Yes 06-JUL-2018 15:00 0 0 0

B0005  Group B1 EOS/ET (Day 61) F2 5 ug Yes 06-JUL-2018 15:00 0 0 0

B0005  Group B1 EOS/ET (Day 61) F3 5 ug Yes 06-JUL-2018 15:00 0 0 0

B0006 Group B2 Day 1 Pre-dose F1 uncoated Yes 07-MAY-2018 09:30 0 0 0

B0O006 Group B2 Day 1 Pre-dose F2 uncoated Yes 07-MAY-2018 09:30 0 0 0

B0006 Group B2 Day 1 Pre-dose F3 uncoated Yes 07-MAY-2018 09:30 0 0 0

B0006 Group B2 Day 1 10 min F1 uncoated Yes 07-MAY-2018 12:08 1 1 2

B0O006 Group B2 Day 1 10 min F2 uncoated Yes 07-MAY-2018 12:08 1 1 2

B0O006 Group B2 Day 1 10 min F3 uncoated Yes 07-MAY-2018 12:08 1 2 3
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O006 Group B2 Day 1 1 hour F1 uncoated Yes 07-MAY-2018 12:58 2 0 2

B0006 Group B2 Day 1 1 hour F2 uncoated Yes 07-MAY-2018 12:58 2 1 3

B0006 Group B2 Day 1 1 hour F3 uncoated Yes 07-MAY-2018 12:58 2 1 3

B0O006 Group B2 Day 1 2 hour F1 uncoated Yes 07-MAY-2018 13:58 1 1 2

B0006 Group B2 Day 1 2 hour F2 uncoated Yes 07-MAY-2018 13:58 1 2 3

B0006 Group B2 Day 1 2 hour F3 uncoated Yes 07-MAY-2018 13:58 1 2 3

B0006 Group B2 Day 2 F1 uncoated Yes 08-MAY-2018 12:17 2 0 2

B0006 Group B2 Day 2 F2 uncoated Yes 08-MAY-2018 12:17 2 0 2

B0O006 Group B2 Day 2 F3 uncoated Yes 08-MAY-2018 12:17 2 0 2

B0006 Group B2 Day 4 F1 uncoated Yes 10-MAY-2018 09:30 2 0 2

B0006 Group B2 Day 4 F2 uncoated Yes 10-MAY-2018 09:30 2 0 2

B0O006 Group B2 Day 4 F3 uncoated Yes 10-MAY-2018 09:30 2 1 3

B0006 Group B2 Day 8 F1 uncoated Yes 14-MAY-2018 12:38 2 1 3

B0006 Group B2 Day 8 F2 uncoated Yes 14-MAY-2018 12:38 0 0 0

B0O006 Group B2 Day 8 F3 uncoated Yes 14-MAY-2018 12:38 2 2 4

B0O006 Group B2 Day 22 F1 uncoated Yes 28-MAY-2018 11:46 2 1 3

B0006 Group B2 Day 22 F2 uncoated Yes 28-MAY-2018 11:46 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0006 Group B2 Day 22 F3 uncoated Yes 28-MAY-2018 11:46 2 2 4

B0006 Group B2 EOS/ET (Day 61) F1 uncoated Yes 06-JUL-2018 12:00 0 0 0

B0006 Group B2 EOS/ET (Day 61) F2 uncoated Yes 06-JUL-2018 12:00 0 0 0

B0006 Group B2 EOS/ET (Day 61) F3 uncoated Yes 06-JUL-2018 12:00 0 0 0

B0007 Group B2 Day 1 Pre-dose F1 uncoated Yes 07-MAY-2018 09:40 0 0 0

B0O007 Group B2 Day 1 Pre-dose F2 uncoated Yes 07-MAY-2018 09:40 0 0 0

B0O007 Group B2 Day 1 Pre-dose F3 uncoated Yes 07-MAY-2018 09:40 0 0 0

B0O007 Group B2 Day 1 10 min F1 uncoated Yes 07-MAY-2018 12:18 1 2 3

B0007 Group B2 Day 1 10 min F2 uncoated Yes 07-MAY-2018 12:18 1 1 2

B0O007 Group B2 Day 1 10 min F3 uncoated Yes 07-MAY-2018 12:18 1 1 2

B0O007 Group B2 Day 1 1 hour F1 uncoated Yes 07-MAY-2018 13:08 2 1 3

B0O007 Group B2 Day 1 1 hour F2 uncoated Yes 07-MAY-2018 13:08 2 2 4

B0O007 Group B2 Day 1 1 hour F3 uncoated Yes 07-MAY-2018 13:08 2 2 4

B0007 Group B2 Day 1 2 hour F1 uncoated Yes 07-MAY-2018 14:08 1 1 2

B0007 Group B2 Day 1 2 hour F2 uncoated Yes 07-MAY-2018 14:08 1 1 2

B0007 Group B2 Day 1 2 hour F3 uncoated Yes 07-MAY-2018 14:08 1 1 2

B0007 Group B2 Day 2 F1 uncoated Yes 08-MAY-2018 12:12 2 0 2
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0007 Group B2 Day 2 F2 uncoated Yes 08-MAY-2018 12:12 2 0 2

B0O00O7 Group B2 Day 2 F3 uncoated Yes 08-MAY-2018 12:12 2 0 2

B0O007 Group B2 Day 4 F1 uncoated Yes 10-MAY-2018 09:19 2 0 2

B0007 Group B2 Day 4 F2 uncoated Yes 10-MAY-2018 09:19 2 0 2

B0007 Group B2 Day 4 F3 uncoated Yes 10-MAY-2018 09:19 2 0 2

B0O007 Group B2 Day 8 F1 uncoated Yes 14-MAY-2018 12:50 0 0 0

B0O007 Group B2 Day 8 F2 uncoated Yes 14-MAY-2018 12:50 0 0 0

B0O007 Group B2 Day 8 F3 uncoated Yes 14-MAY-2018 12:50 0 0 0

B0O007 Group B2 Day 22 F1 uncoated Yes 26-MAY-2018 13:01 2 0 2

B0007 Group B2 Day 22 F2 uncoated Yes 26-MAY-2018 13:01 0 0 0

B0007 Group B2 Day 22 F3 uncoated Yes 26-MAY-2018 13:01 2 0 2

B0007 Group B2 EOS/ET (Day 61) F1 uncoated Yes 06-JUL-2018 08:50 0 0 0

B0007 Group B2 EOS/ET (Day 61) F2 uncoated Yes 06-JUL-2018 08:50 0 0 0

B0007 Group B2 EOS/ET (Day 61) F3 uncoated Yes 06-JUL-2018 08:50 0 0 0

B0O008 Group B1 Day 1 Pre-dose F1 5 ug Yes 07-MAY-2018 09:52 0 0 0

B0O008 Group B1 Day 1 Pre-dose F2 5 ug Yes 07-MAY-2018 09:52 0 0 0

B0O008 Group B1 Day 1 Pre-dose F3 5 ug Yes 07-MAY-2018 09:52 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0008 Group B1 Day 1 10 min F1 5 ug Yes 07-MAY-2018 12:28 1 2 3

B0O008 Group B1 Day 1 10 min F2 5 ug Yes 07-MAY-2018 12:28 1 3 4

B0O008 Group B1 Day 1 10 min F3 5 ug Yes 07-MAY-2018 12:28 1 3 4

B0008 Group B1 Day 1 1 hour F1 5 ug Yes 07-MAY-2018 13:18 2 2 4

B0O008 Group B1 Day 1 1 hour F2 5 ug Yes 07-MAY-2018 13:18 2 2 4

B0O008 Group B1 Day 1 1 hour F3 5 ug Yes 07-MAY-2018 13:18 2 2 4

B0008 Group B1 Day 1 2 hour F1 5 ug Yes 07-MAY-2018 14:18 2 1 3

B0008 Group B1 Day 1 2 hour F2 5 ug Yes 07-MAY-2018 14:18 2 2 4

B0O008 Group B1 Day 1 2 hour F3 5 ug Yes 07-MAY-2018 14:18 2 2 4

B0O008 Group B1 Unscheduled F1 5 ug Yes 07-MAY-2018 12:38 1 3 4 MO notifies
as repeat

B0008 Group B1 Unscheduled F2 5 ug Yes 07-MAY-2018 12:38 1 3 4 MO notifies
as repeat

B0O008 Group B1 Unscheduled F3 5 ug Yes 07-MAY-2018 12:38 1 3 4 MO notifies
as repeat

B0O008 Group B1 Day 2 F1 5 ug Yes 08-MAY-2018 12:25 2 0 2

B0008 Group B1 Day 2 F2 5 ug Yes 08-MAY-2018 12:25 2 1 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0008 Group B1 Day 2 F3 5 ug Yes 08-MAY-2018 12:25 2 1 3

B0O008 Group B1 Day 4 F1 5 ug Yes 10-MAY-2018 09:13 3 0 3

B0008 Group B1 Day 4 F2 5 ug Yes 10-MAY-2018 09:13 3 0 3

B0008 Group B1 Day 4 F3 5 ug Yes 10-MAY-2018 09:13 3 0 3

B0008 Group B1 Day 8 F1 5 ug Yes 14-MAY-2018 13:04 2 0 2

B0O008 Group B1 Day 8 F2 5 ug Yes 14-MAY-2018 13:04 0 0 0

B0008 Group B1 Day 8 F3 5 ug Yes 14-MAY-2018 13:04 2 0 2

B0008 Group B1 Day 22 F1 5 ug Yes 28-MAY-2018 12:41 2 0 2

B0008 Group B1 Day 22 F2 5 ug Yes 28-MAY-2018 12:41 1 0 1

B0008 Group B1 Day 22 F3 5 ug Yes 28-MAY-2018 12:41 2 0 2

B0008 Group B1 EOS/ET (Day 61) F1 5 ug Yes 06-JUL-2018 08:28 0 0 0

B0008 Group B1 EOS/ET (Day 61) F2 5 ug Yes 06-JUL-2018 08:28 0 0 0

B0008 Group B1 EOS/ET (Day 61) F3 5 ug Yes 06-JUL-2018 08:28 0 0 0

B0O009 Group B1 Day 1 Pre-dose F1 5 ug Yes 07-MAY-2018 09:58 0 0 0

B0O009 Group B1 Day 1 Pre-dose F2 5 ug Yes 07-MAY-2018 09:58 0 0 0

B0O009 Group B1 Day 1 Pre-dose F3 5 ug Yes 07-MAY-2018 09:58 0 0 0

B0O009 Group B1 Day 1 10 min F1 5 ug Yes 07-MAY-2018 12:38 1 1 2
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1

B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O009 Group B1 Day 1 10 min F2 5 ug Yes 07-MAY-2018 12:38 1 2 3

B0O009 Group B1 Day 1 10 min F3 5 ug Yes 07-MAY-2018 12:38 1 2 3

B0009 Group B1 Day 1 1 hour F1 5 ug Yes 07-MAY-2018 13:28 2 2 4

B0O009 Group B1 Day 1 1 hour F2 5 ug Yes 07-MAY-2018 13:28 2 2 4

B0O009 Group B1 Day 1 1 hour F3 5 ug Yes 07-MAY-2018 13:28 2 2 4

B0O009 Group B1 Day 1 2 hour F1 5 ug Yes 07-MAY-2018 14:28 2 1 3

B0O009 Group B1 Day 1 2 hour F2 5 ug Yes 07-MAY-2018 14:28 2 2 4

B0O009 Group B1 Day 1 2 hour F3 5 ug Yes 07-MAY-2018 14:28 2 2 4

B0009 Group B1 Day 2 F1 5 ug Yes 08-MAY-2018 13:23 2 0 2

B0O009 Group B1 Day 2 F2 5 ug Yes 08-MAY-2018 13:23 2 1 3

B0O009 Group B1 Day 2 F3 5 ug Yes 08-MAY-2018 13:23 2 1 3

B0O009 Group B1 Day 4 F1 5 ug Yes 10-MAY-2018 09:56 3 1 4

B0O009 Group B1 Day 4 F2 5 ug Yes 10-MAY-2018 09:56 3 1 4

B0O009 Group B1 Day 4 F3 5 ug Yes 10-MAY-2018 09:56 3 1 4

B0O009 Group B1 Day 8 F1 5 ug Yes 14-MAY-2018 11:39 0 0 0

B0O009 Group B1 Day 8 F2 5 ug Yes 14-MAY-2018 11:39 0 0 0

B0O009 Group B1 Day 8 F3 5 ug Yes 14-MAY-2018 11:39 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0009 Group B1 Day 22 F1 5 ug Yes 28-MAY-2018 12:59 2 0 2

B0O009 Group B1 Day 22 F2 5 ug Yes 28-MAY-2018 12:59 1 0 1

B0O009 Group B1 Day 22 F3 5 ug Yes 28-MAY-2018 12:59 2 0 2

B0009 Group B1 EOS/ET (Day 61) F1 5 ug Yes 06-JUL-2018 11:41 0 0 0

B0009 Group B1 EOS/ET (Day 61) F2 5 ug Yes 06-JUL-2018 11:41 0 0 0

B0009 Group B1 EOS/ET (Day 61) F3 5 ug Yes 06-JUL-2018 11:41 0 0 0

B0O0O10 Group B2 Day 1 Pre-dose F1 uncoated Yes 07-MAY-2018 10:10 0 0 0

B0O010 Group B2 Day 1 Pre-dose F2 uncoated Yes 07-MAY-2018 10:10 0 0 0

B0O010 Group B2 Day 1 Pre-dose F3 uncoated Yes 07-MAY-2018 10:10 0 0 0

B0O0O10 Group B2 Day 1 10 min F1 uncoated Yes 07-MAY-2018 12:48 1 1 2

B0O010 Group B2 Day 1 10 min F2 uncoated Yes 07-MAY-2018 12:48 1 1 2

B0O010 Group B2 Day 1 10 min F3 uncoated Yes 07-MAY-2018 12:48 1 1 2

B0O0O10 Group B2 Day 1 1 hour F1 uncoated Yes 07-MAY-2018 13:38 2 1 3

B0O0O10 Group B2 Day 1 1 hour F2 uncoated Yes 07-MAY-2018 13:38 2 1 3

B0O0O10 Group B2 Day 1 1 hour F3 uncoated Yes 07-MAY-2018 13:38 2 1 3

B0O010 Group B2 Day 1 2 hour F1 uncoated Yes 07-MAY-2018 14:38 1 1 2

B0O010 Group B2 Day 1 2 hour F2 uncoated Yes 07-MAY-2018 14:38 1 1 2
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O0O10 Group B2 Day 1 2 hour F3 uncoated Yes 07-MAY-2018 14:38 1 1 2

B0O010 Group B2 Day 2 F1 uncoated Yes 08-MAY-2018 14:05 2 0 2

B0O0O10 Group B2 Day 2 F2 uncoated Yes 08-MAY-2018 14:05 2 0 2

B0O010 Group B2 Day 2 F3 uncoated Yes 08-MAY-2018 14:05 2 1 3

B0O010 Group B2 Day 4 F1 uncoated Yes 10-MAY-2018 13:37 2 0 2

B0O010 Group B2 Day 4 F2 uncoated Yes 10-MAY-2018 13:37 2 0 2

B0O010 Group B2 Day 4 F3 uncoated Yes 10-MAY-2018 13:37 2 0 2

B0O010 Group B2 Day 8 F1 uncoated Yes 14-MAY-2018 08:37 2 1 3

B0O0O10 Group B2 Day 8 F2 uncoated Yes 14-MAY-2018 08:37 0 0 0

B0O010 Group B2 Day 8 F3 uncoated Yes 14-MAY-2018 08:37 1 1 2

B0O010 Group B2 Day 22 F1 uncoated Yes 28-MAY-2018 09:27 2 0 2

B0O0O10 Group B2 Day 22 F2 uncoated Yes 28-MAY-2018 09:27 1 0 1

B0O0O10 Group B2 Day 22 F3 uncoated Yes 28-MAY-2018 09:27 2 0 2

B0O010 Group B2 EOS/ET (Day 61) F1 uncoated Yes 06-JUL-2018 11:25 0 0 0

B0O010 Group B2 EOS/ET (Day 61) F2 uncoated Yes 06-JUL-2018 11:25 0 0 0

B0O010 Group B2 EOS/ET (Day 61) F3 uncoated Yes 06-JUL-2018 11:25 0 0 0

B0OO11 Group B8 Day 1 Pre-dose D1 5 ug Yes 12-MAY-2018 11:13 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BOO11 Group B8 Day 1 Pre-dose D2 5 ug Yes 12-MAY-2018 11:13 0 0 0

BOO11 Group B8 Day 1 Pre-dose D3 5 ug Yes 12-MAY-2018 11:13 0 0 0

BOO11 Group B8 Day 1 10 min D1 5 ug Yes 12-MAY-2018 12:08 2 0 2

B0OO11 Group B8 Day 1 10 min D2 5 ug Yes 12-MAY-2018 12:08 2 0 2

BOO11 Group B8 Day 1 10 min D3 5 ug Yes 12-MAY-2018 12:08 2 0 2

BOO11 Group B8 Day 1 1 hour D1 5 ug Yes 12-MAY-2018 12:58 2 2 4

B0OO11 Group B8 Day 1 1 hour D2 5 ug Yes 12-MAY-2018 12:58 2 2 4

B0OO11 Group B8 Day 1 1 hour D3 5 ug Yes 12-MAY-2018 12:58 2 2 4

BOO11 Group B8 Day 1 2 hour D1 5 ug Yes 12-MAY-2018 13:58 2 2 4

B0OO11 Group B8 Day 1 2 hour D2 5 ug Yes 12-MAY-2018 13:58 2 2 4

B0OO11 Group B8 Day 1 2 hour D3 5 ug Yes 12-MAY-2018 13:58 2 2 4

B0OO11 Group B8 Day 2 D1 5 ug Yes 13-MAY-2018 11:01 3 1 4

B0OO11 Group B8 Day 2 D2 5 ug Yes 13-MAY-2018 11:01 3 1 4

B0OO11 Group B8 Day 2 D3 5 ug Yes 13-MAY-2018 11:01 3 1 4

B0OO11 Group B8 Unscheduled D1 5 ug Yes 13-MAY-2018 11:05 3 1 4 MO notifies

as repeat
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0OO11 Group B8 Unscheduled D2 5 ug Yes 13-MAY-2018 11:05 3 1 4 MO notifies
as repeat
B0OO11 Group B8 Unscheduled D3 5 ug Yes 13-MAY-2018 11:05 3 1 4 MO notifies
as repeat

BOO11 Group B8 Day 4 D1 5 ug Yes 15-MAY-2018 11:16 3 2 5

BOO11 Group B8 Day 4 D2 5 ug Yes 15-MAY-2018 11:16 3 2 5

B0O11 Group B8 Day 4 D3 5 ug Yes 15-MAY-2018 11:16 3 2 5

B0O11 Group B8 Day 8 D1 5 ug Yes 19-MAY-2018 13:17 1 0 1

BOO11 Group B8 Day 8 D2 5 ug Yes 19-MAY-2018 13:17 1 0 1

B0OO11 Group B8 Day 8 D3 5 ug Yes 19-MAY-2018 13:17 1 0 1

B0OO11 Group B8 Day 22 D1 5 ug Yes 02-JUN-2018 09:08 0 1 1

BOO11 Group B8 Day 22 D2 5 ug Yes 02-JUN-2018 09:08 0 1 1

B0O11 Group B8 Day 22 D3 5 ug Yes 02-JUN-2018 09:08 0 1 1

B0OO11 Group B8 EOS/ET (Day 61) D1 5 ug Yes 14-JUL-2018 09:44 0 0 0

BOO11 Group B8 EOS/ET (Day 61) D2 5 ug Yes 14-JUL-2018 09:44 0 0 0

B0O11 Group B8 EOS/ET (Day 61) D3 5 ug Yes 14-JUL-2018 09:44 0 0 0

B0012  Group B6 Day 1 Pre-dose F1 2.5 ug Yes 12-MAY-2018 11:27 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O0O12 Group B6 Day 1 Pre-dose F2 uncoated Yes 12-MAY-2018 11:27 0 0 0

B0012 Group B6 Day 1 Pre-dose F3 uncoated Yes 12-MAY-2018 11:27 0 0 0

B0O0O12 Group B6 Day 1 10 min F1 2.5 ug Yes 12-MAY-2018 12:46 2 1 3

B00O12 Group B6 Day 1 10 min F2 uncoated Yes 12-MAY-2018 12:46 2 1 3

B0O0O12 Group B6 Day 1 10 min F3 uncoated Yes 12-MAY-2018 12:46 2 1 3

B0O0O12 Group B6 Day 1 1 hour F1 2.5 ug Yes 12-MAY-2018 13:23 1 1 2

B00O12 Group B6 Day 1 1 hour F2 uncoated Yes 12-MAY-2018 13:23 1 1 2

B00O12 Group B6 Day 1 1 hour F3 uncoated Yes 12-MAY-2018 13:23 1 0 1

B0012 Group B6 Day 1 2 hour F1 2.5 ug Yes 12-MAY-2018 14:23 1 1 2

B00O12 Group B6 Day 1 2 hour F2 uncoated Yes 12-MAY-2018 14:23 1 1 2

B00O12 Group B6 Day 1 2 hour F3 uncoated Yes 12-MAY-2018 14:23 1 1 2

B0O0O12 Group B6 Day 2 F1 2.5 ug Yes 13-MAY-2018 11:29 3 1 4

B0O0O12 Group B6 Day 2 F2 uncoated Yes 13-MAY-2018 11:29 2 1 3

B0012 Group B6 Day 2 F3 uncoated Yes 13-MAY-2018 11:29 2 1 3

B0012 Group B6 Unscheduled F1 2.5 ug Yes 13-MAY-2018 11:34 3 1 4 MO notifies

as repeat
B0012 Group B6 Day 4 F1 2.5 ug Yes 15-MAY-2018 12:16 3 3 6
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O0O12 Group B6 Day 4 F2 uncoated Yes 15-MAY-2018 12:16 2 2 4

B0O0O12 Group B6 Day 4 F3 uncoated Yes 15-MAY-2018 12:16 2 2 4

B0012 Group B6 Day 8 F1 2.5 ug Yes 19-MAY-2018 13:22 0 0 0

B0012 Group B6 Day 8 F2 uncoated Yes 19-MAY-2018 13:22 0 0 0

B0O0O12 Group B6 Day 8 F3 uncoated Yes 19-MAY-2018 13:22 0 0 0

B0O0O12 Group B6 Day 22 F1 2.5 ug Yes 02-JUN-2018 12:40 0 0 0

B0012 Group B6 Day 22 F2 uncoated Yes 02-JUN-2018 12:40 0 0 0

B0012 Group B6 Day 22 F3 uncoated Yes 02-JUN-2018 12:40 0 0 0

B0012 Group B6 EOS/ET (Day 61) F1 2.5 ug Yes 11-JUL-2018 14:45 0 0 0

B0012 Group B6 EOS/ET (Day 61) F2 uncoated Yes 11-JUL-2018 14:45 0 0 0

B0012 Group B6 EOS/ET (Day 61) F3 uncoated Yes 11-JUL-2018 14:45 0 0 0

B0O013 Group B5 Day 1 Pre-dose F1 5 ug Yes 12-MAY-2018 11:34 0 0 0

B0O013 Group B5 Day 1 Pre-dose F2 uncoated Yes 12-MAY-2018 11:34 0 0 0

B0013 Group B5 Day 1 Pre-dose F3 uncoated Yes 12-MAY-2018 11:34 0 0 0

B0013 Group B5 Day 1 10 min F1 5 ug Yes 12-MAY-2018 12:28 2 0 2

B0013 Group B5 Day 1 10 min F2 uncoated Yes 12-MAY-2018 12:28 2 0 2

B0013 Group B5 Day 1 10 min F3 uncoated Yes 12-MAY-2018 12:28 1 0 1
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0013 Group B5 Day 1 1 hour F1 5 ug Yes 12-MAY-2018 13:18 1 2 3

B0013 Group B5 Day 1 1 hour F2 uncoated Yes 12-MAY-2018 13:18 1 2 3

B0O013 Group B5 Day 1 1 hour F3 uncoated Yes 12-MAY-2018 13:18 1 1 2

B0013 Group B5 Day 1 2 hour F1 5 ug Yes 12-MAY-2018 14:18 1 1 2

B0O013 Group B5 Day 1 2 hour F2 uncoated Yes 12-MAY-2018 14:18 1 1 2

B0O013 Group B5 Day 1 2 hour F3 uncoated Yes 12-MAY-2018 14:18 1 1 2

B0013 Group B5 Day 2 F1 5 ug Yes 13-MAY-2018 11:41 2 1 3

B0013 Group B5 Day 2 F2 uncoated Yes 13-MAY-2018 11:41 1 1 2

B0013 Group B5 Day 2 F3 uncoated Yes 13-MAY-2018 11:41 1 1 2

B0013 Group B5 Day 4 F1 5 ug Yes 15-MAY-2018 08:31 2 2 4

B0O013 Group B5 Day 4 F2 uncoated Yes 15-MAY-2018 08:31 1 0 1

B0O013 Group B5 Day 4 F3 uncoated Yes 15-MAY-2018 08:31 1 0 1

B0013 Group B5 Day 8 F1 5 ug Yes 19-MAY-2018 10:32 2 0 2

B0013 Group B5 Day 8 F2 uncoated Yes 19-MAY-2018 10:32 0 0 0

B0O0O13 Group B5 Day 8 F3 uncoated Yes 19-MAY-2018 10:32 0 0 0

B0013 Group B5 Day 22 F1 5 ug Yes 02-JUN-2018 11:29 1 0 1

B0013 Group B5 Day 22 F2 uncoated Yes 02-JUN-2018 11:29 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O0O13 Group B5 Day 22 F3 uncoated Yes 02-JUN-2018 11:29 0 0 0

B0013 Group B5 EOS/ET (Day 61) F1 5 ug Yes 11-JUL-2018 11:15 0 0 0

B0O013 Group B5 EOS/ET (Day 61) F2 uncoated Yes 11-JUL-2018 11:15 0 0 0

B0O013 Group B5 EOS/ET (Day 61) F3 uncoated Yes 11-JUL-2018 11:15 0 0 0

B0014 Group B3 Day 1 Pre-dose F1 5 ug Yes 12-MAY-2018 11:40 0 0 0

B0014 Group B3 Day 1 Pre-dose F2 5 ug Yes 12-MAY-2018 11:40 0 0 0

B0014 Group B3 Day 1 Pre-dose F3 5 ug Yes 12-MAY-2018 11:40 0 0 0

B0014 Group B3 Day 1 10 min F1 5 ug Yes 12-MAY-2018 12:38 1 1 2

B0014 Group B3 Day 1 10 min F2 5 ug Yes 12-MAY-2018 12:38 1 1 2

B0014 Group B3 Day 1 10 min F3 5 ug Yes 12-MAY-2018 12:38 1 1 2

B0014 Group B3 Day 1 1 hour F1 5 ug Yes 12-MAY-2018 13:28 1 1 2

B0014 Group B3 Day 1 1 hour F2 5 ug Yes 12-MAY-2018 13:28 1 1 2

B0014 Group B3 Day 1 1 hour F3 5 ug Yes 12-MAY-2018 13:28 1 1 2

B0014 Group B3 Day 1 2 hour F1 5 ug Yes 12-MAY-2018 14:30 1 2 3

B0014 Group B3 Day 1 2 hour F2 5 ug Yes 12-MAY-2018 14:30 1 2 3

B0OO14 Group B3 Day 1 2 hour F3 5 ug Yes 12-MAY-2018 14:30 1 2 3

B0OO14 Group B3 Day 2 F1 5 ug Yes 13-MAY-2018 11:56 2 1 3
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0014 Group B3 Day 2 F2 5 ug Yes 13-MAY-2018 11:56 2 1 3

B0014 Group B3 Day 2 F3 5 ug Yes 13-MAY-2018 11:56 2 1 3

B0014 Group B3 Day 4 F1 5 ug Yes 15-MAY-2018 09:38 3 2 5

B0014 Group B3 Day 4 F2 5 ug Yes 15-MAY-2018 09:38 3 2 5

B0014 Group B3 Day 4 F3 5 ug Yes 15-MAY-2018 09:38 3 3 6

B0014 Group B3 Day 8 F1 5 ug Yes 19-MAY-2018 16:26 0 0 0

B0014 Group B3 Day 8 F2 5 ug Yes 19-MAY-2018 16:26 0 0 0

B0014 Group B3 Day 8 F3 5 ug Yes 19-MAY-2018 16:26 0 0 0

B0014 Group B3 Day 22 F1 5 ug Yes 02-JUN-2018 09:33 0 0 0

B0014 Group B3 Day 22 F2 5 ug Yes 02-JUN-2018 09:33 0 0 0

B0014 Group B3 Day 22 F3 5 ug Yes 02-JUN-2018 09:33 0 0 0

B0O0O14  Group B3  EOS/ET (Day 61) F1 5 ug Yes 12-JUL-2018 11:21 0 0 0

B00O14  Group B3  EOS/ET (Day 61) F2 5 ug Yes 12-JUL-2018 11:21 0 0 0

B0014 Group B3 EOS/ET (Day 61) F3 5 ug Yes 12-JUL-2018 11:21 0 0 0

B0015 Group B9 Day 1 Pre-dose D1 [IM] Yes 12-MAY-2018 10:57 0 0 0

B0015 Group B9 Day 1 10 min D1 [IM] Yes 12-MAY-2018 11:21 0 0 0

B0015 Group B9 Day 1 1 hour D1 [IM] Yes 12-MAY-2018 12:11 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0015 Group B9 Day 1 2 hour D1 [IM] Yes 12-MAY-2018 13:31 0 0 0

B0015 Group B9 Day 2 D1 [IM] Yes 13-MAY-2018 11:09 0 0 0

B0015 Group B9 Day 4 D1 [IM] Yes 15-MAY-2018 11:33 0 0 0

B0015 Group B9 Day 8 D1 [IM] Yes 19-MAY-2018 11:06 0 0 0

B0015 Group B9 Day 22 D1 [IM] Yes 02-JUN-2018 12:40 0 0 0

B0015 Group B9 EOS/ET (Day 61) D1 [IM] Yes 11-JUL-2018 09:37 0 0 0

B0O0O16 Group B4 Day 1 Pre-dose F1 uncoated Yes 12-MAY-2018 11:46 0 0 0

B0016 Group B4 Day 1 Pre-dose F2 5 ug Yes 12-MAY-2018 11:46 0 0 0

B0O0O16 Group B4 Day 1 Pre-dose F3 5 ug Yes 12-MAY-2018 11:46 0 0 0

B0O0O16 Group B4 Day 1 10 min F1 uncoated Yes 12-MAY-2018 12:48 3 1 4

B0O0O16 Group B4 Day 1 10 min F2 5 ug Yes 12-MAY-2018 12:48 2 1 3

B0016 Group B4 Day 1 10 min F3 5 ug Yes 12-MAY-2018 12:48 2 1 3

B0O0O16 Group B4 Day 1 1 hour F1 uncoated Yes 12-MAY-2018 13:38 1 1 2

B0016 Group B4 Day 1 1 hour F2 5 ug Yes 12-MAY-2018 13:38 1 1 2

B0016 Group B4 Day 1 1 hour F3 5 ug Yes 12-MAY-2018 13:38 1 1 2

B0O016 Group B4 Day 1 2 hour F1 uncoated Yes 12-MAY-2018 14:38 2 1 3

B0O016 Group B4 Day 1 2 hour F2 5 ug Yes 12-MAY-2018 14:38 2 1 3
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0016  Group B4 Day 1 2 hour F3 5 ug Yes 12-MAY-2018 14:38 2 1 3

B0016 Group B4 Day 2 F1 uncoated Yes 13-MAY-2018 12:13 1 0 1

B0O0O16 Group B4 Day 2 F2 5 ug Yes 13-MAY-2018 12:13 2 1 3

B0016  Group B4 Day 2 F3 5 ug Yes 13-MAY-2018 12:13 3 2 5

B0016 Group B4 Unscheduled F3 5 ug Yes 13-MAY-2018 12:18 3 2 5 MO notifies
as repeat

B0O0O16 Group B4 Day 4 F1 uncoated Yes 15-MAY-2018 08:48 1 0 1

B0016  Group B4 Day 4 F2 5 ug Yes 15-MAY-2018 08:48 2 2 4

B0016  Group B4 Day 4 F3 5 ug Yes 15-MAY-2018 08:48 3 3 6

B0016  Group B4 Day 8 F1 uncoated Yes 19-MAY-2018 10:27 0 0 0

B0016  Group B4 Day 8 F2 5 ug Yes 19-MAY-2018 10:27 0 0 0

B0016 Group B4 Day 8 F3 5 ug Yes 19-MAY-2018 10:27 0 0 0

B0016 Group B4 Unscheduled F2 5 ug Yes 19-MAY-2018 10:50 3 0 3 MO notifies
as repeat

B0016 Group B4 Unscheduled F3 5 ug Yes 19-MAY-2018 10:50 3 0 3 MO notifies
as repeat

B0016  Group B4 Day 22 F1 uncoated Yes 02-JUN-2018 13:05 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0016 Group B4 Day 22 F2 5 ug Yes 02-JUN-2018 13:05 0 0 0

B0O016 Group B4 Day 22 F3 5 ug Yes 02-JUN-2018 13:05 0 0 0

B0016 Group B4 EOS/ET (Day 61) F1 uncoated Yes 11-JUL-2018 08:30 0 0 0

B0016 Group B4 EOS/ET (Day 61) F2 5 ug Yes 11-JUL-2018 08:30 0 0 0

B0016 Group B4 EOS/ET (Day 61) F3 5 ug Yes 11-JUL-2018 08:30 0 0 0

B0O0O17 Group B7 Day 1 Pre-dose F1 uncoated Yes 12-MAY-2018 11:53 0 0 0

B0O0O17 Group B7 Day 1 Pre-dose F2 uncoated Yes 12-MAY-2018 11:53 0 0 0

B0017 Group B7 Day 1 Pre-dose F3 uncoated Yes 12-MAY-2018 11:53 0 0 0

B0O0O17 Group B7 Day 1 10 min F1 uncoated Yes 12-MAY-2018 12:58 3 0 3

B0O0O17 Group B7 Day 1 10 min F2 uncoated Yes 12-MAY-2018 12:58 3 0 3

B0O0O17 Group B7 Day 1 10 min F3 uncoated Yes 12-MAY-2018 12:58 3 0 3

B0017 Group B7 Day 1 1 hour F1 uncoated Yes 12-MAY-2018 13:48 2 0 2

B0O0O17 Group B7 Day 1 1 hour F2 uncoated Yes 12-MAY-2018 13:48 2 1 3

B0O0O17 Group B7 Day 1 1 hour F3 uncoated Yes 12-MAY-2018 13:48 2 1 3

B0017 Group B7 Day 1 2 hour F1 uncoated Yes 12-MAY-2018 14:47 2 1 3

B0017 Group B7 Day 1 2 hour F2 uncoated Yes 12-MAY-2018 14:47 2 1 3

B0017 Group B7 Day 1 2 hour F3 uncoated Yes 12-MAY-2018 14:47 2 1 3
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O0O17 Group B7 Day 2 F1 uncoated Yes 13-MAY-2018 12:25 2 0 2

B0O0O17 Group B7 Day 2 F2 uncoated Yes 13-MAY-2018 12:25 2 1 3

B0O0O17 Group B7 Day 2 F3 uncoated Yes 13-MAY-2018 12:25 2 1 3

B0O0O17 Group B7 Day 4 F1 uncoated Yes 15-MAY-2018 15:13 2 1 3

B0O0O17 Group B7 Day 4 F2 uncoated Yes 15-MAY-2018 15:13 2 1 3

B0O0O17 Group B7 Day 4 F3 uncoated Yes 15-MAY-2018 15:13 2 1 3

B0O0O17 Group B7 Day 8 F1 uncoated Yes 19-MAY-2018 12:15 0 0 0

B0O0O17 Group B7 Day 8 F2 uncoated Yes 19-MAY-2018 12:15 0 0 0

B0O0O17 Group B7 Day 8 F3 uncoated Yes 19-MAY-2018 12:15 0 0 0

B0O0O17 Group B7 Day 22 F1 uncoated Yes 04-JUN-2018 11:42 0 0 0

B0O0O17 Group B7 Day 22 F2 uncoated Yes 04-JUN-2018 11:42 0 0 0

B0O0O17 Group B7 Day 22 F3 uncoated Yes 04-JUN-2018 11:42 0 0 0

B0017 Group B7 EOS/ET (Day 61) F1 uncoated Yes 07-JUL-2018 11:34 0 0 0

B0017 Group B7 EOS/ET (Day 61) F2 uncoated Yes 07-JUL-2018 11:34 0 0 0

B0017 Group B7 EOS/ET (Day 61) F3 uncoated Yes 07-JUL-2018 11:34 0 0 0

B0O018 Group B9 Day 1 Pre-dose D1 [IM] Yes 12-MAY-2018 10:57 0 0 0

B0018 Group B9 Day 1 10 min D1 [IM] Yes 12-MAY-2018 11:31 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0018  Group B9 Day 1 1 hour D1 [IM] Yes 12-MAY-2018 12:21 0 0 0

B0O0O18 Group B9 Day 1 2 hour D1 [IM] Yes 12-MAY-2018 13:26 0 0 0

B0O0O18 Group B9 Day 2 D1 [IM] Yes 13-MAY-2018 10:51 0 0 0

B0018  Group B9 Day 4 D1 [IM] Yes 15-MAY-2018 16:55 0 0 0

B0O0O18 Group B9 Day 8 D1 [IM] Yes 19-MAY-2018 11:12 0 0 0

B0O0O18 Group B9 Day 22 D1 [IM] Yes 02-JUN-2018 11:25 0 0 0

B0018  Group B9 EOS/ET (Day 61) D1 [IM] Yes 11-JUL-2018 16:47 0 0 0

B0020 Group B6 Day 1 Pre-dose F1 uncoated Yes 12-MAY-2018 12:06 0 0 0

B0020 Group B6 Day 1 Pre-dose F2 uncoated Yes 12-MAY-2018 12:06 0 0 0

B0020  Group B6 Day 1 Pre-dose F3 2.5 ug Yes 12-MAY-2018 12:06 0 0 0

B0020 Group B6 Day 1 10 min F1 uncoated Yes 12-MAY-2018 13:08 2 1 3

B0020 Group B6 Day 1 10 min F2 uncoated Yes 12-MAY-2018 13:08 2 1 3

B0020  Group B6 Day 1 10 min F3 2.5 ug Yes 12-MAY-2018 13:08 2 1 3

B0020 Group B6 Day 1 1 hour F1 uncoated Yes 12-MAY-2018 13:58 2 1 3

B0020 Group B6 Day 1 1 hour F2 uncoated Yes 12-MAY-2018 13:58 2 1 3

B0020  Group B6 Day 1 1 hour F3 2.5 ug Yes 12-MAY-2018 13:58 2 1 3

B0020 Group B6 Day 1 2 hour F1 uncoated Yes 12-MAY-2018 14:58 2 1 3
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0020 Group B6 Day 1 2 hour F2 uncoated Yes 12-MAY-2018 14:58 2 1 3

B0020 Group B6 Day 1 2 hour F3 2.5 ug Yes 12-MAY-2018 14:58 2 1 3

B0020 Group B6 Day 2 F1 uncoated Yes 13-MAY-2018 12:05 2 0 2

B0020 Group B6 Day 2 F2 uncoated Yes 13-MAY-2018 12:05 2 0 2

B0020 Group B6 Day 2 F3 2.5 ug Yes 13-MAY-2018 12:05 3 1 4

B0020 Group B6 Unscheduled F3 2.5 ug Yes 13-MAY-2018 12:13 3 1 4 MO notifies

as repeat

B0020 Group B6 Day 4 F1 uncoated Yes 15-MAY-2018 13:04 0 0 0

B0020 Group B6 Day 4 F2 uncoated Yes 15-MAY-2018 13:04 0 0 0

B0020 Group B6 Day 4 F3 2.5 ug Yes 15-MAY-2018 13:04 2 0 2

B0020 Group B6 Day 8 F1 uncoated Yes 19-MAY-2018 16:08 0 0 0

B0020 Group B6 Day 8 F2 uncoated Yes 19-MAY-2018 16:08 0 0 0

B0020 Group B6 Day 8 F3 2.5 ug Yes 19-MAY-2018 16:08 0 0 0

B0020 Group B6 Day 22 F1 uncoated Yes 13-JUN-2018 12:50 0 0 0

B0020 Group B6 Day 22 F2 uncoated Yes 13-JUN-2018 12:50 0 0 0

B0020 Group B6 Day 22 F3 2.5 ug Yes 13-JUN-2018 12:50 0 0 0

B0020 Group B6 EOS/ET (Day 61) F1 uncoated Yes 11-JUL-2018 13:29 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0020 Group B6 EOS/ET (Day 61) F2 uncoated Yes 11-JUL-2018 13:29 0 0 0

B0020 Group B6 EOS/ET (Day 61) F3 2.5 ug Yes 11-JUL-2018 13:29 0 0 0

B0021 Group B7 Day 1 Pre-dose F1 uncoated Yes 12-MAY-2018 12:26 0 0 0

B0021 Group B7 Day 1 Pre-dose F2 uncoated Yes 12-MAY-2018 12:26 0 0 0

B0021 Group B7 Day 1 Pre-dose F3 uncoated Yes 12-MAY-2018 12:26 0 0 0

B0021 Group B7 Day 1 10 min F1 uncoated Yes 12-MAY-2018 13:18 2 1 3

B0021 Group B7 Day 1 10 min F2 uncoated Yes 12-MAY-2018 13:18 2 1 3

B00O21 Group B7 Day 1 10 min F3 uncoated Yes 12-MAY-2018 13:18 2 1 3

B00O21 Group B7 Day 1 1 hour F1 uncoated Yes 12-MAY-2018 14:08 2 1 3

B0021 Group B7 Day 1 1 hour F2 uncoated Yes 12-MAY-2018 14:08 2 1 3

B00O21 Group B7 Day 1 1 hour F3 uncoated Yes 12-MAY-2018 14:08 1 1 2

B00O21 Group B7 Day 1 2 hour F1 uncoated Yes 12-MAY-2018 15:08 2 1 3

B0021 Group B7 Day 1 2 hour F2 uncoated Yes 12-MAY-2018 15:08 2 1 3

B0021 Group B7 Day 1 2 hour F3 uncoated Yes 12-MAY-2018 15:08 2 1 3

B0021 Group B7 Day 2 F1 uncoated Yes 13-MAY-2018 12:38 2 0 2

B0021 Group B7 Day 2 F2 uncoated Yes 13-MAY-2018 12:38 2 0 2

B0021 Group B7 Day 2 F3 uncoated Yes 13-MAY-2018 12:38 2 0 2
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)

15 ug, as 2018 Afluria

Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0021 Group B7 Day 4 F1 uncoated Yes 15-MAY-2018 10:00 2 0 2

B0021 Group B7 Day 4 F2 uncoated Yes 15-MAY-2018 10:00 2 0 2

B0021 Group B7 Day 4 F3 uncoated Yes 15-MAY-2018 10:00 2 0 2

B0021 Group B7 Day 8 F1 uncoated Yes 19-MAY-2018 12:05 0 0 0

B00O21 Group B7 Day 8 F2 uncoated Yes 19-MAY-2018 12:05 0 0 0

B00O21 Group B7 Day 8 F3 uncoated Yes 19-MAY-2018 12:05 0 0 0

B0021 Group B7 Day 22 F1 uncoated Yes 02-JUN-2018 13:15 0 0 0

B0021 Group B7 Day 22 F2 uncoated Yes 02-JUN-2018 13:15 0 0 0

B00O21 Group B7 Day 22 F3 uncoated Yes 02-JUN-2018 13:15 0 0 0

B0021 Group B7 EOS/ET (Day 61) F1 uncoated Yes 11-JUL-2018 13:35 0 0 0

B0021 Group B7 EOS/ET (Day 61) F2 uncoated Yes 11-JUL-2018 13:35 0 0 0

B0021 Group B7 EOS/ET (Day 61) F3 uncoated Yes 11-JUL-2018 13:35 0 0 0

B0022 Group B4 Day 1 Pre-dose F1 uncoated Yes 12-MAY-2018 12:35 0 0 0

B0022 Group B4 Day 1 Pre-dose F2 5 ug Yes 12-MAY-2018 12:35 0 0 0

B0022 Group B4 Day 1 Pre-dose F3 5 ug Yes 12-MAY-2018 12:35 0 0 0

B0022 Group B4 Day 1 10 min F1 uncoated Yes 12-MAY-2018 13:28 2 1 3

B0022 Group B4 Day 1 10 min F2 5 ug Yes 12-MAY-2018 13:28 2 1 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0022 Group B4 Day 1 10 min F3 5 ug Yes 12-MAY-2018 13:28 2 1 3

B0022 Group B4 Day 1 1 hour F1 uncoated Yes 12-MAY-2018 14:19 1 1 2

B0022 Group B4 Day 1 1 hour F2 5 ug Yes 12-MAY-2018 14:19 1 1 2

B0022 Group B4 Day 1 1 hour F3 5 ug Yes 12-MAY-2018 14:19 1 1 2

B0022 Group B4 Day 1 2 hour F1 uncoated Yes 12-MAY-2018 15:22 1 1 2

B0022 Group B4 Day 1 2 hour F2 5 ug Yes 12-MAY-2018 15:22 1 1 2

B0022 Group B4 Day 1 2 hour F3 5 ug Yes 12-MAY-2018 15:22 1 1 2

B0022 Group B4 Day 2 F1 uncoated Yes 13-MAY-2018 13:05 2 0 2

B0022 Group B4 Day 2 F2 5 ug Yes 13-MAY-2018 13:05 3 1 4

B0022 Group B4 Day 2 F3 5 ug Yes 13-MAY-2018 13:05 3 1 4

B0022 Group B4 Day 4 F1 uncoated Yes 15-MAY-2018 13:50 2 1 3

B0022 Group B4 Day 4 F2 5 ug Yes 15-MAY-2018 13:50 3 3 6

B0022 Group B4 Day 4 F3 5 ug Yes 15-MAY-2018 13:50 3 3 6

B0022 Group B4 Day 8 F1 uncoated Yes 19-MAY-2018 13:28 0 0 0

B0022 Group B4 Day 8 F2 5 ug Yes 19-MAY-2018 13:28 0 1 1

B0022 Group B4 Day 8 F3 5 ug Yes 19-MAY-2018 13:28 0 1 1
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0022 Group B4 Unscheduled F1 uncoated Yes 19-MAY-2018 13:38 0 0 0 MO notifies
as repeat

B0022 Group B4 Unscheduled F2 5 ug Yes 19-MAY-2018 13:38 2 0 2 MO notifies
as repeat

B0022 Group B4 Unscheduled F3 5 ug Yes 19-MAY-2018 13:38 2 0 2 MO notifies
as repeat

B0022  Group B4 Day 22 F1 uncoated Yes 02-JUN-2018 13:52 0 0 0

B0022  Group B4 Day 22 F2 5 ug Yes 02-JUN-2018 13:52 0 0 0

B0022  Group B4 Day 22 F3 5 ug Yes 02-JUN-2018 13:52 0 0 0

B0022  Group B4 EOS/ET (Day 61) F1 uncoated Yes 12-JUL-2018 11:03 0 0 0

B0022  Group B4 EOS/ET (Day 61) F2 5 ug Yes 12-JUL-2018 11:03 0 0 0

B0022  Group B4 EOS/ET (Day 61) F3 5 ug Yes 12-JUL-2018 11:083 0 0 0

B0023 Group B3 Day 1 Pre-dose F1 5 ug Yes 12-MAY-2018 12:44 0 0 0

B0023 Group B3 Day 1 Pre-dose F2 5 ug Yes 12-MAY-2018 12:44 0 0 0

B0023 Group B3 Day 1 Pre-dose F3 5 ug Yes 12-MAY-2018 12:44 0 0 0

B0023  Group B3 Day 1 10 min F1 5 ug Yes 12-MAY-2018 13:44 2 1 3

B0023  Group B3 Day 1 10 min F2 5 ug Yes 12-MAY-2018 13:44 2 1 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0023 Group B3 Day 1 10 min F3 5 ug Yes 12-MAY-2018 13:44 2 1 3

B0023 Group B3 Day 1 1 hour F1 5 ug Yes 12-MAY-2018 14:34 2 2 4

B0023 Group B3 Day 1 1 hour F2 5 ug Yes 12-MAY-2018 14:34 2 3 5

B0023 Group B3 Day 1 1 hour F3 5 ug Yes 12-MAY-2018 14:34 2 2 4

B0023 Group B3 Day 1 2 hour F1 5 ug Yes 12-MAY-2018 15:34 3 3 6

B0023 Group B3 Day 1 2 hour F2 5 ug Yes 12-MAY-2018 15:34 3 3 6

B0023 Group B3 Day 1 2 hour F3 5 ug Yes 12-MAY-2018 15:34 3 3 6

B0023 Group B3 Unscheduled F1 5 ug Yes 12-MAY-2018 14:51 2 2 4 MO notifies
as repeat

B0023 Group B3 Unscheduled F2 5 ug Yes 12-MAY-2018 14:51 2 3 5 MO notifies
as repeat

B0023 Group B3 Unscheduled F3 5 ug Yes 12-MAY-2018 14:51 2 2 4 MO notifies
as repeat

B0023 Group B3 Unscheduled F1 5 ug Yes 12-MAY-2018 15:39 3 3 6 MO notifies
as repeat

B0023 Group B3 Unscheduled F2 5 ug Yes 12-MAY-2018 15:42 3 4 7 MO notifies
as repeat
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0023 Group B3 Unscheduled F3 5 ug Yes 12-MAY-2018 15:43 3 3 6 MO notifies
as repeat

B0023 Group B3 Day 2 F1 5 ug Yes 13-MAY-2018 13:27 3 1 4

B0023  Group B3 Day 2 F2 5 ug Yes 13-MAY-2018 13:27 3 2 5

B0023 Group B3 Day 2 F3 5 ug Yes 13-MAY-2018 13:27 3 1 4

B0023 Group B3 Unscheduled F1 5 ug Yes 13-MAY-2018 13:34 3 1 4 MO notifies
as repeat

B0023 Group B3 Unscheduled F2 5 ug Yes 13-MAY-2018 13:34 3 2 5 MO notifies
as repeat

B0023 Group B3 Unscheduled F3 5 ug Yes 13-MAY-2018 13:34 3 1 4 MO notifies
as repeat

B0023 Group B3 Day 4 F1 5 ug Yes 15-MAY-2018 14:32 3 2 5

B0023 Group B3 Day 4 F2 5 ug Yes 15-MAY-2018 14:32 3 2 5

B0023  Group B3 Day 4 F3 5 ug Yes 15-MAY-2018 14:32 3 2 5

B0023 Group B3 Day 8 F1 5 ug Yes 19-MAY-2018 10:22 2 0 2

B0023 Group B3 Day 8 F2 5 ug Yes 19-MAY-2018 10:22 2 0 2

B0023  Group B3 Day 8 F3 5 ug Yes 19-MAY-2018 10:22 2 0 2
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Response Key: 0 -
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug, as 2018 Afluria

Quad (UA)

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0023 Group B3 Day 22 F1 5 ug Yes 02-JUN-2018 11:00 0 0 0

B0023 Group B3 Day 22 F2 5 ug Yes 02-JUN-2018 11:00 0 0 0

B0023 Group B3 Day 22 F3 5 ug Yes 02-JUN-2018 11:00 0 0 0

B0023 Group B3 EOS/ET (Day 61) F1 5 ug Yes 11-JUL-2018 14:15 0 0 0

B0023 Group B3 EOS/ET (Day 61) F2 5 ug Yes 11-JUL-2018 14:15 0 0 0

B0023 Group B3 EOS/ET (Day 61) F3 5 ug Yes 11-JUL-2018 14:15 0 0 0

B0024 Group B5 Day 1 Pre-dose F1 uncoated Yes 12-MAY-2018 12:53 0 0 0

B0024 Group B5 Day 1 Pre-dose F2 uncoated Yes 12-MAY-2018 12:53 0 0 0

B0024 Group B5 Day 1 Pre-dose F3 5 ug Yes 12-MAY-2018 12:53 0 0 0

B0024 Group B5 Day 1 10 min F1 uncoated Yes 12-MAY-2018 13:54 2 1 3

B0024 Group B5 Day 1 10 min F2 uncoated Yes 12-MAY-2018 13:54 2 1 3

B0024 Group B5 Day 1 10 min F3 5 ug Yes 12-MAY-2018 13:54 2 1 3

B0024 Group B5 Day 1 1 hour F1 uncoated Yes 12-MAY-2018 14:48 3 1 4

B0024 Group B5 Day 1 1 hour F2 uncoated Yes 12-MAY-2018 14:48 2 1 3

B0024 Group B5 Day 1 1 hour F3 5 ug Yes 12-MAY-2018 14:48 2 2 4

B0024 Group B5 Day 1 2 hour F1 uncoated Yes 12-MAY-2018 15:44 3 2 5

B0024 Group B5 Day 1 2 hour F2 uncoated Yes 12-MAY-2018 15:44 2 2 4
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0024 Group B5 Day 1 2 hour F3 5 ug Yes 12-MAY-2018 15:44 2 3 5

B0024 Group B5 Unscheduled F1 uncoated Yes 12-MAY-2018 14:59 3 2 5 MO notifies
as repeat

B0024 Group B5 Unscheduled F2 uncoated Yes 12-MAY-2018 15:00 3 2 5 MO notifies
as repeat

B0024 Group B5 Unscheduled F3 5 ug Yes 12-MAY-2018 15:04 2 3 5 MO notifies
as repeat

B0024 Group B5 Unscheduled F1 uncoated Yes 12-MAY-2018 15:50 3 2 5 MO notifies
as repeat

B0024 Group B5 Unscheduled F2 uncoated Yes 12-MAY-2018 15:53 3 2 5 MO notifies
as repeat

B0024 Group B5 Unscheduled F3 5 ug Yes 12-MAY-2018 15:55 3 3 6 MO notifies
as repeat

B0024 Group B5 Day 2 F1 uncoated Yes 13-MAY-2018 13:40 1 0 1

B0024 Group B5 Day 2 F2 uncoated Yes 13-MAY-2018 13:40 1 0 1

B0024 Group B5 Day 2 F3 5 ug Yes 13-MAY-2018 13:40 3 1 4
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Response Key: 0 -
2 -
3 -
4 -
beyond area of exposure)

No erythema/No oedema; 1

Administration Site Key: FA = Forearm; UA= Upper arm

Treatments Part A: A1 = A/Sing MAP,
Treatments Part B: B1 A/Sing MAP,
B3 = A/Sing MAP,
B7

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Quad (UA)

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
15 ug, as 2018 Afluria

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0024 Group B5 Unscheduled F3 5 ug Yes 13-MAY-2018 13:38 3 2 5 MO notifies
as repeat

B0024 Group B5 Day 4 F1 uncoated Yes 15-MAY-2018 13:57 0 0 0

B0024 Group B5 Day 4 F2 uncoated Yes 15-MAY-2018 13:57 0 0 0

B0024 Group B5 Day 4 F3 5 ug Yes 15-MAY-2018 13:57 3 1 4

B0024 Group B5 Day 8 F1 uncoated Yes 19-MAY-2018 13:25 0 0 0

B0024 Group B5 Day 8 F2 uncoated Yes 19-MAY-2018 13:25 0 0 0

B0024 Group B5 Day 8 F3 5 ug Yes 19-MAY-2018 13:25 0 0 0

B0024 Group B5 Day 22 F1 uncoated Yes 02-JUN-2018 13:47 0 0 0

B0024 Group B5 Day 22 F2 uncoated Yes 02-JUN-2018 13:47 0 0 0

B0024 Group B5 Day 22 F3 5 ug Yes 02-JUN-2018 13:47 0 0 0

B0024 Group B5 EOS/ET (Day 61) F1 uncoated Yes 12-JUL-2018 14:28 0 0 0

B0024 Group B5 EOS/ET (Day 61) F2 uncoated Yes 12-JUL-2018 14:28 0 0 0

B0024 Group B5 EOS/ET (Day 61) F3 5 ug Yes 12-JUL-2018 14:28 0 0 0

B0025 Group B8 Day 1 Pre-dose D1 5 ug Yes 12-MAY-2018 13:07 0 0 0

B0025 Group B8 Day 1 Pre-dose D2 5 ug Yes 12-MAY-2018 13:07 0 0 0

B0025 Group B8 Day 1 Pre-dose D3 5 ug Yes 12-MAY-2018 13:07 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0025  Group B8 Day 1 10 min D1 5 ug Yes 12-MAY-2018 13:58 2 1 3

B0025 Group B8 Day 1 10 min D2 5 ug Yes 12-MAY-2018 13:58 2 1 3

B0025 Group B8 Day 1 10 min D3 5 ug Yes 12-MAY-2018 13:58 2 1 3

B0025  Group B8 Day 1 1 hour D1 5 ug Yes 12-MAY-2018 14:48 1 2 3

B0025 Group B8 Day 1 1 hour D2 5 ug Yes 12-MAY-2018 14:48 1 2 3

B0025 Group B8 Day 1 1 hour D3 5 ug Yes 12-MAY-2018 14:48 1 2 3

B0025  Group B8 Day 1 2 hour D1 5 ug Yes 12-MAY-2018 15:48 2 2 4

B0025  Group B8 Day 1 2 hour D2 5 ug Yes 12-MAY-2018 15:48 2 2 4

B0025 Group B8 Day 1 2 hour D3 5 ug Yes 12-MAY-2018 15:48 2 2 4

B0025  Group B8 Day 2 D1 5 ug Yes 13-MAY-2018 12:35 3 1 4

B0025  Group B8 Day 2 D2 5 ug Yes 13-MAY-2018 12:35 3 1 4

B0025 Group B8 Day 2 D3 5 ug Yes 13-MAY-2018 12:35 3 1 4

B0025 Group B8 Unscheduled D1 5 ug Yes 13-MAY-2018 12:38 3 1 4 MO notifies

as repeat
B0025 Group B8 Unscheduled D2 5 ug Yes 13-MAY-2018 12:38 3 1 4 MO notifies
as repeat
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Response Key: 0 -

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0025 Group B8 Unscheduled D3 5 ug Yes 13-MAY-2018 12:38 3 1 4 MO notifies
as repeat

B0025 Group B8 Day 4 D1 5 ug Yes 15-MAY-2018 16:43 2 0 2

B0025  Group B8 Day 4 D2 5 ug Yes 15-MAY-2018 16:43 2 0 2

B0025  Group B8 Day 4 D3 5 ug Yes 15-MAY-2018 16:43 2 0 2

B0025  Group B8 Day 8 D1 5 ug Yes 19-MAY-2018 12:38 2 0 2

B0025  Group B8 Day 8 D2 5 ug Yes 19-MAY-2018 12:38 2 0 2

B0025  Group B8 Day 8 D3 5 ug Yes 19-MAY-2018 12:38 2 0 2

B0025  Group B8 Day 22 D1 5 ug Yes 04-JUN-2018 13:10 0 0 0

B0025  Group B8 Day 22 D2 5 ug Yes 04-JUN-2018 13:10 0 0 0

B0025  Group B8 Day 22 D3 5 ug Yes 04-JUN-2018 13:10 0 0 0

B0025  Group B8 EOS/ET (Day 61) D1 5 ug Yes 13-JUL-2018  13:41 0 0 0

B0025  Group B8 EOS/ET (Day 61) D2 5 ug Yes 13-JUL-2018 13:41 0 0 0

B0025  Group B8 EOS/ET (Day 61) D3 5 ug Yes 13-JUL-2018 13:41 0 0 0

B0026 Group B9 Day 1 Pre-dose D1 [IM] Yes 12-MAY-2018 11:03 0 0 0

B0026  Group B9 Day 1 10 min D1 [IM] Yes 12-MAY-2018 11:41 0 0 0

B0026  Group B9 Day 1 1 hour D1 [IM] Yes 12-MAY-2018 12:31 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0026 Group B9 Day 1 2 hour D1 [IM] Yes 12-MAY-2018 13:36 0 0 0

B0026 Group B9 Day 2 D1 [IM] Yes 13-MAY-2018 12:21 1 0 1

B0026 Group B9 Day 4 D1 [IM] Yes 15-MAY-2018 15:00 0 0 0

B0026 Group B9 Day 8 D1 [IM] Yes 19-MAY-2018 15:57 0 0 0

B0026 Group B9 Day 22 D1 [IM] Yes 02-JUN-2018 14:31 0 0 0

B0026 Group B9 EOS/ET (Day 61) D1 [IM] Yes 11-JUL-2018 16:15 0 0 0

B0027 Group B3 Day 1 Pre-dose F1 5 ug Yes 12-MAY-2018 13:19 0 0 0

B0027 Group B3 Day 1 Pre-dose F2 5 ug Yes 12-MAY-2018 13:19 0 0 0

B0027 Group B3 Day 1 Pre-dose F3 5 ug Yes 12-MAY-2018 13:19 0 0 0

B0027 Group B3 Day 1 10 min F1 5 ug Yes 12-MAY-2018 14:48 2 1 3

B0027 Group B3 Day 1 10 min F2 5 ug Yes 12-MAY-2018 14:48 2 1 3

B0027 Group B3 Day 1 10 min F3 5 ug Yes 12-MAY-2018 14:48 2 1 3

B0027 Group B3 Day 1 1 hour F1 5 ug Yes 12-MAY-2018 15:38 2 1 3

B0027 Group B3 Day 1 1 hour F2 5 ug Yes 12-MAY-2018 15:38 2 1 3

B0027 Group B3 Day 1 1 hour F3 5 ug Yes 12-MAY-2018 15:38 2 2 4

B0027 Group B3 Day 1 2 hour F1 5 ug Yes 12-MAY-2018 16:40 2 3 5

B0027 Group B3 Day 1 2 hour F2 5 ug Yes 12-MAY-2018 16:40 2 3 5
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0027  Group B3 Day 1 2 hour F3 5 ug Yes 12-MAY-2018 16:40 2 3 5

B0027 Group B3 Unscheduled F1 5 ug Yes 12-MAY-2018 16:42 2 3 5 Mo notifies
as repeat

B0027 Group B3 Unscheduled F2 5 ug Yes 12-MAY-2018 16:42 2 3 5 Mo notifies
as repeat

B0027 Group B3 Unscheduled F3 5 ug Yes 12-MAY-2018 16:42 2 3 5 Mo notifies
as repeat

B0027  Group B3 Day 2 F1 5 ug Yes 13-MAY-2018 14:00 2 1 3

B0027 Group B3 Day 2 F2 5 ug Yes 13-MAY-2018 14:00 2 1 3

B0027  Group B3 Day 2 F3 5 ug Yes 13-MAY-2018 14:00 2 1 3

B0027  Group B3 Day 4 F1 5 ug Yes 15-MAY-2018 17:12 2 0 2

B0027 Group B3 Day 4 F2 5 ug Yes 15-MAY-2018 17:12 2 1 3

B0027 Group B3 Day 4 F3 5 ug Yes 15-MAY-2018 17:12 3 1 4

B0027  Group B3 Day 8 F1 5 ug Yes 19-MAY-2018 14:27 2 1 3

B0027 Group B3 Day 8 F2 5 ug Yes 19-MAY-2018 14:27 2 1 3

B0027 Group B3 Day 8 F3 5 ug Yes 19-MAY-2018 14:27 2 1 3

B0027  Group B3 Day 22 F1 5 ug Yes 02-JUN-2018 16:08 0 0 0
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Response Key: 0 -
2 -
3 -
4 -
beyond area of exposure)

No erythema/No oedema; 1

Administration Site Key: FA = Forearm; UA= Upper arm

Treatments Part A: A1 = A/Sing MAP,

Treatments Part B: B1 = A/Sing MAP,
B3 = A/Sing MAP,
B7 =

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0027 Group B3 Day 22 F2 5 ug Yes 02-JUN-2018 16:08 0 0 0

B0027 Group B3 Day 22 F3 5 ug Yes 02-JUN-2018 16:08 0 0 0

B0027 Group B3 EOS/ET (Day 61) F1 5 ug Yes 11-JUL-2018 17:20 0 0 0

B0027 Group B3 EOS/ET (Day 61) F2 5 ug Yes 11-JUL-2018 17:20 0 0 0

B0027 Group B3 EOS/ET (Day 61) F3 5 ug Yes 11-JUL-2018 17:20 0 0 0

B0028 Group B5 Day 1 Pre-dose F1 5 ug Yes 12-MAY-2018 13:29 0 0 0

B0028 Group B5 Day 1 Pre-dose F2 uncoated Yes 12-MAY-2018 13:29 0 0 0

B0028 Group B5 Day 1 Pre-dose F3 uncoated Yes 12-MAY-2018 13:29 0 0 0

B0028 Group B5 Day 1 10 min F1 5 ug Yes 12-MAY-2018 14:38 2 1 3

B0028 Group B5 Day 1 10 min F2 uncoated Yes 12-MAY-2018 14:38 2 1 3

B0028 Group B5 Day 1 10 min F3 uncoated Yes 12-MAY-2018 14:38 2 1 3

B0028 Group B5 Day 1 1 hour F1 5 ug Yes 12-MAY-2018 15:28 1 2 3

B0028 Group B5 Day 1 1 hour F2 uncoated Yes 12-MAY-2018 15:28 1 2 3

B0028 Group B5 Day 1 1 hour F3 uncoated Yes 12-MAY-2018 15:28 1 2 3

B0028 Group B5 Day 1 2 hour F1 5 ug Yes 12-MAY-2018 16:28 1 1 2

B0028 Group B5 Day 1 2 hour F2 uncoated Yes 12-MAY-2018 16:28 1 1 2

B0028 Group B5 Day 1 2 hour F3 uncoated Yes 12-MAY-2018 16:28 1 1 2
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Response Key: 0 -
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0028 Group B5 Day 2 F1 5 ug Yes 13-MAY-2018 10:13 3 1 4

B0028 Group B5 Day 2 F2 uncoated Yes 13-MAY-2018 10:13 1 1 2

B0028 Group B5 Day 2 F3 uncoated Yes 13-MAY-2018 10:13 1 1 2

B0028 Group B5 Unscheduled F1 5 ug Yes 13-MAY-2018 10:16 3 1 4 MO notifies

as repeat

B0028 Group B5 Day 4 F1 5 ug Yes 16-MAY-2018 16:38 3 1 4

B0028 Group B5 Day 4 F2 uncoated Yes 16-MAY-2018 16:38 0 0 0

B0028 Group B5 Day 4 F3 uncoated Yes 16-MAY-2018 16:38 0 0 0

B0028 Group B5 Day 8 F1 5 ug Yes 19-MAY-2018 14:31 2 1 3

B0028 Group B5 Day 8 F2 uncoated Yes 19-MAY-2018 14:31 0 0 0

B0028 Group B5 Day 8 F3 uncoated Yes 19-MAY-2018 14:31 0 0 0

B0028 Group B5 Day 22 F1 5 ug Yes 02-JUN-2018 14:50 0 0 0

B0028 Group B5 Day 22 F2 uncoated Yes 02-JUN-2018 14:50 0 0 0

B0028 Group B5 Day 22 F3 uncoated Yes 02-JUN-2018 14:50 0 0 0

B0028 Group B5 EOS/ET (Day 61) F1 5 ug Yes 11-JUL-2018 14:34 0 0 0

B0028 Group B5 EOS/ET (Day 61) F2 uncoated Yes 11-JUL-2018 14:34 0 0 0

B0028 Group B5 EOS/ET (Day 61) F3 uncoated Yes 11-JUL-2018 14:34 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0029 Group B6 Day 1 Pre-dose F1 uncoated Yes 12-MAY-2018 13:44 0 0 0

B0029 Group B6 Day 1 Pre-dose F2 uncoated Yes 12-MAY-2018 13:44 0 0 0

B0029 Group B6 Day 1 Pre-dose F3 2.5 ug Yes 12-MAY-2018 13:44 0 0 0

B0029 Group B6 Day 1 10 min F1 uncoated Yes 12-MAY-2018 14:29 1 1 2

B0029 Group B6 Day 1 10 min F2 uncoated Yes 12-MAY-2018 14:29 1 1 2

B0029 Group B6 Day 1 10 min F3 2.5 ug Yes 12-MAY-2018 14:29 1 1 2

B0029 Group B6 Day 1 1 hour F1 uncoated Yes 12-MAY-2018 15:19 1 2 3

B0029 Group B6 Day 1 1 hour F2 uncoated Yes 12-MAY-2018 15:19 1 2 3

B0029 Group B6 Day 1 1 hour F3 2.5 ug Yes 12-MAY-2018 15:19 1 2 3

B0029 Group B6 Day 1 2 hour F1 uncoated Yes 12-MAY-2018 16:21 0 0 0

B0029 Group B6 Day 1 2 hour F2 uncoated Yes 12-MAY-2018 16:21 0 0 0

B0029 Group B6 Day 1 2 hour F3 2.5 ug Yes 12-MAY-2018 16:21 0 0 0

B0029 Group B6 Day 2 F1 uncoated Yes 13-MAY-2018 13:42 2 0 2

B0029 Group B6 Day 2 F2 uncoated Yes 13-MAY-2018 13:42 2 0 2

B0029 Group B6 Day 2 F3 2.5 ug Yes 13-MAY-2018 13:42 3 1 4

B0029 Group B6 Unscheduled F3 2.5 ug Yes 13-MAY-2018 13:49 3 1 4 Mo notifies

as repeat
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0029 Group B6 Day 4 F1 uncoated Yes 15-MAY-2018 14:56 0 1 1

B0029 Group B6 Day 4 F2 uncoated Yes 15-MAY-2018 14:56 0 1 1

B0029 Group B6 Day 4 F3 2.5 ug Yes 15-MAY-2018 14:56 3 3 6

B0029 Group B6 Day 8 F1 uncoated Yes 19-MAY-2018 14:23 0 0 0

B0029 Group B6 Day 8 F2 uncoated Yes 19-MAY-2018 14:23 0 0 0

B0029 Group B6 Day 8 F3 2.5 ug Yes 19-MAY-2018 14:23 0 0 0

B0029 Group B6 Day 22 F1 uncoated Yes 02-JUN-2018 15:59 0 0 0

B0029 Group B6 Day 22 F2 uncoated Yes 02-JUN-2018 15:59 0 0 0

B0029 Group B6 Day 22 F3 2.5 ug Yes 02-JUN-2018 15:59 0 0 0

B0029 Group B6 EOS/ET (Day 61) F1 uncoated Yes 11-JUL-2018 14:54 0 0 0

B0029 Group B6 EOS/ET (Day 61) F2 uncoated Yes 11-JUL-2018 14:54 0 0 0

B0029 Group B6 EOS/ET (Day 61) F3 2.5 ug Yes 11-JUL-2018 14:54 0 0 0

B0O030 Group B7 Day 1 Pre-dose F1 uncoated Yes 12-MAY-2018 13:47 0 0 0

B0030 Group B7 Day 1 Pre-dose F2 uncoated Yes 12-MAY-2018 13:47 0 0 0

B0030 Group B7 Day 1 Pre-dose F3 uncoated Yes 12-MAY-2018 13:47 0 0 0

B0O030 Group B7 Day 1 10 min F1 uncoated Yes 12-MAY-2018 14:18 2 2 4

B0030 Group B7 Day 1 10 min F2 uncoated Yes 12-MAY-2018 14:18 2 3 5
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0O030 Group B7 Day 1 10 min F3 uncoated Yes 12-MAY-2018 14:18 2 3 5

B0030 Group B7 Day 1 1 hour F1 uncoated Yes 12-MAY-2018 15:08 1 3 4

B0030 Group B7 Day 1 1 hour F2 uncoated Yes 12-MAY-2018 15:08 1 3 4

B0O030 Group B7 Day 1 1 hour F3 uncoated Yes 12-MAY-2018 15:08 1 3 4

B0O030 Group B7 Day 1 2 hour F1 uncoated Yes 12-MAY-2018 16:08 2 2 4

B0O030 Group B7 Day 1 2 hour F2 uncoated Yes 12-MAY-2018 16:08 2 2 4

B0O030 Group B7 Day 1 2 hour F3 uncoated Yes 12-MAY-2018 16:08 2 2 4

B0O030 Group B7 Unscheduled F1 uncoated Yes 12-MAY-2018 14:31 2 2 4 MO notifies
as repeat

B0O030 Group B7 Unscheduled F2 uncoated Yes 12-MAY-2018 14:45 2 3 5 MO notifies
as repeat

B0030 Group B7 Unscheduled F3 uncoated Yes 12-MAY-2018 14:46 2 3 5 MO notifies
as repeat

B0O030 Group B7 Unscheduled F1 uncoated Yes 12-MAY-2018 15:16 0 2 2 MO notifies
as repeat

B0030 Group B7 Unscheduled F2 uncoated Yes 12-MAY-2018 15:22 0 3 3 MO notifies
as repeat
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug, as 2018 Afluria

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0030 Group B7 Unscheduled F3 uncoated Yes 12-MAY-2018 15:24 0 2 2 MO notifies
as repeat
B0030 Group B7 Day 2 F1 uncoated Yes 13-MAY-2018 13:50 1 0 1
B0030 Group B7 Day 2 F2 uncoated Yes 13-MAY-2018 13:50 1 0 1
B0030 Group B7 Day 2 F3 uncoated Yes 13-MAY-2018 13:50 1 0 1
B0O030 Group B7 Day 4 F1 uncoated Yes 15-MAY-2018 14:00 0 0 0
B0O030 Group B7 Day 4 F2 uncoated Yes 15-MAY-2018 14:00 0 0 0
B0O030 Group B7 Day 4 F3 uncoated Yes 15-MAY-2018 14:00
B0O030 Group B7 Day 8 F1 uncoated Yes 19-MAY-2018 16:41 0 0 0
B0030 Group B7 Day 8 F2 uncoated Yes 19-MAY-2018 16:41 0 0 0
B0030 Group B7 Day 8 F3 uncoated Yes 19-MAY-2018 16:41 0 0 0
B0O030 Group B7 Day 22 F1 uncoated Yes 02-JUN-2018 15:26 0 0 0
B0O030 Group B7 Day 22 F2 uncoated Yes 02-JUN-2018 15:26 0 0 0
B0030 Group B7 Day 22 F3 uncoated Yes 02-JUN-2018 15:26 0 0 0
B0030 Group B7 EOS/ET (Day 61) F1 uncoated Yes 13-JUL-2018 10:48 0 0 0
B0030 Group B7 EOS/ET (Day 61) F2 uncoated Yes 13-JUL-2018 10:48 0 0 0
B0030 Group B7 EOS/ET (Day 61) F3 uncoated Yes 13-JUL-2018 10:48 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O031 Group B4 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 12:59 0 0 0

B0031 Group B4 Day 1 Pre-dose F2 5 ug Yes 19-MAY-2018 12:59 0 0 0

B0O031 Group B4 Day 1 Pre-dose F3 5 ug Yes 19-MAY-2018 12:59 0 0 0

B0O031 Group B4 Day 1 10 min F1 uncoated Yes 19-MAY-2018 13:40 2 0 2

B0O031 Group B4 Day 1 10 min F2 5 ug Yes 19-MAY-2018 13:40 2 2 4

B0031 Group B4 Day 1 10 min F3 5 ug Yes 19-MAY-2018 13:40 2 2 4

B0O031 Group B4 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 14:29 3 0 3

B0031 Group B4 Day 1 1 hour F2 5 ug Yes 19-MAY-2018 14:29 1 2 3

B0O031 Group B4 Day 1 1 hour F3 5 ug Yes 19-MAY-2018 14:29 1 2 3

B0O031 Group B4 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 15:28 2 1 3

B0031 Group B4 Day 1 2 hour F2 5 ug Yes 19-MAY-2018 15:28 2 3 5

B0031 Group B4 Day 1 2 hour F3 5 ug Yes 19-MAY-2018 15:28 2 2 4

B0031 Group B4 Unscheduled F2 5 ug Yes 19-MAY-2018 15:31 2 3 5 MO notifies

as repeat

B0O031 Group B4 Day 2 F1 uncoated Yes 20-MAY-2018 13:10 2 0 2

B0031 Group B4 Day 2 F2 5 ug Yes 20-MAY-2018 13:10 3 1 4

B0O031 Group B4 Day 2 F3 5 ug Yes 20-MAY-2018 13:10 3 1 4
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0031 Group B4 Unscheduled F2 5 ug Yes 20-MAY-2018 13:19 3 3 6 MO notifies
as repeat
B0031 Group B4 Unscheduled F3 5 ug Yes 20-MAY-2018 13:19 3 3 6 MO notifies
as repeat

B0O031 Group B4 Day 4 F1 uncoated Yes 22-MAY-2018 13:08 1 0 1

BO031 Group B4 Day 4 F2 5 ug Yes 22-MAY-2018 13:08 3 1 4

B0031 Group B4 Day 4 F3 5 ug Yes 22-MAY-2018 13:08 3 0 3

B0031 Group B4 Day 8 F1 uncoated Yes 26-MAY-2018 11:07 0 0 0

BO031 Group B4 Day 8 F2 5 ug Yes 26-MAY-2018 11:07 0 0 0

B0031 Group B4 Day 8 F3 5 ug Yes 26-MAY-2018 11:07 0 0 0

B0031 Group B4 Day 22 F1 uncoated Yes 08-JUN-2018 13:52 0 0 0

B0031 Group B4 Day 22 F2 5 ug Yes 08-JUN-2018 13:52 0 0 0

B0031 Group B4 Day 22 F3 5 ug Yes 08-JUN-2018 13:52 0 0 0

B0031 Group B4 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 10:35 0 0 0

B0031 Group B4 EOS/ET (Day 61) F2 5 ug Yes 18-JUL-2018 10:35 0 0 0

B0031 Group B4 EOS/ET (Day 61) F3 5 ug Yes 18-JUL-2018 10:35 0 0 0

B0032 Group B6 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 11:07 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0032 Group B6 Day 1 Pre-dose F2 uncoated Yes 19-MAY-2018 11:07 0 0 0

B0032  Group B6 Day 1 Pre-dose F3 2.5 ug Yes 19-MAY-2018 11:07 0 0 0

B0032 Group B6 Day 1 10 min F1 uncoated Yes 19-MAY-2018 12:01 2 0 2

B0032  Group B6 Day 1 10 min F2 uncoated Yes 19-MAY-2018 12:01 2 0 2

B0032 Group B6 Day 1 10 min F3 2.5 ug Yes 19-MAY-2018 12:01 2 0 2

B0032 Group B6 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 12:51 3 2 5

B0032 Group B6 Day 1 1 hour F2 uncoated Yes 19-MAY-2018 12:51 3 1 4

B0032  Group B6 Day 1 1 hour F3 2.5 ug Yes 19-MAY-2018 12:51 3 2 5

B0032 Group B6 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 13:48 2 1 3

B0032 Group B6 Day 1 2 hour F2 uncoated Yes 19-MAY-2018 13:48 2 2 4

B0032  Group B6 Day 1 2 hour F3 2.5 ug Yes 19-MAY-2018 13:48 2 1 3

B0032 Group B6 Unscheduled F1 uncoated Yes 19-MAY-2018 13:07 2 3 5 MO notifies
as repeat

B0032 Group B6 Unscheduled F2 uncoated Yes 19-MAY-2018 13:08 2 2 4 MO notifies
as repeat

B0032 Group B6 Unscheduled F3 2.5 ug Yes 19-MAY-2018 13:09 1 3 4 MO notifies
as repeat
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0032  Group B6 Day 2 F1 uncoated Yes 20-MAY-2018 11:37 2 1 3

B0032 Group B6 Day 2 F2 uncoated Yes 20-MAY-2018 11:37 2 1 3

B0032 Group B6 Day 2 F3 2.5 ug Yes 20-MAY-2018 11:37 2 2 4

B0032  Group B6 Day 4 F1 uncoated Yes 22-MAY-2018 08:15 2 0 2

B0032 Group B6 Day 4 F2 uncoated Yes 22-MAY-2018 08:15 2 0 2

B0032  Group B6 Day 4 F3 2.5 ug Yes 22-MAY-2018 08:15 3 0 3

B0032  Group B6 Unscheduled F3 2.5 ug Yes 22-MAY-2018 08:19 3 0 3 MO notifies
as repeat

B0032 Group B6 Day 8 F1 uncoated Yes 26-MAY-2018 08:41 1 0 1

B0032  Group B6 Day 8 F2 uncoated Yes 26-MAY-2018 08:41 1 0 1

B0032  Group B6 Day 8 F3 2.5 ug Yes 26-MAY-2018 08:41 2 0 2

B0032 Group B6 Unscheduled F1 uncoated Yes 26-MAY-2018 09:03 0 0 0 MO notifies
as repeat

B0032 Group B6 Unscheduled F2 uncoated Yes 26-MAY-2018 09:04 0 0 0 Mo notifies
as repeat

B0032 Group B6 Unscheduled F3 2.5 ug Yes 26-MAY-2018 09:07 0 0 0 MO notifies
as repeat
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0032 Group B6 Day 22 F1 uncoated Yes 12-JUN-2018 08:23 0 0 0

B0032 Group B6 Day 22 F2 uncoated Yes 12-JUN-2018 08:23 0 0 0

B0032 Group B6 Day 22 F3 2.5 ug Yes 12-JUN-2018 08:23 0 0 0

B0032 Group B6 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 08:14 0 0 0

B0032 Group B6 EOS/ET (Day 61) F2 uncoated Yes 18-JUL-2018 08:14 0 0 0

B0032 Group B6 EOS/ET (Day 61) F3 2.5 ug Yes 18-JUL-2018 08:14 0 0 0

B0O033 Group B5 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 11:13 0 0 0

B0033 Group B5 Day 1 Pre-dose F2 uncoated Yes 19-MAY-2018 11:13 0 0 0

B0033 Group B5 Day 1 Pre-dose F3 5 ug Yes 19-MAY-2018 11:13 0 0 0

B0O033 Group B5 Day 1 10 min F1 uncoated Yes 19-MAY-2018 12:20 2 1 3

B0O033 Group B5 Day 1 10 min F2 uncoated Yes 19-MAY-2018 12:20 2 1 3

B0O033 Group B5 Day 1 10 min F3 5 ug Yes 19-MAY-2018 12:20 2 1 3

B0O033 Group B5 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 13:11 3 2 5

B0033 Group B5 Day 1 1 hour F2 uncoated Yes 19-MAY-2018 13:11 3 2 5

B0033 Group B5 Day 1 1 hour F3 5 ug Yes 19-MAY-2018 13:11 3 3 6

B0O033 Group B5 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 14:08 2 1 3

B0O033 Group B5 Day 1 2 hour F2 uncoated Yes 19-MAY-2018 14:08 2 1 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0033 Group B5 Day 1 2 hour F3 5 ug Yes 19-MAY-2018 14:08 2 2 4

B0033 Group B5 Unscheduled F1 uncoated Yes 19-MAY-2018 12:32 2 2 4 MO notifies
as repeat

B0O033 Group B5 Unscheduled F2 uncoated Yes 19-MAY-2018 12:33 2 1 3 MO notifies
as repeat

B0033 Group B5 Unscheduled F3 5 ug Yes 19-MAY-2018 12:34 1 1 2 MO notifies
as repeat

B0O033 Group B5 Unscheduled F1 uncoated Yes 19-MAY-2018 13:26 2 2 4 MO notifies
as repeat

B0O033 Group B5 Unscheduled F2 uncoated Yes 19-MAY-2018 13:27 2 1 3 MO notifies
as repeat

B0033 Group B5 Unscheduled F3 5 ug Yes 19-MAY-2018 13:28 2 3 5 MO notifies
as repeat

B0O033 Group B5 Day 2 F1 uncoated Yes 20-MAY-2018 11:47 2 0 2

B0033 Group B5 Day 2 F2 uncoated Yes 20-MAY-2018 11:47 2 0 2

B0033 Group B5 Day 2 F3 5 ug Yes 20-MAY-2018 11:47 3 1 4
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0033 Group B5 Unscheduled F3 5 ug Yes 20-MAY-2018 11:48 3 2 5 MO notifies
as repeat

B0033 Group B5 Day 4 F1 uncoated Yes 22-MAY-2018 12:14 1 0 1

B0O033 Group B5 Day 4 F2 uncoated Yes 22-MAY-2018 12:14 1 0 1

B0033  Group B5 Day 4 F3 5 ug Yes 22-MAY-2018 12:14 3 0 3

B0033 Group B5 Day 8 F1 uncoated Yes 26-MAY-2018 11:14 1 0 1

B0033 Group B5 Day 8 F2 uncoated Yes 26-MAY-2018 11:14 1 0 1

B0033 Group B5 Day 8 F3 5 ug Yes 26-MAY-2018 11:14 2 1 3

B0O033 Group B5 Day 22 F1 uncoated Yes 09-JUN-2018 14:00 0 0 0

B0033 Group B5 Day 22 F2 uncoated Yes 09-JUN-2018 14:00 0 0 0

B0033 Group B5 Day 22 F3 5 ug Yes 09-JUN-2018 14:00 0 0 0

B0O033 Group B5 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 13:40 0 0 0

B0O033 Group B5 EOS/ET (Day 61) F2 uncoated Yes 18-JUL-2018 13:40 0 0 0

B0033 Group B5 EOS/ET (Day 61) F3 5 ug Yes 18-JUL-2018 13:40 0 0 0

B0034 Group B8 Day 1 Pre-dose D1 5 ug Yes 19-MAY-2018 11:22 0 0 0

B0034 Group B8 Day 1 Pre-dose D2 5 ug Yes 19-MAY-2018 11:22 0 0 0

B0034 Group B8 Day 1 Pre-dose D3 5 ug Yes 19-MAY-2018 11:22 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug; A3 = Placebo MAP (FA); A4 =

Placebo MAP (FA) with biopsy

15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0034 Group B8 Day 1 10 min D1 5 ug Yes 19-MAY-2018 14:21 2 2 4

B0034 Group B8 Day 1 10 min D2 5 ug Yes 19-MAY-2018 14:21 2 2 4

B0034 Group B8 Day 1 10 min D3 5 ug Yes 19-MAY-2018 14:21 2 2 4

B0034 Group B8 Day 1 1 hour D1 5 ug Yes 19-MAY-2018 15:09 2 1 3

B0034 Group B8 Day 1 1 hour D2 5 ug Yes 19-MAY-2018 15:09 2 2 4

B0034 Group B8 Day 1 1 hour D3 5 ug Yes 19-MAY-2018 15:09 2 2 4

B0034 Group B8 Day 1 2 hour D1 5 ug Yes 19-MAY-2018 16:08 2 2 4

B0034 Group B8 Day 1 2 hour D2 5 ug Yes 19-MAY-2018 16:08 2 2 4

B0034 Group B8 Day 1 2 hour D3 5 ug Yes 19-MAY-2018 16:08 2 2 4

B0034 Group B8 Day 2 D1 5 ug Yes 20-MAY-2018 13:52 3 1 4

B0034 Group B8 Day 2 D2 5 ug Yes 20-MAY-2018 13:52 2 1 3

B0034 Group B8 Day 2 D3 5 ug Yes 20-MAY-2018 13:52 2 2 4

B0034 Group B8 Unscheduled D1 5 ug Yes 20-MAY-2018 14:05 3 3 6 MO notifies

as repeat

B0034 Group B8 Day 4 D1 5 ug Yes 22-MAY-2018 14:58 3 1 4

B0034 Group B8 Day 4 D2 5 ug Yes 22-MAY-2018 14:58 3 2 5

B0034 Group B8 Day 4 D3 5 ug Yes 22-MAY-2018 14:58 3 2 5
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Response Key: 0 -

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0034 Group B8 Day 8 D1 5 ug Yes 26-MAY-2018 11:33 0 0 0

B0034 Group B8 Day 8 D2 5 ug Yes 26-MAY-2018 11:33 0 0 0

B0034 Group B8 Day 8 D3 5 ug Yes 26-MAY-2018 11:33 0 0 0

B0034 Group B8 Day 22 D1 5 ug Yes 09-JUN-2018 12:50 0 1 1

B0034 Group B8 Day 22 D2 5 ug Yes 09-JUN-2018 12:50 0 0 0

B0034 Group B8 Day 22 D3 5 ug Yes 09-JUN-2018 12:50 0 0 0

B0034 Group B8 EOS/ET (Day 61) D1 5 ug Yes 18-JUL-2018 10:54 0 0 0

B0034 Group B8 EOS/ET (Day 61) D2 5 ug Yes 18-JUL-2018 10:54 0 0 0

B0034  Group B8 EOS/ET (Day 61) D3 5 ug Yes 18-JUL-2018 10:54 0 0 0

B0035 Group B9 Day 1 Pre-dose D1 [IM] Yes 19-MAY-2018 10:50 0 0 0

B0035 Group B9 Day 1 10 min D1 [IM] Yes 19-MAY-2018 11:31 0 0 0

B0035 Group B9 Day 1 1 hour D1 [IM] Yes 19-MAY-2018 12:21 0 0 0

B0035 Group B9 Day 1 2 hour D1 [IM] Yes 19-MAY-2018 13:25 1 0 1

B0035 Group B9 Day 2 D1 [IM] Yes 20-MAY-2018 11:03 0 0 0

B0035 Group B9 Day 4 D1 [IM] Yes 22-MAY-2018 12:47 0 0 0

B0O035 Group B9 Day 8 D1 [IM] Yes 26-MAY-2018 13:12 0 0 0

B0O035 Group B9 Day 22 D1 [IM] Yes 09-JUN-2018 13:52 0 0 0
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0035 Group B9 EOS/ET (Day 61) D1 [IM] Yes 18-JUL-2018 08:18 0 0 0

B0036 Group B7 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 11:30 0 0 0

B0O036 Group B7 Day 1 Pre-dose F2 uncoated Yes 19-MAY-2018 11:30 0 0 0

B0O036 Group B7 Day 1 Pre-dose F3 uncoated Yes 19-MAY-2018 11:30 0 0 0

B0036 Group B7 Day 1 10 min F1 uncoated Yes 19-MAY-2018 12:32 2 0 2

B0036 Group B7 Day 1 10 min F2 uncoated Yes 19-MAY-2018 12:32 2 0 2

B0036 Group B7 Day 1 10 min F3 uncoated Yes 19-MAY-2018 12:32 2 0 2

B0036 Group B7 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 13:21 3 0 3

B0036 Group B7 Day 1 1 hour F2 uncoated Yes 19-MAY-2018 13:21 3 0 3

B0036 Group B7 Day 1 1 hour F3 uncoated Yes 19-MAY-2018 13:21 3 0 3

B0036 Group B7 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 14:20 2 0 2

B0036 Group B7 Day 1 2 hour F2 uncoated Yes 19-MAY-2018 14:20 2 1 3

B0036 Group B7 Day 1 2 hour F3 uncoated Yes 19-MAY-2018 14:20 2 0 2

B0036 Group B7 Unscheduled F1 uncoated Yes 19-MAY-2018 12:54 2 1 3 MO notifies

as repeat
B0036 Group B7 Unscheduled F2 uncoated Yes 19-MAY-2018 12:55 2 0 2 MO notifies
as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0036 Group B7 Unscheduled F3 uncoated Yes 19-MAY-2018 12:56 2 0 2 MO notifies
as repeat

B0036 Group B7 Day 2 F1 uncoated Yes 20-MAY-2018 11:41 2 0 2

B0036 Group B7 Day 2 F2 uncoated Yes 20-MAY-2018 11:41 2 0 2

B0036 Group B7 Day 2 F3 uncoated Yes 20-MAY-2018 11:41 2 0 2

B0O036 Group B7 Day 4 F1 uncoated Yes 22-MAY-2018 12:38 1 0 1

B0036 Group B7 Day 4 F2 uncoated Yes 22-MAY-2018 12:38 0 0 0

B0036 Group B7 Day 4 F3 uncoated Yes 22-MAY-2018 12:38 1 0 1

B0O036 Group B7 Day 8 F1 uncoated Yes 26-MAY-2018 10:52 0 0 0

B0036 Group B7 Day 8 F2 uncoated Yes 26-MAY-2018 10:52 0 0 0

B0036 Group B7 Day 8 F3 uncoated Yes 26-MAY-2018 10:52 0 0 0

B0O036 Group B7 Day 22 F1 uncoated Yes 09-JUN-2018 11:39 0 0 0

B0O036 Group B7 Day 22 F2 uncoated Yes 09-JUN-2018 11:39 0 0 0

B0036 Group B7 Day 22 F3 uncoated Yes 09-JUN-2018 11:39 0 0 0

B0036 Group B7 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 10:22 0 0 0

B0036 Group B7 EOS/ET (Day 61) F2 uncoated Yes 18-JUL-2018 10:22 0 0 0

B0036 Group B7 EOS/ET (Day 61) F3 uncoated Yes 18-JUL-2018 10:22 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O037 Group B4 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 11:38 0 0 0

B0037 Group B4 Day 1 Pre-dose F2 5 ug Yes 19-MAY-2018 11:38 0 0 0

B0037 Group B4 Day 1 Pre-dose F3 5 ug Yes 19-MAY-2018 11:38 0 0 0

B0037 Group B4 Day 1 10 min F1 uncoated Yes 19-MAY-2018 12:41 2 0 2

B0O037 Group B4 Day 1 10 min F2 5 ug Yes 19-MAY-2018 12:41 2 0 2

B0037 Group B4 Day 1 10 min F3 5 ug Yes 19-MAY-2018 12:41 2 0 2

B0O037 Group B4 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 13:34 1 0 1

B0037 Group B4 Day 1 1 hour F2 5 ug Yes 19-MAY-2018 13:34 1 0 1

B0037 Group B4 Day 1 1 hour F3 5 ug Yes 19-MAY-2018 13:34 1 0 1

B0O037 Group B4 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 14:28 2 1 3

B0037 Group B4 Day 1 2 hour F2 5 ug Yes 19-MAY-2018 14:28 2 1 3

B0037 Group B4 Day 1 2 hour F3 5 ug Yes 19-MAY-2018 14:28 1 1 2

B0037 Group B4 Unscheduled F1 uncoated Yes 19-MAY-2018 13:50 2 2 4 MO notifies

as repeat
B0037 Group B4 Unscheduled F2 5 ug Yes 19-MAY-2018 13:50 2 3 5 MO notifies
as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0037 Group B4 Unscheduled F3 5 ug Yes 19-MAY-2018 13:50 2 3 5 MO notifies
as repeat

B0037 Group B4 Unscheduled F1 uncoated Yes 19-MAY-2018 13:01 1 1 2 MO notifies
as repeat

B0037 Group B4 Unscheduled F2 5 ug Yes 19-MAY-2018 13:02 1 3 4 MO notifies
as repeat

B0O037 Group B4 Unscheduled F3 5 ug Yes 19-MAY-2018 13:03 1 3 4 MO notifies
as repeat

B0037 Group B4 Day 2 F1 uncoated Yes 20-MAY-2018 12:01 1 0 1

B0037  Group B4 Day 2 F2 5 ug Yes 20-MAY-2018 12:01 3 1 4

B0037  Group B4 Day 2 F3 5 ug Yes 20-MAY-2018 12:01 3 1 4

B0037 Group B4 Unscheduled F2 5 ug Yes 20-MAY-2018 12:02 3 1 4 MO notifies
as repeat

B0O037 Group B4 Unscheduled F3 5 ug Yes 20-MAY-2018 12:03 3 1 4 MO notifies
as repeat

B0037 Group B4 Day 4 F1 uncoated Yes 22-MAY-2018 12:11 0 0 0

B0037  Group B4 Day 4 F2 5 ug Yes 22-MAY-2018 12:11 3 0 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0037 Group B4 Day 4 F3 5 ug Yes 22-MAY-2018 12:11 3 0 3

B0037 Group B4 Day 8 F1 uncoated Yes 26-MAY-2018 10:56 1 0 1

B0037  Group B4 Day 8 F2 5 ug Yes 26-MAY-2018 10:56 2 0 2

B0037 Group B4 Day 8 F3 5 ug Yes 26-MAY-2018 10:56 2 0 2

B0O037 Group B4 Day 22 F1 uncoated Yes 09-JUN-2018 14:04 0 0 0

B0037 Group B4 Day 22 F2 5 ug Yes 09-JUN-2018 14:04 0 0 0

B0037 Group B4 Day 22 F3 5 ug Yes 09-JUN-2018 14:04 0 0 0

B0037 Group B4 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 15:17 0 0 0

B0037 Group B4 EOS/ET (Day 61) F2 5 ug Yes 18-JUL-2018 15:17 0 0 0

B0037 Group B4 EOS/ET (Day 61) F3 5 ug Yes 18-JUL-2018 15:17 0 0 0

B0038 Group B3 Day 1 Pre-dose F1 5 ug Yes 19-MAY-2018 12:04 0 0 0

B0038 Group B3 Day 1 Pre-dose F2 5 ug Yes 19-MAY-2018 12:04 0 0 0

B0O038 Group B3 Day 1 Pre-dose F3 5 ug Yes 19-MAY-2018 12:04 0 0 0

B0038 Group B3 Day 1 10 min F1 5 ug Yes 19-MAY-2018 12:58 2 1 3

B0038 Group B3 Day 1 10 min F2 5 ug Yes 19-MAY-2018 12:58 2 2 4

B0038 Group B3 Day 1 10 min F3 5 ug Yes 19-MAY-2018 12:58 2 2 4

B0038 Group B3 Day 1 1 hour F1 5 ug Yes 19-MAY-2018 13:48 2 2 4
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0038  Group B3 Day 1 1 hour F2 5 ug Yes 19-MAY-2018 13:48 2 2 4

B0038  Group B3 Day 1 1 hour F3 5 ug Yes 19-MAY-2018 13:48 2 2 4

B0038 Group B3 Day 1 2 hour F1 5 ug Yes 19-MAY-2018 14:41 2 2 4

B0038  Group B3 Day 1 2 hour F2 5 ug Yes 19-MAY-2018 14:41 2 2 4

B0038 Group B3 Day 1 2 hour F3 5 ug Yes 19-MAY-2018 14:41 2 2 4

B0O038 Group B3 Day 2 F1 5 ug Yes 20-MAY-2018 08:24 3 1 4

B0038  Group B3 Day 2 F2 5 ug Yes 20-MAY-2018 08:24 3 1 4

B0038  Group B3 Day 2 F3 5 ug Yes 20-MAY-2018 08:24 3 1 4

B0038 Group B3 Unscheduled F1 5 ug Yes 20-MAY-2018 08:34 3 1 4 MO notifies
as repeat

B0O038 Group B3 Unscheduled F2 5 ug Yes 20-MAY-2018 08:34 3 1 4 MO notifies
as repeat

B0038 Group B3 Unscheduled F3 5 ug Yes 20-MAY-2018 08:34 3 1 4 MO notifies
as repeat

B0038  Group B3 Day 4 F1 5 ug Yes 22-MAY-2018 09:02 3 0 3

B0O038 Group B3 Day 4 F2 5 ug Yes 22-MAY-2018 09:02 3 0 3

B0038  Group B3 Day 4 F3 5 ug Yes 22-MAY-2018 09:02 3 0 3

Printed: 04APR2019 (Final) CONFIDENTIAL Page 112 of 291

Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0038 Group B3 Day 8 F1 5 ug Yes 26-MAY-2018 09:27 2 0 2

B0038 Group B3 Day 8 F2 5 ug Yes 26-MAY-2018 09:27 2 0 2

B0038 Group B3 Day 8 F3 5 ug Yes 26-MAY-2018 09:27 2 0 2

B0038 Group B3 Day 22 F1 5 ug Yes 09-JUN-2018 08:22 1 0 1

B0O038 Group B3 Day 22 F2 5 ug Yes 09-JUN-2018 08:22 1 0 1

B0038 Group B3 Day 22 F3 5 ug Yes 09-JUN-2018 08:22 1 0 1

B0038 Group B3 EOS/ET (Day 61) F1 5 ug Yes 21-JUL-2018 09:17 0 0 0

B0038 Group B3 EOS/ET (Day 61) F2 5 ug Yes 21-JUL-2018 09:17 0 0 0

B0038 Group B3 EOS/ET (Day 61) F3 5 ug Yes 21-JUL-2018 09:17 0 0 0

B0O039 Group B7 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 12:15 0 0 0

B0039 Group B7 Day 1 Pre-dose F2 uncoated Yes 19-MAY-2018 12:15 0 0 0

B0039 Group B7 Day 1 Pre-dose F3 uncoated Yes 19-MAY-2018 12:15 0 0 0

B0O039 Group B7 Day 1 10 min F1 uncoated Yes 19-MAY-2018 14:10 2 0 2

B0039 Group B7 Day 1 10 min F2 uncoated Yes 19-MAY-2018 14:10 2 0 2

B0039 Group B7 Day 1 10 min F3 uncoated Yes 19-MAY-2018 14:10 2 1 3

B0O039 Group B7 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 14:58 2 0 2

B0039 Group B7 Day 1 1 hour F2 uncoated Yes 19-MAY-2018 14:58 2 0 2
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O039 Group B7 Day 1 1 hour F3 uncoated Yes 19-MAY-2018 14:58 2 2 4

B0039 Group B7 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 15:58 2 2 4

B0039 Group B7 Day 1 2 hour F2 uncoated Yes 19-MAY-2018 15:58 2 2 4

B0O039 Group B7 Day 1 2 hour F3 uncoated Yes 19-MAY-2018 15:58 2 2 4

B0039 Group B7 Day 2 F1 uncoated Yes 20-MAY-2018 14:36 2 0 2

B0039 Group B7 Day 2 F2 uncoated Yes 20-MAY-2018 14:36 2 0 2

B0039 Group B7 Day 2 F3 uncoated Yes 20-MAY-2018 14:36 2 0 2

B0039 Group B7 Day 4 F1 uncoated Yes 22-MAY-2018 12:25 0 0 0

B0039 Group B7 Day 4 F2 uncoated Yes 22-MAY-2018 12:25 0 0 0

B0O039 Group B7 Day 4 F3 uncoated Yes 22-MAY-2018 12:25 0 0 0

B0O039 Group B7 Day 8 F1 uncoated Yes 26-MAY-2018 15:07 0 0 0

B0O039 Group B7 Day 8 F2 uncoated Yes 26-MAY-2018 15:07 0 0 0

B0O039 Group B7 Day 8 F3 uncoated Yes 26-MAY-2018 15:07 0 0 0

B0039 Group B7 Day 22 F1 uncoated Yes 09-JUN-2018 14:01 0 0 0

B0O039 Group B7 Day 22 F2 uncoated Yes 09-JUN-2018 14:01 0 0 0

B0O039 Group B7 Day 22 F3 uncoated Yes 09-JUN-2018 14:01 0 0 0

B0O039 Group B7 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 17:01 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0039 Group B7 EOS/ET (Day 61) F2 uncoated Yes 18-JUL-2018 17:01 0 0 0

B0039 Group B7 EOS/ET (Day 61) F3 uncoated Yes 18-JUL-2018 17:01 0 0 0

B0040 Group B9 Day 1 Pre-dose D1 [IM] Yes 19-MAY-2018 10:43 0 0 0

B0040 Group B9 Day 1 10 min D1 [IM] Yes 19-MAY-2018 11:21 0 0 0

B0040 Group B9 Day 1 1 hour D1 [IM] Yes 19-MAY-2018 12:13 0 0 0

B0040 Group B9 Day 1 2 hour D1 [IM] Yes 19-MAY-2018 13:35 0 0 0

B0040 Group B9 Day 2 D1 [IM] Yes 20-MAY-2018 11:05 0 0 0

B0040 Group B9 Day 4 D1 [IM] Yes 22-MAY-2018 08:01 0 0 0

B0040 Group B9 Day 8 D1 [IM] Yes 26-MAY-2018 12:29 0 0 0

B0040 Group B9 Day 22 D1 [IM] Yes 09-JUN-2018 11:42 0 0 0

B0040 Group B9 EOS/ET (Day 61) D1 [IM] Yes 18-JUL-2018 08:43 0 0 0

B0041 Group B3 Day 1 Pre-dose F1 5 ug Yes 19-MAY-2018 12:23 0 0 0

B0041 Group B3 Day 1 Pre-dose F2 5 ug Yes 19-MAY-2018 12:23 0 0 0

B0041 Group B3 Day 1 Pre-dose F3 5 ug Yes 19-MAY-2018 12:23 0 0 0

B0041 Group B3 Day 1 10 min F1 5 ug Yes 19-MAY-2018 13:12 1 0 1

B0041 Group B3 Day 1 10 min F2 5 ug Yes 19-MAY-2018 13:12 1 0 1
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0041 Group B3 Day 1 10 min F3 5 ug Yes 19-MAY-2018 13:12 1 0 1

B0041 Group B3 Day 1 1 hour F1 5 ug Yes 19-MAY-2018 14:00 3 1 4

B0041 Group B3 Day 1 1 hour F2 5 ug Yes 19-MAY-2018 14:00 3 1 4

B0041 Group B3 Day 1 1 hour F3 5 ug Yes 19-MAY-2018 14:00 3 1 4

B0041 Group B3 Day 1 2 hour F1 5 ug Yes 19-MAY-2018 14:53 2 1 3

B0041 Group B3 Day 1 2 hour F2 5 ug Yes 19-MAY-2018 14:53 2 1 3

B0041 Group B3 Day 1 2 hour F3 5 ug Yes 19-MAY-2018 14:53 2 1 3

B0O041 Group B3 Unscheduled F1 5 ug Yes 19-MAY-2018 14:17 2 1 3 MO notifies
as repeat

B0041 Group B3 Unscheduled F2 5 ug Yes 19-MAY-2018 14:17 2 1 3 MO notifies
as repeat

B0041 Group B3 Unscheduled F3 5 ug Yes 19-MAY-2018 14:17 2 1 3 MO notifies
as repeat

B0041 Group B3 Day 2 F1 5 ug Yes 20-MAY-2018 13:15 3 1 4

B0041 Group B3 Day 2 F2 5 ug Yes 20-MAY-2018 13:15 3 1 4

B0041 Group B3 Day 2 F3 5 ug Yes 20-MAY-2018 13:15 3 1 4
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0041 Group B3 Unscheduled F1 5 ug Yes 20-MAY-2018 13:37 3 2 5 MO notifies
as repeat

B0041 Group B3 Unscheduled F2 5 ug Yes 20-MAY-2018 13:37 3 2 5 MO notifies
as repeat

B0041 Group B3 Unscheduled F3 5 ug Yes 20-MAY-2018 13:37 3 2 5 MO notifies
as repeat

B0041 Group B3 Day 4 F1 5 ug Yes 22-MAY-2018 15:31 2 0 2

B0041 Group B3 Day 4 F2 5 ug Yes 22-MAY-2018 15:31 2 1 3

B0O041 Group B3 Day 4 F3 5 ug Yes 22-MAY-2018 15:31 2 0 2

B0041 Group B3 Day 8 F1 5 ug Yes 26-MAY-2018 12:36 0 0 0

B0041 Group B3 Day 8 F2 5 ug Yes 26-MAY-2018 12:36 0 0 0

B0041 Group B3 Day 8 F3 5 ug Yes 26-MAY-2018 12:36 0 0 0

B0041 Group B3 Day 22 F1 5 ug Yes 09-JUN-2018 15:04 0 0 0

B0041 Group B3 Day 22 F2 5 ug Yes 09-JUN-2018 15:04 0 0 0

B0041 Group B3 Day 22 F3 5 ug Yes 09-JUN-2018 15:04 0 0 0

B0041 Group B3 EOS/ET (Day 61) F1 5 ug Yes 20-JUL-2018 15:24 0 0 0

B0041 Group B3 EOS/ET (Day 61) F2 5 ug Yes 20-JUL-2018 15:24 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0041 Group B3 EOS/ET (Day 61) F3 5 ug Yes 20-JUL-2018 15:24 0 0 0

B0042 Group B5 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 12:30 0 0 0

B0042 Group B5 Day 1 Pre-dose F2 uncoated Yes 19-MAY-2018 12:30 0 0 0

B0042 Group B5 Day 1 Pre-dose F3 5 ug Yes 19-MAY-2018 12:30 0 0 0

B0042 Group B5 Day 1 10 min F1 uncoated Yes 19-MAY-2018 13:14 2 0 2

B0042 Group B5 Day 1 10 min F2 uncoated Yes 19-MAY-2018 13:14 2 0 2

B0042  Group B5 Day 1 10 min F3 5 ug Yes 19-MAY-2018 13:14 2 0 2

B0042 Group B5 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 13:58 1 2 3

B0042 Group B5 Day 1 1 hour F2 uncoated Yes 19-MAY-2018 13:58 1 2 3

B0042  Group B5 Day 1 1 hour F3 5 ug Yes 19-MAY-2018 13:58 1 2 3

B0042 Group B5 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 14:58 2 1 3

B0042 Group B5 Day 1 2 hour F2 uncoated Yes 19-MAY-2018 14:58 2 1 3

B0042  Group B5 Day 1 2 hour F3 5 ug Yes 19-MAY-2018 14:58 2 1 3

B0042 Group B5 Day 2 F1 uncoated Yes 20-MAY-2018 12:18 1 0 1

B0042 Group B5 Day 2 F2 uncoated Yes 20-MAY-2018 12:18 1 0 1

B0042  Group B5 Day 2 F3 5 ug Yes 20-MAY-2018 12:18 3 1 4
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0042 Group B5 Unscheduled F3 5 ug Yes 20-MAY-2018 12:30 3 3 6 MO notifies
as repeat

B0042 Group B5 Day 4 F1 uncoated Yes 22-MAY-2018 10:02 0 0 0

B0042 Group B5 Day 4 F2 uncoated Yes 22-MAY-2018 10:02 0 0 0

B0042 Group B5 Day 4 F3 5 ug Yes 22-MAY-2018 10:02 2 1 3

B0042 Group B5 Day 8 F1 uncoated Yes 26-MAY-2018 11:43 0 0 0

B0042 Group B5 Day 8 F2 uncoated Yes 26-MAY-2018 11:43 0 0 0

B0042 Group B5 Day 8 F3 5 ug Yes 26-MAY-2018 11:43 2 0 2

B0042 Group B5 Day 22 F1 uncoated Yes 09-JUN-2018 13:37 0 0 0

B0042 Group B5 Day 22 F2 uncoated Yes 09-JUN-2018 13:37 0 0 0

B0042 Group B5 Day 22 F3 5 ug Yes 09-JUN-2018 13:37 2 1 3

B0042 Group B5 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 09:30 0 0 0

B0042 Group B5 EOS/ET (Day 61) F2 uncoated Yes 18-JUL-2018 09:30 0 0 0

B0042 Group B5 EOS/ET (Day 61) F3 5 ug Yes 18-JUL-2018 09:30 0 0 0

B0043 Group B8 Day 1 Pre-dose D1 5 ug Yes 19-MAY-2018 12:33 0 0 0

B0043 Group B8 Day 1 Pre-dose D2 5 ug Yes 19-MAY-2018 12:33 0 0 0

B0043 Group B8 Day 1 Pre-dose D3 5 ug Yes 19-MAY-2018 12:33 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema;

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug; A3 = Placebo MAP (FA); A4 =

Placebo MAP (FA) with biopsy

15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0043 Group B8 Day 1 10 min D1 5 ug Yes 19-MAY-2018 13:20 2 2 4

B0043 Group B8 Day 1 10 min D2 5 ug Yes 19-MAY-2018 13:20 2 1 3

B0043 Group B8 Day 1 10 min D3 5 ug Yes 19-MAY-2018 13:20 2 1 3

B0043 Group B8 Day 1 1 hour D1 5 ug Yes 19-MAY-2018 14:16 2 1 3

B0043 Group B8 Day 1 1 hour D2 5 ug Yes 19-MAY-2018 14:16 2 1 3

B0043 Group B8 Day 1 1 hour D3 5 ug Yes 19-MAY-2018 14:16 2 1 3

B0043 Group B8 Day 1 2 hour D1 5 ug Yes 19-MAY-2018 15:08 2 3 5

B0043 Group B8 Day 1 2 hour D2 5 ug Yes 19-MAY-2018 15:08 2 3 5

B0043 Group B8 Day 1 2 hour D3 5 ug Yes 19-MAY-2018 15:08 2 3 5

B0043 Group B8 Unscheduled D1 5 ug Yes 19-MAY-2018 15:18 2 2 4 MO notifies
as repeat

B0043 Group B8 Unscheduled D2 5 ug Yes 19-MAY-2018 15:18 2 2 4 MO notifies
as repeat

B0043 Group B8 Unscheduled D3 5 ug Yes 19-MAY-2018 15:18 2 2 4 MO notifies
as repeat

B0043 Group B8 Day 2 D1 5 ug Yes 20-MAY-2018 12:27 2 2 4

B0043 Group B8 Day 2 D2 5 ug Yes 20-MAY-2018 12:27 2 2 4
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0043 Group B8 Day 2 D3 5 ug Yes 20-MAY-2018 12:27 2 2 4

B0043 Group B8 Day 4 D1 5 ug Yes 22-MAY-2018 14:07 2 3 5

B0043 Group B8 Day 4 D2 5 ug Yes 22-MAY-2018 14:07 2 1 3

B0043 Group B8 Day 4 D3 5 ug Yes 22-MAY-2018 14:07 2 3 5

B0043  Group B8 Day 8 D1 5 ug Yes 26-MAY-2018 08:21 2 0 2

B0043 Group B8 Day 8 D2 5 ug Yes 26-MAY-2018 08:21 2 0 2

B0043 Group B8 Day 8 D3 5 ug Yes 26-MAY-2018 08:21 2 2 4

B0043 Group B8 Day 22 D1 5 ug Yes 09-JUN-2018 10:16 1 0 1

B0043 Group B8 Day 22 D2 5 ug Yes 09-JUN-2018 10:16 1 0 1

B0043 Group B8 Day 22 D3 5 ug Yes 09-JUN-2018 10:16 1 0 1

B0043 Group B8 EOS/ET (Day 61) D1 5 ug Yes 18-JUL-2018 09:26 0 0 0

B0043 Group B8 EOS/ET (Day 61) D2 5 ug Yes 18-JUL-2018 09:26 0 0 0

B0043 Group B8 EOS/ET (Day 61) D3 5 ug Yes 18-JUL-2018 09:26 0 0 0

B0044 Group B6 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 12:44 0 0 0

B0044 Group B6 Day 1 Pre-dose F2 uncoated Yes 19-MAY-2018 12:44 0 0 0

B0044 Group B6 Day 1 Pre-dose F3 2.5 ug Yes 19-MAY-2018 12:44 0 0 0

B0044 Group B6 Day 1 10 min F1 uncoated Yes 19-MAY-2018 13:28 2 1 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0044 Group B6 Day 1 10 min F2 uncoated Yes 19-MAY-2018 13:28 2 1 3

B0044 Group B6 Day 1 10 min F3 2.5 ug Yes 19-MAY-2018 13:28 2 1 3

B0044 Group B6 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 14:19 2 2 4

B0044 Group B6 Day 1 1 hour F2 uncoated Yes 19-MAY-2018 14:19 2 2 4

B0044 Group B6 Day 1 1 hour F3 2.5 ug Yes 19-MAY-2018 14:19 2 2 4

B0044 Group B6 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 15:18 2 2 4

B0044 Group B6 Day 1 2 hour F2 uncoated Yes 19-MAY-2018 15:18 2 2 4

B0044 Group B6 Day 1 2 hour F3 2.5 ug Yes 19-MAY-2018 15:18 2 2 4

B0044 Group B6 Day 2 F1 uncoated Yes 20-MAY-2018 12:33 2 0 2

B0044 Group B6 Day 2 F2 uncoated Yes 20-MAY-2018 12:33 2 0 2

B0044 Group B6 Day 2 F3 2.5 ug Yes 20-MAY-2018 12:33 3 1 4

B0044 Group B6 Unscheduled F3 2.5 ug Yes 20-MAY-2018 12:55 3 3 6 MO notifies

as repeat

B0044 Group B6 Day 4 F1 uncoated Yes 22-MAY-2018 18:21 1 0 1

B0044 Group B6 Day 4 F2 uncoated Yes 22-MAY-2018 18:21 1 0 1

B0044 Group B6 Day 4 F3 2.5 ug Yes 22-MAY-2018 18:21 2 1 3

B0044 Group B6 Day 8 F1 uncoated Yes 26-MAY-2018 14:45 1 0 1
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0044 Group B6 Day 8 F2 uncoated Yes 26-MAY-2018 14:45 1 0 1

B0044 Group B6 Day 8 F3 2.5 ug Yes 26-MAY-2018 14:45 3 0 3

B0044 Group B6 Day 22 F1 uncoated Yes 09-JUN-2018 13:47 0 0 0

B0044 Group B6 Day 22 F2 uncoated Yes 09-JUN-2018 13:47 0 0 0

B0044 Group B6 Day 22 F3 2.5 ug Yes 09-JUN-2018 13:47 1 0 1

B0044 Group B6 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 13:19 0 0 0

B0044 Group B6 EOS/ET (Day 61) F2 uncoated Yes 18-JUL-2018 13:19 0 0 0

B0044 Group B6 EOS/ET (Day 61) F3 2.5 ug Yes 18-JUL-2018 13:19 0 0 0

B0045 Group B4 Day 1 Pre-dose F1 5 ug Yes 19-MAY-2018 10:59 0 0 0

B0045 Group B4 Day 1 Pre-dose F2 5 ug Yes 19-MAY-2018 10:59 0 0 0

B0045 Group B4 Day 1 Pre-dose F3 uncoated Yes 19-MAY-2018 10:59 0 0 0

B0045 Group B4 Day 1 10 min F1 5 ug Yes 19-MAY-2018 12:10 2 0 2

B0045 Group B4 Day 1 10 min F2 5 ug Yes 19-MAY-2018 12:10 2 1 3

B0045 Group B4 Day 1 10 min F3 uncoated Yes 19-MAY-2018 12:10 2 0 2

B0045 Group B4 Day 1 1 hour F1 5 ug Yes 19-MAY-2018 13:01 3 0 3

B0045 Group B4 Day 1 1 hour F2 5 ug Yes 19-MAY-2018 13:01 3 2 5

B0045 Group B4 Day 1 1 hour F3 uncoated Yes 19-MAY-2018 13:01 3 1 4
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0045 Group B4 Day 1 2 hour F1 5 ug Yes 19-MAY-2018 13:58 2 0 2

B0045 Group B4 Day 1 2 hour F2 5 ug Yes 19-MAY-2018 13:58 2 1 3

B0045 Group B4 Day 1 2 hour F3 uncoated Yes 19-MAY-2018 13:58 2 1 3

B0045 Group B4 Unscheduled F1 5 ug Yes 19-MAY-2018 13:15 2 1 3 MO notifies
as repeat

B0045 Group B4 Unscheduled F2 5 ug Yes 19-MAY-2018 13:16 2 2 4 MO notifies
as repeat

B0045 Group B4 Unscheduled F3 uncoated Yes 19-MAY-2018 13:17 2 1 3 MO notifies
as repeat

B0045 Group B4 Day 2 F1 5 ug Yes 20-MAY-2018 12:37 2 0 2

B0045 Group B4 Day 2 F2 5 ug Yes 20-MAY-2018 12:37 3 4 7

B0045 Group B4 Day 2 F3 uncoated Yes 20-MAY-2018 12:37 2 0 2

B0045 Group B4 Day 4 F1 5 ug Yes 22-MAY-2018 10:41 3 0 3

B0045 Group B4 Day 4 F2 5 ug Yes 22-MAY-2018 10:41 3 0 3

B0045 Group B4 Day 4 F3 uncoated Yes 22-MAY-2018 10:41 0 0 0

B0045 Group B4 Day 8 F1 5 ug Yes 26-MAY-2018 11:47 0 0 0

B0045 Group B4 Day 8 F2 5 ug Yes 26-MAY-2018 11:47 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0045 Group B4 Day 8 F3 uncoated Yes 26-MAY-2018 11:47 0 0 0

B0045 Group B4 Day 22 F1 5 ug Yes 09-JUN-2018 10:20 1 0 1

B0045 Group B4 Day 22 F2 5 ug Yes 09-JUN-2018 10:20 1 0 1

B0045 Group B4 Day 22 F3 uncoated Yes 09-JUN-2018 10:20 0 0 0

B0045 Group B4 EOS/ET (Day 61) F1 5 ug Yes 18-JUL-2018 11:51 0 0 0

B0045 Group B4 EOS/ET (Day 61) F2 5 ug Yes 18-JUL-2018 11:51 0 0 0

B0045 Group B4 EOS/ET (Day 61) F3 uncoated Yes 18-JUL-2018 11:51 0 0 0

B0046 Group B7 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 13:05 0 0 0

B0046 Group B7 Day 1 Pre-dose F2 uncoated Yes 19-MAY-2018 13:05 0 0 0

B0046 Group B7 Day 1 Pre-dose F3 uncoated Yes 19-MAY-2018 13:05 0 0 0

B0046 Group B7 Day 1 10 min F1 uncoated Yes 19-MAY-2018 13:52 2 0 2

B0046 Group B7 Day 1 10 min F2 uncoated Yes 19-MAY-2018 13:52 2 0 2

B0046 Group B7 Day 1 10 min F3 uncoated Yes 19-MAY-2018 13:52 2 1 3

B0046 Group B7 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 14:39 3 0 3

B0046 Group B7 Day 1 1 hour F2 uncoated Yes 19-MAY-2018 14:39 3 0 3

B0046 Group B7 Day 1 1 hour F3 uncoated Yes 19-MAY-2018 14:39 2 1 3

B0046 Group B7 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 15:38 2 1 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0046 Group B7 Day 1 2 hour F2 uncoated Yes 19-MAY-2018 15:38 2 2 4

B0046 Group B7 Day 1 2 hour F3 uncoated Yes 19-MAY-2018 15:38 2 2 4

B0046 Group B7 Day 2 F1 uncoated Yes 20-MAY-2018 13:29 2 0 2

B0046 Group B7 Day 2 F2 uncoated Yes 20-MAY-2018 13:29 2 0 2

B0046 Group B7 Day 2 F3 uncoated Yes 20-MAY-2018 13:29 2 0 2

B0046 Group B7 Day 4 F1 uncoated Yes 22-MAY-2018 13:47 1 0 1

B0046 Group B7 Day 4 F2 uncoated Yes 22-MAY-2018 13:47 1 0 1

B0046 Group B7 Day 4 F3 uncoated Yes 22-MAY-2018 13:47 1 0 1

B0046 Group B7 Day 8 F1 uncoated Yes 29-MAY-2018 13:26 0 0 0

B0046 Group B7 Day 8 F2 uncoated Yes 29-MAY-2018 13:26 0 0 0

B0046 Group B7 Day 8 F3 uncoated Yes 29-MAY-2018 13:26 0 0 0

B0046 Group B7 Day 22 F1 uncoated Yes 09-JUN-2018 13:22 0 0 0

B0046 Group B7 Day 22 F2 uncoated Yes 09-JUN-2018 13:22 0 0 0

B0046 Group B7 Day 22 F3 uncoated Yes 09-JUN-2018 13:22 0 0 0

B0046 Group B7 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 13:01 0 0 0

B0046 Group B7 EOS/ET (Day 61) F2 uncoated Yes 18-JUL-2018 13:01 0 0 0

B0046 Group B7 EOS/ET (Day 61) F3 uncoated Yes 18-JUL-2018 13:01 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0047  Group B9 Day 1 Pre-dose D1 [IM] Yes 19-MAY-2018 10:42 0 0 0

B0047 Group B9 Day 1 10 min D1 [IM] Yes 19-MAY-2018 11:41 0 0 0

B0047 Group B9 Day 1 1 hour D1 [IM] Yes 19-MAY-2018 12:31 0 0 0

B0047  Group B9 Day 1 2 hour D1 [IM] Yes 19-MAY-2018 13:42 0 0 0

B0047 Group B9 Day 2 D1 [IM] Yes 20-MAY-2018 10:57 0 0 0

B0047 Group B9 Day 4 D1 [IM] Yes 22-MAY-2018 08:24 0 0 0

B0047  Group B9 Day 8 D1 [IM] Yes 26-MAY-2018 12:24 0 0 0

B0047  Group B9 Day 22 D1 [IM] Yes 09-JUN-2018 13:35 0 0 0

B0047  Group B9 EOS/ET (Day 61) D1 [IM] Yes 18-JUL-2018 08:43 0 0 0

B0048 Group B6 Day 1 Pre-dose F1 2.5 ug Yes 19-MAY-2018 12:52 0 0 0

B0048 Group B6 Day 1 Pre-dose F2 uncoated Yes 19-MAY-2018 12:52 0 0 0

B0048 Group B6 Day 1 Pre-dose F3 uncoated Yes 19-MAY-2018 12:52 0 0 0

B0048  Group B6 Day 1 10 min F1 2.5 ug Yes 19-MAY-2018 14:01 2 1 3

B0048 Group B6 Day 1 10 min F2 uncoated Yes 19-MAY-2018 14:01 2 1 3

B0048 Group B6 Day 1 10 min F3 uncoated Yes 19-MAY-2018 14:01 2 1 3

B0048  Group B6 Day 1 1 hour F1 2.5 ug Yes 19-MAY-2018 14:48 2 0 2

B0048 Group B6 Day 1 1 hour F2 uncoated Yes 19-MAY-2018 14:48 2 0 2
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0048 Group B6 Day 1 1 hour F3 uncoated Yes 19-MAY-2018 14:48 2 2 4

B0048 Group B6 Day 1 2 hour F1 2.5 ug Yes 19-MAY-2018 15:48 2 1 3

B0048 Group B6 Day 1 2 hour F2 uncoated Yes 19-MAY-2018 15:48 2 2 4

B0048 Group B6 Day 1 2 hour F3 uncoated Yes 19-MAY-2018 15:48 2 2 4

B0048 Group B6 Day 2 F1 2.5 ug Yes 20-MAY-2018 13:21 3 1 4

B0048 Group B6 Day 2 F2 uncoated Yes 20-MAY-2018 13:21 2 0 2

B0048 Group B6 Day 2 F3 uncoated Yes 20-MAY-2018 13:21 2 0 2

B0048 Group B6 Unscheduled F1 2.5 ug Yes 20-MAY-2018 13:29 3 2 5 MO notifies

as repeat

B0048 Group B6 Day 4 F1 2.5 ug Yes 22-MAY-2018 10:49 2 0 2

B0048 Group B6 Day 4 F2 uncoated Yes 22-MAY-2018 10:49 0 0 0

B0048 Group B6 Day 4 F3 uncoated Yes 22-MAY-2018 10:49 0 0 0

B0048 Group B6 Day 8 F1 2.5 ug Yes 26-MAY-2018 10:39 0 0 0

B0048 Group B6 Day 8 F2 uncoated Yes 26-MAY-2018 10:39 0 0 0

B0048 Group B6 Day 8 F3 uncoated Yes 26-MAY-2018 10:39 0 0 0

B0048 Group B6 Day 22 F1 2.5 ug Yes 09-JUN-2018 12:15 0 0 0

B0048 Group B6 Day 22 F2 uncoated Yes 09-JUN-2018 12:15 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0048 Group B6 Day 22 F3 uncoated Yes 09-JUN-2018 12:15 0 0 0

B0048 Group B6 EOS/ET (Day 61) F1 2.5 ug Yes 18-JUL-2018 15:55 0 0 0

B0048 Group B6 EOS/ET (Day 61) F2 uncoated Yes 18-JUL-2018 15:55 0 0 0

B0048 Group B6 EOS/ET (Day 61) F3 uncoated Yes 18-JUL-2018 15:55 0 0 0

B0049 Group B4 Day 1 Pre-dose F1 uncoated Yes 19-MAY-2018 14:00 0 0 0

B0049 Group B4 Day 1 Pre-dose F2 5 ug Yes 19-MAY-2018 14:00 0 0 0

B0049 Group B4 Day 1 Pre-dose F3 5 ug Yes 19-MAY-2018 14:00 0 0 0

B0049 Group B4 Day 1 10 min F1 uncoated Yes 19-MAY-2018 14:31 1 0 1

B0049 Group B4 Day 1 10 min F2 5 ug Yes 19-MAY-2018 14:31 1 1 2

B0049 Group B4 Day 1 10 min F3 5 ug Yes 19-MAY-2018 14:31 1 1 2

B0049 Group B4 Day 1 1 hour F1 uncoated Yes 19-MAY-2018 15:19 2 0 2

B0049 Group B4 Day 1 1 hour F2 5 ug Yes 19-MAY-2018 15:19 2 1 3

B0049 Group B4 Day 1 1 hour F3 5 ug Yes 19-MAY-2018 15:19 2 1 3

B0049 Group B4 Day 1 2 hour F1 uncoated Yes 19-MAY-2018 16:18 2 1 3

B0049 Group B4 Day 1 2 hour F2 5 ug Yes 19-MAY-2018 16:18 2 2 4

B0049 Group B4 Day 1 2 hour F3 5 ug Yes 19-MAY-2018 16:18 2 2 4

B0049 Group B4 Day 2 F1 uncoated Yes 20-MAY-2018 14:02 1 0 1
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0049  Group B4 Day 2 F2 5 ug Yes 20-MAY-2018 14:02 3 1 4

B0049 Group B4 Day 2 F3 5 ug Yes 20-MAY-2018 14:02 3 1 4

B0049 Group B4 Unscheduled F2 5 ug Yes 20-MAY-2018 14:12 3 3 6 MO notifies

as repeat
B0049 Group B4 Unscheduled F3 5 ug Yes 20-MAY-2018 14:12 3 3 6 MO notifies
as repeat

B0049 Group B4 Day 4 F1 uncoated Yes 22-MAY-2018 15:10 0 0 0

B0049  Group B4 Day 4 F2 5 ug Yes 22-MAY-2018 15:10 0 0 0

B0049  Group B4 Day 4 F3 5 ug Yes 22-MAY-2018 15:10 0 0 0

B0049 Group B4 Day 8 F1 uncoated Yes 26-MAY-2018 10:58 0 0 0

B0049  Group B4 Day 8 F2 5 ug Yes 26-MAY-2018 10:58 0 0 0

B0049  Group B4 Day 8 F3 5 ug Yes 26-MAY-2018 10:58 0 0 0

B0049 Group B4 Day 22 F1 uncoated Yes 09-JUN-2018 12:22 0 0 0

B0049  Group B4 Day 22 F2 5 ug Yes 09-JUN-2018 12:22 0 0 0

B0049  Group B4 Day 22 F3 5 ug Yes 09-JUN-2018 12:22 0 0 0

B0049  Group B4 EOS/ET (Day 61) F1 uncoated Yes 18-JUL-2018 10:49 0 0 0

B0049  Group B4 EOS/ET (Day 61) F2 5 ug Yes 18-JUL-2018 10:49 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0049 Group B4 EOS/ET (Day 61) F3 5 ug Yes 18-JUL-2018 10:49 0 0 0

B0O050 Group B8 Day 1 Pre-dose D1 5 ug Yes 19-MAY-2018 13:32 0 0 0

B0O050 Group B8 Day 1 Pre-dose D2 5 ug Yes 19-MAY-2018 13:32 0 0 0

B0O050 Group B8 Day 1 Pre-dose D3 5 ug Yes 19-MAY-2018 13:32 0 0 0

B0050 Group B8 Day 1 10 min D1 5 ug Yes 19-MAY-2018 14:41 1 2 3

B0050 Group B8 Day 1 10 min D2 5 ug Yes 19-MAY-2018 14:41 1 2 3

B0050 Group B8 Day 1 10 min D3 5 ug Yes 19-MAY-2018 14:41 1 2 3

B0O050 Group B8 Day 1 1 hour D1 5 ug Yes 19-MAY-2018 15:29 2 1 3

B0O050 Group B8 Day 1 1 hour D2 5 ug Yes 19-MAY-2018 15:29 2 2 4

B0050 Group B8 Day 1 1 hour D3 5 ug Yes 19-MAY-2018 15:29 2 2 4

B0O050 Group B8 Day 1 2 hour D1 5 ug Yes 19-MAY-2018 16:28 2 2 4

B0O050 Group B8 Day 1 2 hour D2 5 ug Yes 19-MAY-2018 16:28 2 2 4

B0050 Group B8 Day 1 2 hour D3 5 ug Yes 19-MAY-2018 16:28 2 2 4

B0050 Group B8 Day 2 D1 5 ug Yes 20-MAY-2018 14:45 3 1 4

B0050 Group B8 Day 2 D2 5 ug Yes 20-MAY-2018 14:45 3 1 4

B0050 Group B8 Day 2 D3 5 ug Yes 20-MAY-2018 14:45 3 1 4
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0050 Group B8 Unscheduled D1 5 ug Yes 20-MAY-2018 15:01 3 1 4 MO notifies
as repeat

B0050 Group B8 Unscheduled D2 5 ug Yes 20-MAY-2018 15:01 3 1 4 MO notifies
as repeat

B0050 Group B8 Unscheduled D3 5 ug Yes 20-MAY-2018 15:01 3 1 4 MO notifies
as repeat

B0O050  Group B8 Day 4 D1 5 ug Yes 22-MAY-2018 11:48 2 1 3

B0O0O50  Group B8 Day 4 D2 5 ug Yes 22-MAY-2018 11:48 3 1 4

B0O050 Group B8 Day 4 D3 5 ug Yes 22-MAY-2018 11:48 2 1 3

B0O050  Group B8 Day 8 D1 5 ug Yes 26-MAY-2018 11:47 2 1 3

B0O050  Group B8 Day 8 D2 5 ug Yes 26-MAY-2018 11:47 2 1 3

B0O050 Group B8 Day 8 D3 5 ug Yes 26-MAY-2018 11:47 2 1 3

B0O050 Group B8 Day 22 D1 5 ug Yes 09-JUN-2018 12:42 0 1 1

B0O050  Group B8 Day 22 D2 5 ug Yes 09-JUN-2018 12:42 0 1 1

B0O050  Group B8 Day 22 D3 5 ug Yes 09-JUN-2018 12:42 0 0 0

B0O050  Group B8 EOS/ET (Day 61) D1 5 ug Yes 18-JUL-2018 14:38 0 0 0

B0050  Group B8 EOS/ET (Day 61) D2 5 ug Yes 18-JUL-2018 14:38 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0050 Group B8 EOS/ET (Day 61) D3 5 ug Yes 18-JUL-2018 14:38 0 0 0

B0O051 Group B3 Day 1 Pre-dose F1 5 ug Yes 25-MAY-2018 10:55 0 0 0

BO051 Group B3 Day 1 Pre-dose F2 5 ug Yes 25-MAY-2018 10:55 0 0 0

BO051 Group B3 Day 1 Pre-dose F3 5 ug Yes 25-MAY-2018 10:55 0 0 0

B0051 Group B3 Day 1 10 min F1 5 ug Yes 25-MAY-2018 13:08 2 1 3

B0051 Group B3 Day 1 10 min F2 5 ug Yes 25-MAY-2018 13:08 2 1 3

B0051 Group B3 Day 1 10 min F3 5 ug Yes 25-MAY-2018 13:08 2 1 3

B0O051 Group B3 Day 1 1 hour F1 5 ug Yes 25-MAY-2018 13:58 2 1 3

B0O051 Group B3 Day 1 1 hour F2 5 ug Yes 25-MAY-2018 13:58 2 1 3

B0051 Group B3 Day 1 1 hour F3 5 ug Yes 25-MAY-2018 13:58 2 1 3

B0OO051 Group B3 Day 1 2 hour F1 5 ug Yes 25-MAY-2018 15:00 2 1 3

B0051 Group B3 Day 1 2 hour F2 5 ug Yes 25-MAY-2018 15:00 2 1 3

B0051 Group B3 Day 1 2 hour F3 5 ug Yes 25-MAY-2018 15:00 2 1 3

B0051 Group B3 Day 2 F1 5 ug Yes 26-MAY-2018 10:28 3 2 5

B0051 Group B3 Day 2 F2 5 ug Yes 26-MAY-2018 10:28 3 2 5

B0051 Group B3 Day 2 F3 5 ug Yes 26-MAY-2018 10:28 3 2 5
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0051 Group B3 Unscheduled F1 5 ug Yes 26-MAY-2018 10:35 2 1 3 MO notifies
as repeat

B0051 Group B3 Unscheduled F2 5 ug Yes 26-MAY-2018 10:36 2 1 3 MO notifies
as repeat

B0051 Group B3 Unscheduled F3 5 ug Yes 26-MAY-2018 10:37 2 1 3 MO notifies
as repeat

B0051 Group B3 Day 4 F1 5 ug Yes 28-MAY-2018 08:52 3 0 3

B0051 Group B3 Day 4 F2 5 ug Yes 28-MAY-2018 08:52 3 0 3

B0051 Group B3 Day 4 F3 5 ug Yes 28-MAY-2018 08:52 3 0 3

B0051 Group B3 Day 8 F1 5 ug Yes 01-JUN-2018 10:46 2 0 2

B0051 Group B3 Day 8 F2 5 ug Yes 01-JUN-2018 10:46 2 0 2

B0O051 Group B3 Day 8 F3 5 ug Yes 01-JUN-2018 10:46 2 0 2

B0O051 Group B3 Day 22 F1 5 ug Yes 15-JUN-2018 08:10 0 0 0

B0051 Group B3 Day 22 F2 5 ug Yes 15-JUN-2018 08:10 0 0 0

B0051 Group B3 Day 22 F3 5 ug Yes 15-JUN-2018 08:10 0 0 0

B0051 Group B3 EOS/ET (Day 61) F1 5 ug Yes 24-JUL-2018 08:40 0 0 0

B0051 Group B3 EOS/ET (Day 61) F2 5 ug Yes 24-JUL-2018 08:40 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0051 Group B3 EOS/ET (Day 61) F3 5 ug Yes 24-JUL-2018 08:40 0 0 0

B0052 Group B5 Day 1 Pre-dose F1 5 ug Yes 25-MAY-2018 11:09 0 0 0

B0052 Group B5 Day 1 Pre-dose F2 uncoated Yes 25-MAY-2018 11:09 0 0 0

B0052 Group B5 Day 1 Pre-dose F3 uncoated Yes 25-MAY-2018 11:09 0 0 0

B0052 Group B5 Day 1 10 min F1 5 ug Yes 25-MAY-2018 13:22 2 1 3

B0052 Group B5 Day 1 10 min F2 uncoated Yes 25-MAY-2018 13:22 2 1 3

B0052 Group B5 Day 1 10 min F3 uncoated Yes 25-MAY-2018 13:22 2 0 2

B0052 Group B5 Day 1 1 hour F1 5 ug Yes 25-MAY-2018 14:12 2 1 3

B0052 Group B5 Day 1 1 hour F2 uncoated Yes 25-MAY-2018 14:12 2 1 3

B0052 Group B5 Day 1 1 hour F3 uncoated Yes 25-MAY-2018 14:12 2 1 3

B0052 Group B5 Day 1 2 hour F1 5 ug Yes 25-MAY-2018 15:14 2 1 3

B0052 Group B5 Day 1 2 hour F2 uncoated Yes 25-MAY-2018 15:14 2 1 3

B0052 Group B5 Day 1 2 hour F3 uncoated Yes 25-MAY-2018 15:14 2 1 3

B0052 Group B5 Day 2 F1 5 ug Yes 26-MAY-2018 09:41 3 1 4

B0052 Group B5 Day 2 F2 uncoated Yes 26-MAY-2018 09:41 2 0 2

B0052 Group B5 Day 2 F3 uncoated Yes 26-MAY-2018 09:41 2 0 2
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0052 Group B5 Unscheduled F1 5 ug Yes 26-MAY-2018 09:55 3 1 4 MO notifies
as repeat

B0052 Group B5 Day 4 F1 5 ug Yes 28-MAY-2018 13:11 3 0 3

B0052 Group B5 Day 4 F2 uncoated Yes 28-MAY-2018 13:11 2 0 2

B0052 Group B5 Day 4 F3 uncoated Yes 28-MAY-2018 13:11 2 0 2

B0052 Group B5 Day 8 F1 5 ug Yes 01-JUN-2018 13:55 0 0 0

B0052 Group B5 Day 8 F2 uncoated Yes 01-JUN-2018 13:55 0 0 0

B0052 Group B5 Day 8 F3 uncoated Yes 01-JUN-2018 13:55 0 0 0

B0052 Group B5 Day 22 F1 5 ug Yes 15-JUN-2018 13:22 2 0 2

B0052 Group B5 Day 22 F2 uncoated Yes 15-JUN-2018 13:22 0 0 0

B0052 Group B5 Day 22 F3 uncoated Yes 15-JUN-2018 13:22 0 0 0

B0052 Group B5 EOS/ET (Day 61) F1 5 ug Yes 20-JUL-2018 14:10 0 0 0

B0052 Group B5 EOS/ET (Day 61) F2 uncoated Yes 20-JUL-2018 14:10 0 0 0

B0052 Group B5 EOS/ET (Day 61) F3 uncoated Yes 20-JUL-2018 14:10 0 0 0

B0053 Group B6 Day 1 Pre-dose F1 uncoated Yes 25-MAY-2018 11:17 0 0 0

B0O053 Group B6 Day 1 Pre-dose F2 uncoated Yes 25-MAY-2018 11:17 0 0 0

B0O053 Group B6 Day 1 Pre-dose F3 2.5 ug Yes 25-MAY-2018 11:17 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O053 Group B6 Day 1 10 min F1 uncoated Yes 25-MAY-2018 13:28 2 1 3

B0053 Group B6 Day 1 10 min F2 uncoated Yes 25-MAY-2018 13:28 2 1 3

B0053 Group B6 Day 1 10 min F3 2.5 ug Yes 25-MAY-2018 13:28 2 1 3

B0O053 Group B6 Day 1 1 hour F1 uncoated Yes 25-MAY-2018 14:18 2 1 3

B0053 Group B6 Day 1 1 hour F2 uncoated Yes 25-MAY-2018 14:18 2 1 3

B0053 Group B6 Day 1 1 hour F3 2.5 ug Yes 25-MAY-2018 14:18 2 1 3

B0O053 Group B6 Day 1 2 hour F1 uncoated Yes 25-MAY-2018 15:20 2 1 3

B0O053 Group B6 Day 1 2 hour F2 uncoated Yes 25-MAY-2018 15:20 2 1 3

B0O053 Group B6 Day 1 2 hour F3 2.5 ug Yes 25-MAY-2018 15:20 2 1 3

B0053 Group B6 Day 2 F1 uncoated Yes 26-MAY-2018 10:43 2 0 2

B0053 Group B6 Day 2 F2 uncoated Yes 26-MAY-2018 10:43 2 0 2

B0053 Group B6 Day 2 F3 2.5 ug Yes 26-MAY-2018 10:43 2 1 3

B0O053 Group B6 Day 4 F1 uncoated Yes 28-MAY-2018 12:33 2 0 2

B0053 Group B6 Day 4 F2 uncoated Yes 28-MAY-2018 12:33 2 0 2

B0053 Group B6 Day 4 F3 2.5 ug Yes 28-MAY-2018 12:33 2 0 2

B0053 Group B6 Day 8 F1 uncoated Yes 01-JUN-2018 11:10 0 0 0

B0053 Group B6 Day 8 F2 uncoated Yes 01-JUN-2018 11:10 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0053  Group B6 Day 8 F3 2.5 ug Yes 01-JUN-2018 11:10 0 1 1

B0053  Group B6 Day 22 F1 uncoated Yes 15-JUN-2018 13:02 0 0 0

B0O053 Group B6 Day 22 F2 uncoated Yes 15-JUN-2018 13:02 0 0 0

B0053  Group B6 Day 22 F3 2.5 ug Yes 15-JUN-2018 13:02 0 0 0

B0053 Group B6 EOS/ET (Day 61) F1 uncoated Yes 25-JUL-2018 12:49 0 0 0

B0053 Group B6 EOS/ET (Day 61) F2 uncoated Yes 25-JUL-2018 12:49 0 0 0

B0053  Group B6 EOS/ET (Day 61) F3 2.5 ug Yes 25-JUL-2018 12:49 0 0 0

B0054 Group B5 Day 1 Pre-dose F1 uncoated Yes 25-MAY-2018 11:24 0 0 0

B0054 Group B5 Day 1 Pre-dose F2 uncoated Yes 25-MAY-2018 11:24 0 0 0

B0054 Group B5 Day 1 Pre-dose F3 5 ug Yes 25-MAY-2018 11:24 0 0 0

B0054 Group B5 Day 1 10 min F1 uncoated Yes 25-MAY-2018 13:38 2 1 3

B0054 Group B5 Day 1 10 min F2 uncoated Yes 25-MAY-2018 13:38 2 1 3

B0054  Group B5 Day 1 10 min F3 5 ug Yes 25-MAY-2018 13:38 2 1 3

B0054 Group B5 Day 1 1 hour F1 uncoated Yes 25-MAY-2018 14:28 2 1 3

B0054 Group B5 Day 1 1 hour F2 uncoated Yes 25-MAY-2018 14:28 2 1 3

B0054  Group B5 Day 1 1 hour F3 5 ug Yes 25-MAY-2018 14:28 2 1 3

B0054 Group B5 Day 1 2 hour F1 uncoated Yes 25-MAY-2018 15:31 2 1 3
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0054 Group B5 Day 1 2 hour F2 uncoated Yes 25-MAY-2018 15:31 1 1 2

B0054 Group B5 Day 1 2 hour F3 5 ug Yes 25-MAY-2018 15:31 1 1 2

B0054 Group B5 Day 2 F1 uncoated Yes 26-MAY-2018 08:50 2 0 2

B0054 Group B5 Day 2 F2 uncoated Yes 26-MAY-2018 08:50 2 0 2

B0054 Group B5 Day 2 F3 5 ug Yes 26-MAY-2018 08:50 3 2 5

B0054 Group B5 Unscheduled F3 5 ug Yes 26-MAY-2018 09:14 2 2 4 MO notifies

as repeat

B0054 Group B5 Day 4 F1 uncoated Yes 28-MAY-2018 09:14 2 0 2

B0054 Group B5 Day 4 F2 uncoated Yes 28-MAY-2018 09:14 2 0 2

B0054 Group B5 Day 4 F3 5 ug Yes 28-MAY-2018 09:14 3 0 3

B0054 Group B5 Day 8 F1 uncoated Yes 01-JUN-2018 09:41 2 0 2

B0054 Group B5 Day 8 F2 uncoated Yes 01-JUN-2018 09:41 2 0 2

B0054 Group B5 Day 8 F3 5 ug Yes 01-JUN-2018 09:41 3 0 3

B0054 Group B5 Day 22 F1 uncoated Yes 15-JUN-2018 08:12 0 0 0

B0054 Group B5 Day 22 F2 uncoated Yes 15-JUN-2018 08:12 0 0 0

B0054 Group B5 Day 22 F3 5 ug Yes 15-JUN-2018 08:12 0 0 0

B0054 Group B5 EOS/ET (Day 61) F1 uncoated Yes 24-JUL-2018 08:43 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0054 Group B5 EOS/ET (Day 61) F2 uncoated Yes 24-JUL-2018 08:43 0 0 0

B0054 Group B5 EOS/ET (Day 61) F3 5 ug Yes 24-JUL-2018 08:43 0 0 0

B0O055 Group B8 Day 1 Pre-dose D1 5 ug Yes 25-MAY-2018 11:35 0 0 0

B0O055 Group B8 Day 1 Pre-dose D2 5 ug Yes 25-MAY-2018 11:35 0 0 0

B0O055 Group B8 Day 1 Pre-dose D3 5 ug Yes 25-MAY-2018 11:35 0 0 0

B0055 Group B8 Day 1 10 min D1 5 ug Yes 25-MAY-2018 13:48 2 1 3

B0055 Group B8 Day 1 10 min D2 5 ug Yes 25-MAY-2018 13:48 2 1 3

B0055 Group B8 Day 1 10 min D3 5 ug Yes 25-MAY-2018 13:48 2 1 3

B0O055 Group B8 Day 1 1 hour D1 5 ug Yes 25-MAY-2018 14:38 2 1 3

B0055 Group B8 Day 1 1 hour D2 5 ug Yes 25-MAY-2018 14:38 2 1 3

B0O055 Group B8 Day 1 1 hour D3 5 ug Yes 25-MAY-2018 14:38 2 1 3

B0055 Group B8 Day 1 2 hour D1 5 ug Yes 25-MAY-2018 15:40 2 1 3

B0055 Group B8 Day 1 2 hour D2 5 ug Yes 25-MAY-2018 15:40 2 1 3

B0055 Group B8 Day 1 2 hour D3 5 ug Yes 25-MAY-2018 15:40 2 1 3

B0O055 Group B8 Day 2 D1 5 ug Yes 26-MAY-2018 12:54 2 1 3

B0055 Group B8 Day 2 D2 5 ug Yes 26-MAY-2018 12:54 2 1 3

B0055 Group B8 Day 2 D3 5 ug Yes 26-MAY-2018 12:54 2 1 3
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0055 Group B8 Day 4 D1 5 ug Yes 28-MAY-2018 17:38 2 0 2

B0055 Group B8 Day 4 D2 5 ug Yes 28-MAY-2018 17:38 1 0 1

B0O055 Group B8 Day 4 D3 5 ug Yes 28-MAY-2018 17:38 1 0 1

B0055 Group B8 Day 8 D1 5 ug Yes 01-JUN-2018 15:00 1 0 1

B0055 Group B8 Day 8 D2 5 ug Yes 01-JUN-2018 15:00 2 0 2

B0055 Group B8 Day 8 D3 5 ug Yes 01-JUN-2018 15:00 2 0 2

B0055 Group B8 Day 22 D1 5 ug Yes 15-JUN-2018 13:57 0 0 0

B0055 Group B8 Day 22 D2 5 ug Yes 15-JUN-2018 13:57 0 0 0

B0055 Group B8 Day 22 D3 5 ug Yes 15-JUN-2018 13:57 0 0 0

B0055 Group B8 EOS/ET (Day 61) D1 5 ug Yes 24-JUL-2018 15:48 0 0 0

B0055 Group B8 EOS/ET (Day 61) D2 5 ug Yes 24-JUL-2018 15:48 0 0 0

B0055 Group B8 EOS/ET (Day 61) D3 5 ug Yes 24-JUL-2018 15:48 0 0 0

B0O056 Group B3 Day 1 Pre-dose F1 5 ug Yes 25-MAY-2018 11:45 0 0 0

B0056 Group B3 Day 1 Pre-dose F2 5 ug Yes 25-MAY-2018 11:45 0 0 0

B0056 Group B3 Day 1 Pre-dose F3 5 ug Yes 25-MAY-2018 11:45 0 0 0

B0056 Group B3 Day 1 10 min F1 5 ug Yes 25-MAY-2018 13:58 2 1 3

B0056 Group B3 Day 1 10 min F2 5 ug Yes 25-MAY-2018 13:58 2 1 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0056 Group B3 Day 1 10 min F3 5 ug Yes 25-MAY-2018 13:58 2 1 3

B0056 Group B3 Day 1 1 hour F1 5 ug Yes 25-MAY-2018 14:48 2 1 3

B0056 Group B3 Day 1 1 hour F2 5 ug Yes 25-MAY-2018 14:48 2 1 3

B0056 Group B3 Day 1 1 hour F3 5 ug Yes 25-MAY-2018 14:48 2 1 3

B0056 Group B3 Day 1 2 hour F1 5 ug Yes 25-MAY-2018 15:50 2 1 3

B0056 Group B3 Day 1 2 hour F2 5 ug Yes 25-MAY-2018 15:50 2 1 3

B0056 Group B3 Day 1 2 hour F3 5 ug Yes 25-MAY-2018 15:50 2 1 3

B0056 Group B3 Day 2 F1 5 ug Yes 26-MAY-2018 12:31 3 1 4

B0056 Group B3 Day 2 F2 5 ug Yes 26-MAY-2018 12:31 3 1 4

B0056 Group B3 Day 2 F3 5 ug Yes 26-MAY-2018 12:31 2 1 3

B0056 Group B3 Day 4 F1 5 ug Yes 28-MAY-2018 14:33 0 0 0

B0056  Group B3 Day 4 F2 5 ug Yes 28-MAY-2018 14:33 0 1 1

B0056 Group B3 Day 4 F3 5 ug Yes 28-MAY-2018 14:33 0 1 1

B0056 Group B3 Day 8 F1 5 ug Yes 01-JUN-2018 08:52 0 0 0

B0056 Group B3 Day 8 F2 5 ug Yes 01-JUN-2018 08:52 0 0 0

B0056 Group B3 Day 8 F3 5 ug Yes 01-JUN-2018 08:52 0 0 0

B0056 Group B3 Day 22 F1 5 ug Yes 15-JUN-2018 14:24 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0056 Group B3 Day 22 F2 5 ug Yes 15-JUN-2018 14:24 0 0 0

B0056 Group B3 Day 22 F3 5 ug Yes 15-JUN-2018 14:24 0 0 0

B0056 Group B3 EOS/ET (Day 61) F1 5 ug Yes 24-JUL-2018 18:19 0 0 0

B0056 Group B3 EOS/ET (Day 61) F2 5 ug Yes 24-JUL-2018 18:19 0 0 0

B0056 Group B3 EOS/ET (Day 61) F3 5 ug Yes 24-JUL-2018 18:19 0 0 0

B0O057 Group B4 Day 1 Pre-dose F1 5 ug Yes 25-MAY-2018 11:50 0 0 0

B0O057 Group B4 Day 1 Pre-dose F2 5 ug Yes 25-MAY-2018 11:50 0 0 0

B0057 Group B4 Day 1 Pre-dose F3 uncoated Yes 25-MAY-2018 11:50 0 0 0

B0057 Group B4 Day 1 10 min F1 5 ug Yes 25-MAY-2018 14:08 2 1 3

B0057 Group B4 Day 1 10 min F2 5 ug Yes 25-MAY-2018 14:08 2 1 3

B0057 Group B4 Day 1 10 min F3 uncoated Yes 25-MAY-2018 14:08 2 1 3

B0057 Group B4 Day 1 1 hour F1 5 ug Yes 25-MAY-2018 15:00 2 1 3

B0057 Group B4 Day 1 1 hour F2 5 ug Yes 25-MAY-2018 15:00 2 1 3

B0057 Group B4 Day 1 1 hour F3 uncoated Yes 25-MAY-2018 15:00 2 1 3

B0057 Group B4 Day 1 2 hour F1 5 ug Yes 25-MAY-2018 16:00 2 1 3

B0057 Group B4 Day 1 2 hour F2 5 ug Yes 25-MAY-2018 16:00 2 1 3

B0057 Group B4 Day 1 2 hour F3 uncoated Yes 25-MAY-2018 16:00 2 1 3
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0057  Group B4 Day 2 F1 5 ug Yes 26-MAY-2018 08:30 2 1 3
B0O057 Group B4 Day 2 F2 5 ug Yes 26-MAY-2018 08:30 2 2 4
B0O057 Group B4 Day 2 F3 uncoated Yes 26-MAY-2018 08:30 1 0 1
B0057  Group B4 Day 4 F1 5 ug Yes 28-MAY-2018 12:00 2 0 2
B0O057 Group B4 Day 4 F2 5 ug Yes 28-MAY-2018 12:00 2 0 2
B0057 Group B4 Day 4 F3 uncoated Yes 28-MAY-2018 12:00 1 0 1
B0057  Group B4 Day 8 F1 5 ug Yes 01-JUN-2018 09:45 2 0 2
B0057  Group B4 Day 8 F2 5 ug Yes 01-JUN-2018 09:45 2 0 2
B0O057 Group B4 Day 8 F3 uncoated Yes 01-JUN-2018 09:45 1 0 1
B0057  Group B4 Day 22 F1 5 ug Yes 15-JUN-2018 09:40 0 0 0
B0057  Group B4 Day 22 F2 5 ug Yes 15-JUN-2018 09:40 0 0 0
B0057 Group B4 Day 22 F3 uncoated Yes 15-JUN-2018 09:40 0 0 0
B0057  Group B4 EOS/ET (Day 61) F1 5 ug Yes 24-JUL-2018 09:43 0 0 0
B0057  Group B4 EOS/ET (Day 61) F2 5 ug Yes 24-JUL-2018 09:43 0 0 0
B0057  Group B4 EOS/ET (Day 61) F3 uncoated Yes 24-JUL-2018 09:43 0 0 0
B0O058 Group B9 Day 2 No
B0058  Group B9 Day 1 Pre-dose D1 [IM] Yes 25-MAY-2018 10:40 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0058 Group B9 Day 1 10 min D1 [IM] Yes 25-MAY-2018 12:41 0 0 0

B0O058 Group B9 Day 1 1 hour D1 [IM] Yes 25-MAY-2018 13:31 0 0 0

B0O058 Group B9 Day 1 2 hour D1 [IM] Yes 25-MAY-2018 14:36 1 0 1

B0058 Group B9 Day 4 D1 [IM] Yes 28-MAY-2018 17:33 0 0 0

B0058 Group B9 Day 8 D1 [IM] Yes 01-JUN-2018 17:35 0 0 0

B0058 Group B9 Day 22 D1 [IM] Yes 16-JUN-2018 13:05 0 0 0

B0058 Group B9 EOS/ET (Day 61) D1 [IM] Yes 24-JUL-2018 10:23 0 0 0

B0059 Group B7 Day 1 Pre-dose F1 uncoated Yes 25-MAY-2018 12:00 0 0 0

B0059 Group B7 Day 1 Pre-dose F2 uncoated Yes 25-MAY-2018 12:00 0 0 0

B0O059 Group B7 Day 1 Pre-dose F3 uncoated Yes 25-MAY-2018 12:00 0 0 0

B0O059 Group B7 Day 1 10 min F1 uncoated Yes 25-MAY-2018 14:28 2 0 2

B0O059 Group B7 Day 1 10 min F2 uncoated Yes 25-MAY-2018 14:28 2 0 2

B0O059 Group B7 Day 1 10 min F3 uncoated Yes 25-MAY-2018 14:28 2 0 2

B0059 Group B7 Day 1 1 hour F1 uncoated Yes 25-MAY-2018 15:08 2 0 2

B0059 Group B7 Day 1 1 hour F2 uncoated Yes 25-MAY-2018 15:08 2 0 2

B0059 Group B7 Day 1 1 hour F3 uncoated Yes 25-MAY-2018 15:08 2 0 2

B0059 Group B7 Day 1 2 hour F1 uncoated Yes 25-MAY-2018 16:18 3 0 3
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O059 Group B7 Day 1 2 hour F2 uncoated Yes 25-MAY-2018 16:18 2 0 2

B0059 Group B7 Day 1 2 hour F3 uncoated Yes 25-MAY-2018 16:18 2 0 2

B0059 Group B7 Unscheduled F1 uncoated Yes 25-MAY-2018 16:26 3 0 3 MO notifies

as repeat

B0O059 Group B7 Day 2 F1 uncoated Yes 26-MAY-2018 11:05 2 0 2

B0O059 Group B7 Day 2 F2 uncoated Yes 26-MAY-2018 11:05 2 0 2

B0O059 Group B7 Day 2 F3 uncoated Yes 26-MAY-2018 11:05 2 0 2

B0O059 Group B7 Day 4 F1 uncoated Yes 28-MAY-2018 14:23 0 0 0

B0O059 Group B7 Day 4 F2 uncoated Yes 28-MAY-2018 14:23 0 0 0

B0O059 Group B7 Day 4 F3 uncoated Yes 28-MAY-2018 14:23 0 0 0

B0O059 Group B7 Day 8 F1 uncoated Yes 01-JUN-2018 13:52 0 0 0

B0O059 Group B7 Day 8 F2 uncoated Yes 01-JUN-2018 13:52 0 0 0

B0O059 Group B7 Day 8 F3 uncoated Yes 01-JUN-2018 13:52 0 0 0

B0O059 Group B7 Day 22 F1 uncoated Yes 15-JUN-2018 14:57 0 0 0

B0O059 Group B7 Day 22 F2 uncoated Yes 15-JUN-2018 14:57 0 0 0

B0O059 Group B7 Day 22 F3 uncoated Yes 15-JUN-2018 14:57 0 0 0

B0059 Group B7 EOS/ET (Day 61) F1 uncoated Yes 24-JUL-2018 16:22 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0059 Group B7 EOS/ET (Day 61) F2 uncoated Yes 24-JUL-2018 16:22 0 0 0

B0059 Group B7 EOS/ET (Day 61) F3 uncoated Yes 24-JUL-2018 16:22 0 0 0

B0O060 Group B3 Day 1 Pre-dose F1 5 ug Yes 25-MAY-2018 12:13 0 0 0

B0O060 Group B3 Day 1 Pre-dose F2 5 ug Yes 25-MAY-2018 12:13 0 0 0

B0060 Group B3 Day 1 Pre-dose F3 5 ug Yes 25-MAY-2018 12:13 0 0 0

B0060 Group B3 Day 1 10 min F1 5 ug Yes 25-MAY-2018 14:18 2 1 3

B0060 Group B3 Day 1 10 min F2 5 ug Yes 25-MAY-2018 14:18 2 1 3

B0060 Group B3 Day 1 10 min F3 5 ug Yes 25-MAY-2018 14:18 2 1 3

B0060 Group B3 Day 1 1 hour F1 5 ug Yes 25-MAY-2018 15:08 2 1 3

B0060 Group B3 Day 1 1 hour F2 5 ug Yes 25-MAY-2018 15:08 2 1 3

B0060 Group B3 Day 1 1 hour F3 5 ug Yes 25-MAY-2018 15:08 2 1 3

B0060 Group B3 Day 1 2 hour F1 5 ug Yes 25-MAY-2018 16:10 2 1 3

B0060 Group B3 Day 1 2 hour F2 5 ug Yes 25-MAY-2018 16:10 2 1 3

B0060 Group B3 Day 1 2 hour F3 5 ug Yes 25-MAY-2018 16:10 2 1 3

B0060 Group B3 Day 2 F1 5 ug Yes 26-MAY-2018 11:28 2 1 3

B0060 Group B3 Day 2 F2 5 ug Yes 26-MAY-2018 11:28 2 1 3

B0060 Group B3 Day 2 F3 5 ug Yes 26-MAY-2018 11:28 2 2 4
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0060 Group B3 Day 4 F1 5 ug Yes 28-MAY-2018 14:42 3 3 6

B0060 Group B3 Day 4 F2 5 ug Yes 28-MAY-2018 14:42 3 2 5

B0060 Group B3 Day 4 F3 5 ug Yes 28-MAY-2018 14:42 3 3 6

B0060 Group B3 Day 8 F1 5 ug Yes 01-JUN-2018 15:55 1 1 2

B0060 Group B3 Day 8 F2 5 ug Yes 01-JUN-2018 15:55 0 1 1

B0060 Group B3 Day 8 F3 5 ug Yes 01-JUN-2018 15:55 0 1 1

B0060 Group B3 Day 22 F1 5 ug Yes 15-JUN-2018 12:13 0 0 0

B0060 Group B3 Day 22 F2 5 ug Yes 15-JUN-2018 12:13 0 0 0

B0060 Group B3 Day 22 F3 5 ug Yes 15-JUN-2018 12:13 0 0 0

B0060 Group B3 EOS/ET (Day 61) F1 5 ug Yes 24-JUL-2018 13:52 0 0 0

B0060 Group B3 EOS/ET (Day 61) F2 5 ug Yes 24-JUL-2018 13:52 0 0 0

B0060 Group B3 EOS/ET (Day 61) F3 5 ug Yes 24-JUL-2018 13:52 0 0 0

B0O061 Group B8 Day 1 Pre-dose D1 5 ug Yes 25-MAY-2018 12:22 0 0 0

B0061 Group B8 Day 1 Pre-dose D2 5 ug Yes 25-MAY-2018 12:22 0 0 0

B0061 Group B8 Day 1 Pre-dose D3 5 ug Yes 25-MAY-2018 12:22 0 0 0

B0061 Group B8 Day 1 10 min D1 5 ug Yes 25-MAY-2018 14:38 2 1 3

B0061 Group B8 Day 1 10 min D2 5 ug Yes 25-MAY-2018 14:38 2 1 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0061 Group B8 Day 1 10 min D3 5 ug Yes 25-MAY-2018 14:38 2 1 3

B0061 Group B8 Day 1 1 hour D1 5 ug Yes 25-MAY-2018 15:28 2 0 2

B0061 Group B8 Day 1 1 hour D2 5 ug Yes 25-MAY-2018 15:28 2 0 2

B0061 Group B8 Day 1 1 hour D3 5 ug Yes 25-MAY-2018 15:28 2 0 2

B0061 Group B8 Day 1 2 hour D1 5 ug Yes 25-MAY-2018 16:28 2 1 3

B0061 Group B8 Day 1 2 hour D2 5 ug Yes 25-MAY-2018 16:28 2 1 3

B0061 Group B8 Day 1 2 hour D3 5 ug Yes 25-MAY-2018 16:28 2 0 2

B0061 Group B8 Day 2 D1 5 ug Yes 26-MAY-2018 10:46 2 0 2

B0061 Group B8 Day 2 D2 5 ug Yes 26-MAY-2018 10:46 2 0 2

B0061 Group B8 Day 2 D3 5 ug Yes 26-MAY-2018 10:46 2 0 2

B0061 Group B8 Day 4 D1 5 ug Yes 28-MAY-2018 13:37 3 2 5

B0061 Group B8 Day 4 D2 5 ug Yes 28-MAY-2018 13:37 3 2 5

B0061 Group B8 Day 4 D3 5 ug Yes 28-MAY-2018 13:37 2 1 3

B0061 Group B8 Day 8 D1 5 ug Yes 01-JUN-2018 11:46 2 0 2

B0O061 Group B8 Day 8 D2 5 ug Yes 01-JUN-2018 11:46 2 0 2

B0061 Group B8 Day 8 D3 5 ug Yes 01-JUN-2018 11:46 2 0 2

B0061 Group B8 Day 22 D1 5 ug Yes 15-JUN-2018 12:10 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0061 Group B8 Day 22 D2 5 ug Yes 15-JUN-2018 12:10 0 0 0

B0061 Group B8 Day 22 D3 5 ug Yes 15-JUN-2018 12:10 0 0 0

B0O061 Group B8 EOS/ET (Day 61) D1 5 ug Yes 24-JUL-2018 14:42 0 0 0

B0061 Group B8 EOS/ET (Day 61) D2 5 ug Yes 24-JUL-2018 14:42 0 0 0

B0061 Group B8 EOS/ET (Day 61) D3 5 ug Yes 24-JUL-2018 14:42 0 0 0

B0062 Group B5 Day 1 Pre-dose F1 uncoated Yes 25-MAY-2018 12:31 0 0 0

B0062 Group B5 Day 1 Pre-dose F2 5 ug Yes 25-MAY-2018 12:31 0 0 0

B0062 Group B5 Day 1 Pre-dose F3 uncoated Yes 25-MAY-2018 12:31 0 0 0

B0062 Group B5 Day 1 10 min F1 uncoated Yes 25-MAY-2018 14:48 2 1 3

B0062 Group B5 Day 1 10 min F2 5 ug Yes 25-MAY-2018 14:48 2 1 3

B0062 Group B5 Day 1 10 min F3 uncoated Yes 25-MAY-2018 14:48 2 1 3

B0062 Group B5 Day 1 1 hour F1 uncoated Yes 25-MAY-2018 15:38 2 1 3

B0062 Group B5 Day 1 1 hour F2 5 ug Yes 25-MAY-2018 15:38 2 1 3

B0062 Group B5 Day 1 1 hour F3 uncoated Yes 25-MAY-2018 15:38 2 1 3

B0062 Group B5 Day 1 2 hour F1 uncoated Yes 25-MAY-2018 16:38 2 0 2

B0062 Group B5 Day 1 2 hour F2 5 ug Yes 25-MAY-2018 16:38 2 1 3

B0062 Group B5 Day 1 2 hour F3 uncoated Yes 25-MAY-2018 16:38 2 1 3
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0062 Group B5 Day 2 F1 uncoated Yes 26-MAY-2018 11:32 1 0 1

B0062 Group B5 Day 2 F2 5 ug Yes 26-MAY-2018 11:32 2 2 4

B0062 Group B5 Day 2 F3 uncoated Yes 26-MAY-2018 11:32 2 0 2

B0062 Group B5 Day 4 F1 uncoated Yes 29-MAY-2018 14:07 0 0 0

B0062 Group B5 Day 4 F2 5 ug Yes 29-MAY-2018 14:07 2 1 3

B0062 Group B5 Day 4 F3 uncoated Yes 29-MAY-2018 14:07 0 0 0

B0062 Group B5 Day 8 F1 uncoated Yes 01-JUN-2018 12:46 0 0 0

B0062 Group B5 Day 8 F2 5 ug Yes 01-JUN-2018 12:46 0 0 0

B0062 Group B5 Day 8 F3 uncoated Yes 01-JUN-2018 12:46 0 0 0

B0062 Group B5 Day 22 F1 uncoated Yes 15-JUN-2018 10:59 0 0 0

B0062 Group B5 Day 22 F2 5 ug Yes 15-JUN-2018 10:59 0 0 0

B0062 Group B5 Day 22 F3 uncoated Yes 15-JUN-2018 10:59 0 0 0

B0062 Group B5 EOS/ET (Day 61) F1 uncoated Yes 24-JUL-2018 15:51 0 0 0

B0062 Group B5 EOS/ET (Day 61) F2 5 ug Yes 24-JUL-2018 15:51 0 0 0

B0062 Group B5 EOS/ET (Day 61) F3 uncoated Yes 24-JUL-2018 15:51 0 0 0

B0063 Group B7 Day 1 Pre-dose F1 uncoated Yes 25-MAY-2018 12:42 0 0 0

B0063 Group B7 Day 1 Pre-dose F2 uncoated Yes 25-MAY-2018 12:42 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0063 Group B7 Day 1 Pre-dose F3 uncoated Yes 25-MAY-2018 12:42 0 0 0

B0063 Group B7 Day 1 10 min F1 uncoated Yes 25-MAY-2018 14:58 2 1 3

B0063 Group B7 Day 1 10 min F2 uncoated Yes 25-MAY-2018 14:58 2 1 3

B0063 Group B7 Day 1 10 min F3 uncoated Yes 25-MAY-2018 14:58 2 1 3

B0063 Group B7 Day 1 1 hour F1 uncoated Yes 25-MAY-2018 15:48 2 0 2

B0063 Group B7 Day 1 1 hour F2 uncoated Yes 25-MAY-2018 15:48 2 0 2

B0063 Group B7 Day 1 1 hour F3 uncoated Yes 25-MAY-2018 15:48 2 0 2

B0063 Group B7 Day 1 2 hour F1 uncoated Yes 25-MAY-2018 16:48 2 0 2

B0063 Group B7 Day 1 2 hour F2 uncoated Yes 25-MAY-2018 16:48 2 1 3

B0063 Group B7 Day 1 2 hour F3 uncoated Yes 25-MAY-2018 16:48 2 1 3

B0063 Group B7 Day 2 F1 uncoated Yes 26-MAY-2018 11:22 2 0 2

B0063 Group B7 Day 2 F2 uncoated Yes 26-MAY-2018 11:22 2 0 2

B0063 Group B7 Day 2 F3 uncoated Yes 26-MAY-2018 11:22 2 0 2

B0063 Group B7 Day 4 F1 uncoated Yes 28-MAY-2018 12:50 2 0 2

B0063 Group B7 Day 4 F2 uncoated Yes 28-MAY-2018 12:50 2 0 2

B0063 Group B7 Day 4 F3 uncoated Yes 28-MAY-2018 12:50 2 0 2

B0063 Group B7 Day 8 F1 uncoated Yes 01-JUN-2018 14:01 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0063 Group B7 Day 8 F2 uncoated Yes 01-JUN-2018 14:01 0 0 0

B0063 Group B7 Day 8 F3 uncoated Yes 01-JUN-2018 14:01 0 0 0

B0O063 Group B7 Day 22 F1 uncoated Yes 15-JUN-2018 13:20 0 0 0

B0063 Group B7 Day 22 F2 uncoated Yes 15-JUN-2018 13:20 0 0 0

B0O063 Group B7 Day 22 F3 uncoated Yes 15-JUN-2018 13:20 0 0 0

B0063 Group B7 EOS/ET (Day 61) F1 uncoated Yes 12-JUL-2018 14:10 0 0 0

B0063 Group B7 EOS/ET (Day 61) F2 uncoated Yes 12-JUL-2018 14:10 0 0 0

B0063 Group B7 EOS/ET (Day 61) F3 uncoated Yes 12-JUL-2018 14:10 0 0 0

B0064 Group B9 Day 1 Pre-dose D1 [IM] Yes 25-MAY-2018 10:42 0 0 0

B0064 Group B9 Day 1 10 min D1 [IM] Yes 25-MAY-2018 12:51 0 0 0

B0064 Group B9 Day 1 1 hour D1 [IM] Yes 25-MAY-2018 13:41 0 0 0

B0064 Group B9 Day 1 2 hour D1 [IM] Yes 25-MAY-2018 14:46 0 0 0

B0064 Group B9 Day 2 D1 [IM] Yes 26-MAY-2018 12:01 1 0 1

B0064 Group B9 Day 4 D1 [IM] Yes 28-MAY-2018 13:29 0 0 0

B0064 Group B9 Day 8 D1 [IM] Yes 01-JUN-2018 09:52 0 0 0

B0064 Group B9 Day 22 D1 [IM] Yes 15-JUN-2018 10:08 0 0 0

B0064 Group B9 EOS/ET (Day 61) D1 [IM] Yes 24-JUL-2018 13:00 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0065 Group B4 Day 1 Pre-dose F1 5 ug Yes 25-MAY-2018 12:53 0 0 0

B0065 Group B4 Day 1 Pre-dose F2 uncoated Yes 25-MAY-2018 12:583 0 0 0

B0065 Group B4 Day 1 Pre-dose F3 5 ug Yes 25-MAY-2018 12:53 0 0 0

B0065 Group B4 Day 1 10 min F1 5 ug Yes 25-MAY-2018 15:08 2 1 3

B0065 Group B4 Day 1 10 min F2 uncoated Yes 25-MAY-2018 15:08 2 1 3

B0065 Group B4 Day 1 10 min F3 5 ug Yes 25-MAY-2018 15:08 2 1 3

B0065 Group B4 Day 1 1 hour F1 5 ug Yes 25-MAY-2018 15:58 2 1 3

B0065 Group B4 Day 1 1 hour F2 uncoated Yes 25-MAY-2018 15:58 2 1 3

B0065 Group B4 Day 1 1 hour F3 5 ug Yes 25-MAY-2018 15:58 2 1 3

B0065 Group B4 Day 1 2 hour F1 5 ug Yes 25-MAY-2018 16:58 2 2 4

B0065 Group B4 Day 1 2 hour F2 uncoated Yes 25-MAY-2018 16:58 2 1 3

B0065 Group B4 Day 1 2 hour F3 5 ug Yes 25-MAY-2018 16:58 2 1 3

B0065 Group B4 Day 2 F1 5 ug Yes 26-MAY-2018 12:13 3 2 5

B0065 Group B4 Day 2 F2 uncoated Yes 26-MAY-2018 12:13 2 0 2

B0065 Group B4 Day 2 F3 5 ug Yes 26-MAY-2018 12:13 3 2 5

B0065 Group B4 Unscheduled F1 5 ug Yes 26-MAY-2018 12:21 3 3 6 MO notifies

as repeat
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0065 Group B4 Unscheduled F3 5 ug Yes 26-MAY-2018 12:22 3 3 6 MO notifies
as repeat

B0065 Group B4 Day 4 F1 5 ug Yes 28-MAY-2018 13:32 3 1 4

B0065 Group B4 Day 4 F2 uncoated Yes 28-MAY-2018 13:32 0 0 0

B0065 Group B4 Day 4 F3 5 ug Yes 28-MAY-2018 13:32 2 1 3

B0065 Group B4 Unscheduled F1 5 ug Yes 28-MAY-2018 13:47 3 2 5 MO notifies
as repeat

B0065 Group B4 Unscheduled F3 5 ug Yes 28-MAY-2018 13:47 3 2 5 MO notifies
as repeat

B0065 Group B4 Day 8 F1 5 ug Yes 01-JUN-2018 09:53 2 0 2

B0065 Group B4 Day 8 F2 uncoated Yes 01-JUN-2018 09:53 0 1 1

B0065 Group B4 Day 8 F3 5 ug Yes 01-JUN-2018 09:53 0 1 1

B0O065 Group B4 Day 22 F1 5 ug Yes 15-JUN-2018 09:59 0 0 0

B0065 Group B4 Day 22 F2 uncoated Yes 15-JUN-2018 09:59 0 0 0

B0065 Group B4 Day 22 F3 5 ug Yes 15-JUN-2018 09:59 0 0 0

B0065 Group B4 EOS/ET (Day 61) F1 5 ug Yes 24-JUL-2018 13:07 0 0 0

B0065 Group B4 EOS/ET (Day 61) F2 uncoated Yes 24-JUL-2018 13:07 0 0 0
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Response Key: 0
2
3
4

Treatments Part A:
Treatments Part B:

No erythema/No oedema;

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug, as 2018 Afluria

A/Sing Mono IM,

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0065 Group B4 EOS/ET (Day 61) F3 5 ug Yes 24-JUL-2018 13:07 0 0 0

B0O066 Group B6 Day 1 Pre-dose F1 2.5 ug Yes 25-MAY-2018 13:54 0 0 0

B0O066 Group B6 Day 1 Pre-dose F2 uncoated Yes 25-MAY-2018 13:54 0 0 0

B0O066 Group B6 Day 1 Pre-dose F3 uncoated Yes 25-MAY-2018 13:54 0 0 0

B0066 Group B6 Day 1 10 min F1 2.5 ug Yes 25-MAY-2018 15:18 2 1 3

B0O066 Group B6 Day 1 10 min F2 uncoated Yes 25-MAY-2018 15:18 2 1 3

B0066 Group B6 Day 1 10 min F3 uncoated Yes 25-MAY-2018 15:18 2 1 3

B0066 Group B6 Day 1 1 hour F1 2.5 ug Yes 25-MAY-2018 16:08 2 1 3

B0066 Group B6 Day 1 1 hour F2 uncoated Yes 25-MAY-2018 16:08 2 0 2

B0066 Group B6 Day 1 1 hour F3 uncoated Yes 25-MAY-2018 16:08 2 1 3

B0066 Group B6 Day 1 2 hour F1 2.5 ug Yes 25-MAY-2018 17:08 2 1 3

B0066 Group B6 Day 1 2 hour F2 uncoated Yes 25-MAY-2018 17:08 2 1 3

B0066 Group B6 Day 1 2 hour F3 uncoated Yes 25-MAY-2018 17:08 2 1 3

B0066 Group B6 Day 2 F1 2.5 ug Yes 26-MAY-2018 10:28 2 1 3

B0066 Group B6 Day 2 F2 uncoated Yes 26-MAY-2018 10:28 1 0 1

B0066 Group B6 Day 2 F3 uncoated Yes 26-MAY-2018 10:28 1 0 1

B0066 Group B6 Day 4 F1 2.5 ug Yes 28-MAY-2018 10:35 3 0 3
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O066 Group B6 Day 4 F2 uncoated Yes 28-MAY-2018 10:35 2 0 2

B0066 Group B6 Day 4 F3 uncoated Yes 28-MAY-2018 10:35 2 0 2

B0066 Group B6 Day 8 F1 2.5 ug Yes 01-JUN-2018 10:21 0 0 0

B0066 Group B6 Day 8 F2 uncoated Yes 01-JUN-2018 10:21 0 0 0

B0O066 Group B6 Day 8 F3 uncoated Yes 01-JUN-2018 10:21 0 0 0

B0066 Group B6 Day 22 F1 2.5 ug Yes 15-JUN-2018 10:56 0 0 0

B0066 Group B6 Day 22 F2 uncoated Yes 15-JUN-2018 10:56 0 0 0

B0066 Group B6 Day 22 F3 uncoated Yes 15-JUN-2018 10:56 0 0 0

B0066 Group B6 EOS/ET (Day 61) F1 2.5 ug Yes 24-JUL-2018 10:52 0 0 0

B0066 Group B6 EOS/ET (Day 61) F2 uncoated Yes 24-JUL-2018 10:52 0 0 0

B0066 Group B6 EOS/ET (Day 61) F3 uncoated Yes 24-JUL-2018 10:52 0 0 0

B0067 Group B8 Day 1 Pre-dose D1 5 ug Yes 25-MAY-2018 14:11 0 0 0

B0067 Group B8 Day 1 Pre-dose D2 5 ug Yes 25-MAY-2018 14:11 0 0 0

B0067 Group B8 Day 1 Pre-dose D3 5 ug Yes 25-MAY-2018 14:11 0 0 0

B0067 Group B8 Day 1 10 min D1 5 ug Yes 25-MAY-2018 15:28 2 1 3

B0067 Group B8 Day 1 10 min D2 5 ug Yes 25-MAY-2018 15:28 2 1 3

B0067 Group B8 Day 1 10 min D3 5 ug Yes 25-MAY-2018 15:28 2 1 3
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0067 Group B8 Day 1 1 hour D1 5 ug Yes 25-MAY-2018 16:18 2 1 3

B0067 Group B8 Day 1 1 hour D2 5 ug Yes 25-MAY-2018 16:18 2 1 3

B0067 Group B8 Day 1 1 hour D3 5 ug Yes 25-MAY-2018 16:18 2 1 3

B0067 Group B8 Day 1 2 hour D1 5 ug Yes 25-MAY-2018 17:18 2 1 3

B0067 Group B8 Day 1 2 hour D2 5 ug Yes 25-MAY-2018 17:18 2 1 3

B0067 Group B8 Day 1 2 hour D3 5 ug Yes 25-MAY-2018 17:18 2 1 3

B0067 Group B8 Day 2 D1 5 ug Yes 26-MAY-2018 09:01 3 1 4

B0067 Group B8 Day 2 D2 5 ug Yes 26-MAY-2018 09:01 3 2 5

B0O067 Group B8 Day 2 D3 5 ug Yes 26-MAY-2018 09:01 3 1 4

B0067 Group B8 Unscheduled D1 5 ug Yes 26-MAY-2018 09:22 2 0 2 MO notifies
as repeat

B0067 Group B8 Unscheduled D2 5 ug Yes 26-MAY-2018 09:24 2 2 4 MO notifies
as repeat

B0067 Group B8 Unscheduled D3 5 ug Yes 26-MAY-2018 09:26 2 2 4 MO notifies
as repeat

B0067 Group B8 Day 4 D1 5 ug Yes 28-MAY-2018 17:15 2 0 2

B0067 Group B8 Day 4 D2 5 ug Yes 28-MAY-2018 17:15 2 0 2
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0067 Group B8 Day 4 D3 5 ug Yes 28-MAY-2018 17:15 2 0 2

B0067 Group B8 Day 8 D1 5 ug Yes 02-JUN-2018 08:39 0 0 0

B0067 Group B8 Day 8 D2 5 ug Yes 02-JUN-2018 08:39 0 0 0

B0067 Group B8 Day 8 D3 5 ug Yes 02-JUN-2018 08:39 0 0 0

B0067 Group B8 Day 22 D1 5 ug Yes 15-JUN-2018 14:05 0 0 0

B0067 Group B8 Day 22 D2 5 ug Yes 15-JUN-2018 14:05 0 0 0

B0067 Group B8 Day 22 D3 5 ug Yes 15-JUN-2018 14:05 0 0 0

B0067 Group B8 EOS/ET (Day 61) D1 5 ug Yes 25-JUL-2018 17:54 0 0 0

B0067 Group B8 EOS/ET (Day 61) D2 5 ug Yes 25-JUL-2018 17:54 0 0 0

B0067 Group B8 EOS/ET (Day 61) D3 5 ug Yes 25-JUL-2018 17:54 0 0 0

B0068 Group B5 Day 1 Pre-dose F1 uncoated Yes 25-MAY-2018 14:21 0 0 0

B0068 Group B5 Day 1 Pre-dose F2 5 ug Yes 25-MAY-2018 14:21 0 0 0

B0068 Group B5 Day 1 Pre-dose F3 uncoated Yes 25-MAY-2018 14:21 0 0 0

B0068 Group B5 Day 1 10 min F1 uncoated Yes 25-MAY-2018 15:36 2 1 3

B0068 Group B5 Day 1 10 min F2 5 ug Yes 25-MAY-2018 15:36 2 1 3

B0068 Group B5 Day 1 10 min F3 uncoated Yes 25-MAY-2018 15:36 2 1 3

B0068 Group B5 Day 1 1 hour F1 uncoated Yes 25-MAY-2018 17:00 2 1 3
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0068 Group B5 Day 1 1 hour F2 5 ug Yes 25-MAY-2018 17:00 2 2 4

B0068 Group B5 Day 1 1 hour F3 uncoated Yes 25-MAY-2018 17:00 2 2 4

B0068 Group B5 Day 1 2 hour F1 uncoated Yes 25-MAY-2018 18:00 2 1 3

B0068 Group B5 Day 1 2 hour F2 5 ug Yes 25-MAY-2018 18:00 2 2 4

B0068 Group B5 Day 1 2 hour F3 uncoated Yes 25-MAY-2018 18:00 2 1 3

B0068 Group B5 Day 8 F1 uncoated Yes 01-JUN-2018 09:58 0 0 0

B0068 Group B5 Day 8 F2 5 ug Yes 01-JUN-2018 09:58 3 1 4

B0068 Group B5 Day 8 F3 uncoated Yes 01-JUN-2018 09:58 0 0 0

B0O068 Group B5 Day 22 F1 uncoated Yes 16-JUN-2018 08:13 0 0 0

B0068 Group B5 Day 22 F2 5 ug Yes 16-JUN-2018 08:13 0 0 0

B0068 Group B5 Day 22 F3 uncoated Yes 16-JUN-2018 08:13 0 0 0

B0068 Group B5 EOS/ET (Day 61) F1 uncoated Yes 24-JUL-2018 10:46 0 0 0

B0068 Group B5 EOS/ET (Day 61) F2 5 ug Yes 24-JUL-2018 10:46 0 0 0

B0068 Group B5 EOS/ET (Day 61) F3 uncoated Yes 24-JUL-2018 10:46 0 0 0

B0069 Group B7 Day 1 Pre-dose F1 uncoated Yes 01-JUN-2018 11:10 0 0 0

B0069 Group B7 Day 1 Pre-dose F2 uncoated Yes 01-JUN-2018 11:10 0 0 0

B0069 Group B7 Day 1 Pre-dose F3 uncoated Yes 01-JUN-2018 11:10 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0069 Group B7 Day 1 10 min F1 uncoated Yes 01-JUN-2018 12:20 2 1 3

B0069 Group B7 Day 1 10 min F2 uncoated Yes 01-JUN-2018 12:20 2 0 2

B0069 Group B7 Day 1 10 min F3 uncoated Yes 01-JUN-2018 12:20 2 0 2

B0069 Group B7 Day 1 1 hour F1 uncoated Yes 01-JUN-2018 13:08 2 1 3

B0069 Group B7 Day 1 1 hour F2 uncoated Yes 01-JUN-2018 13:08 2 1 3

B0069 Group B7 Day 1 1 hour F3 uncoated Yes 01-JUN-2018 13:08 2 1 3

B0069 Group B7 Day 1 2 hour F1 uncoated Yes 01-JUN-2018 14:02 2 0 2

B0069 Group B7 Day 1 2 hour F2 uncoated Yes 01-JUN-2018 14:02 2 1 3

B0069 Group B7 Day 1 2 hour F3 uncoated Yes 01-JUN-2018 14:02 2 1 3

B0069 Group B7 Day 2 F1 uncoated Yes 02-JUN-2018 14:35 2 0 2

B0069 Group B7 Day 2 F2 uncoated Yes 02-JUN-2018 14:35 2 0 2

B0069 Group B7 Day 2 F3 uncoated Yes 02-JUN-2018 14:35 2 0 2

B0069 Group B7 Day 4 F1 uncoated Yes 04-JUN-2018 11:03 2 1 3

B0069 Group B7 Day 4 F2 uncoated Yes 04-JUN-2018 11:03 2 1 3

B0O069 Group B7 Day 4 F3 uncoated Yes 04-JUN-2018 11:03 2 1 3

B0O069 Group B7 Day 8 F1 uncoated Yes 08-JUN-2018 13:54 0 0 0

B0069 Group B7 Day 8 F2 uncoated Yes 08-JUN-2018 13:54 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0069 Group B7 Day 8 F3 uncoated Yes 08-JUN-2018 13:54 0 0 0

B0069 Group B7 Day 22 F1 uncoated Yes 22-JUN-2018 10:12 0 0 0

B0O069 Group B7 Day 22 F2 uncoated Yes 22-JUN-2018 10:12 0 0 0

B0069 Group B7 Day 22 F3 uncoated Yes 22-JUN-2018 10:12 0 0 0

B0069 Group B7 EOS/ET (Day 61) F1 uncoated Yes 31-JUL-2018 10:44 0 0 0

B0069 Group B7 EOS/ET (Day 61) F2 uncoated Yes 31-JUL-2018 10:44 0 0 0

B0069 Group B7 EOS/ET (Day 61) F3 uncoated Yes 31-JUL-2018 10:44 0 0 0

B0070 Group B9 Day 1 Pre-dose D1 [IM] Yes 01-JUN-2018 10:53 0 0 0

B0070 Group B9 Day 1 10 min D1 [IM] Yes 01-JUN-2018 11:31 0 0 0

B0070 Group B9 Day 1 1 hour D1 [IM] Yes 01-JUN-2018 12:21 0 0 0

B0070 Group B9 Day 1 2 hour D1 [IM] Yes 01-JUN-2018 13:22 0 0 0

B0070 Group B9 Day 2 D1 [IM] Yes 02-JUN-2018 11:583 0 0 0

B0070 Group B9 Day 4 D1 [IM] Yes 04-JUN-2018 12:22 0 0 0

B0070 Group B9 Day 8 D1 [IM] Yes 08-JUN-2018 10:14 0 0 0

B0070 Group B9 Day 22 D1 [IM] Yes 22-JUN-2018 10:14 0 0 0

B0070 Group B9 EOS/ET (Day 61) D1 [IM] Yes 04-JUL-2018 12:02 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BOO71 Group B4 Day 1 Pre-dose F1 5 ug Yes 01-JUN-2018 10:55 0 0 0

B0071 Group B4 Day 1 Pre-dose F2 uncoated Yes 01-JUN-2018 10:55 0 0 0

BOO71 Group B4 Day 1 Pre-dose F3 5 ug Yes 01-JUN-2018 10:55 0 0 0

B0071 Group B4 Day 1 10 min F1 5 ug Yes 01-JUN-2018 11:50 2 1 3

BOO71 Group B4 Day 1 10 min F2 uncoated Yes 01-JUN-2018 11:50 2 1 3

BOO71 Group B4 Day 1 10 min F3 5 ug Yes 01-JUN-2018 11:50 2 1 3

B0071 Group B4 Day 1 1 hour F1 5 ug Yes 01-JUN-2018 12:38 1 1 2

B0OO71 Group B4 Day 1 1 hour F2 uncoated Yes 01-JUN-2018 12:38 1 1 2

BOO71 Group B4 Day 1 1 hour F3 5 ug Yes 01-JUN-2018 12:38 1 1 2

B0071 Group B4 Day 1 2 hour F1 5 ug Yes 01-JUN-2018 13:38 1 2 3

B0OO71 Group B4 Day 1 2 hour F2 uncoated Yes 01-JUN-2018 13:38 1 2 3

BOO71 Group B4 Day 1 2 hour F3 5 ug Yes 01-JUN-2018 13:38 1 2 3

B0OO71 Group B4 Day 2 F1 5 ug Yes 02-JUN-2018 12:32 2 2 4

B0071 Group B4 Day 2 F2 uncoated Yes 02-JUN-2018 12:32 2 1 3

B0071 Group B4 Day 2 F3 5 ug Yes 02-JUN-2018 12:32 3 1 4

BOO71 Group B4 Day 4 F1 5 ug Yes 04-JUN-2018 12:06 2 1 3

B0071 Group B4 Day 4 F2 uncoated Yes 04-JUN-2018 12:06 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0071 Group B4 Day 4 F3 5 ug Yes 04-JUN-2018 12:06 2 1 3

B0071 Group B4 Day 8 F1 5 ug Yes 08-JUN-2018 08:20 0 0 0

BOO71 Group B4 Day 8 F2 uncoated Yes 08-JUN-2018 08:20 0 0 0

B0O071 Group B4 Day 8 F3 5 ug Yes 08-JUN-2018 08:20 2 0 2

B0071 Group B4 Day 22 F1 5 ug Yes 22-JUN-2018 13:33 0 0 0

BOO71 Group B4 Day 22 F2 uncoated Yes 22-JUN-2018 13:33 0 0 0

B0O071 Group B4 Day 22 F3 5 ug Yes 22-JUN-2018 13:33 0 0 0

B0O071 Group B4 EOS/ET (Day 61) F1 5 ug Yes 31-JUL-2018 (09:33 0 0 0

B0071 Group B4 EOS/ET (Day 61) F2 uncoated Yes 31-JUL-2018 09:33 0 0 0

B0O071 Group B4 EOS/ET (Day 61) F3 5 ug Yes 31-JUL-2018 (09:33 0 0 0

B0072 Group B3 Day 1 Pre-dose F1 5 ug Yes 01-JUN-2018 11:00 0 0 0

B0072 Group B3 Day 1 Pre-dose F2 5 ug Yes 01-JUN-2018 11:00 0 0 0

B0072 Group B3 Day 1 Pre-dose F3 5 ug Yes 01-JUN-2018 11:00 0 0 0

B0072 Group B3 Day 1 10 min F1 5 ug Yes 01-JUN-2018 12:00 2 1 3

B0072 Group B3 Day 1 10 min F2 5 ug Yes 01-JUN-2018 12:00 2 1 3

B0072 Group B3 Day 1 10 min F3 5 ug Yes 01-JUN-2018 12:00 2 0 2

B0072 Group B3 Day 1 1 hour F1 5 ug Yes 01-JUN-2018 12:48 1 1 2
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0072 Group B3 Day 1 1 hour F2 5 ug Yes 01-JUN-2018 12:48 1 1 2

B0072 Group B3 Day 1 1 hour F3 5 ug Yes 01-JUN-2018 12:48 1 2 3

B0072 Group B3 Day 1 2 hour F1 5 ug Yes 01-JUN-2018 13:45 2 2 4

B0072 Group B3 Day 1 2 hour F2 5 ug Yes 01-JUN-2018 13:45 2 3 5

B0072 Group B3 Day 1 2 hour F3 5 ug Yes 01-JUN-2018 13:45 2 3 5

B0072 Group B3 Unscheduled F2 5 ug Yes 01-JUN-2018 13:48 2 2 4 MO notifies

as repeat
B0072 Group B3 Unscheduled F3 5 ug Yes 01-JUN-2018 13:48 2 3 5 MO notifies
as repeat

B0072 Group B3 Day 2 F1 5 ug Yes 02-JUN-2018 12:36 3 1 4

B0072 Group B3 Day 2 F2 5 ug Yes 02-JUN-2018 12:36 3 2 5

B0072 Group B3 Day 2 F3 5 ug Yes 02-JUN-2018 12:36 3 2 5

B0072 Group B3 Day 4 F1 5 ug Yes 04-JUN-2018 12:25 3 0 3

B0072 Group B3 Day 4 F2 5 ug Yes 04-JUN-2018 12:25 3 1 4

B0072 Group B3 Day 4 F3 5 ug Yes 04-JUN-2018 12:25 3 1 4

B0072 Group B3 Day 8 F1 5 ug Yes 08-JUN-2018 13:46 0 0 0

B0072 Group B3 Day 8 F2 5 ug Yes 08-JUN-2018 13:46 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

Treatments Part A:
Treatments Part B:

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Quad (UA)

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
15 ug, as 2018 Afluria

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0072 Group B3 Day 8 F3 5 ug Yes 08-JUN-2018 13:46 0 0 0

B0072 Group B3 Day 22 F1 5 ug Yes 22-JUN-2018 12:36 0 0 0

B0072 Group B3 Day 22 F2 5 ug Yes 22-JUN-2018 12:36 0 0 0

B0072 Group B3 Day 22 F3 5 ug Yes 22-JUN-2018 12:36 0 0 0

B0072 Group B3 EOS/ET (Day 61) F1 5 ug Yes 31-JUL-2018 12:14 0 0 0

B0072 Group B3 EOS/ET (Day 61) F2 5 ug Yes 31-JUL-2018 12:14 0 0 0

B0072 Group B3 EOS/ET (Day 61) F3 5 ug Yes 31-JUL-2018 12:14 0 0 0

B0073 Group B6 Day 1 Pre-dose F1 uncoated Yes 01-JUN-2018 11:04 0 0 0

B0O073 Group B6 Day 1 Pre-dose F2 2.5 ug Yes 01-JUN-2018 11:04 0 0 0

B0O073 Group B6 Day 1 Pre-dose F3 uncoated Yes 01-JUN-2018 11:04 0 0 0

B0O073 Group B6 Day 1 10 min F1 uncoated Yes 01-JUN-2018 12:09 2 0 2

B0O073 Group B6 Day 1 10 min F2 2.5 ug Yes 01-JUN-2018 12:09 2 1 3

B0O073 Group B6 Day 1 10 min F3 uncoated Yes 01-JUN-2018 12:09 2 0 2

B0073 Group B6 Day 1 1 hour F1 uncoated Yes 01-JUN-2018 12:58 1 0 1

B0O073 Group B6 Day 1 1 hour F2 2.5 ug Yes 01-JUN-2018 12:58 2 2 4

B0O073 Group B6 Day 1 1 hour F3 uncoated Yes 01-JUN-2018 12:58 2 1 3

B0O073 Group B6 Day 1 2 hour F1 uncoated Yes 01-JUN-2018 13:50 2 0 2
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0073 Group B6 Day 1 2 hour F2 2.5 ug Yes 01-JUN-2018 13:50 2 3 5

B0073 Group B6 Day 1 2 hour F3 uncoated Yes 01-JUN-2018 13:50 2 2 4

B0073 Group B6 Unscheduled F2 2.5 ug Yes 01-JUN-2018 14:10 2 3 5 MO notifies

as repeat

B0073 Group B6 Day 2 F1 uncoated Yes 02-JUN-2018 12:42 3 1 4

B0073 Group B6 Day 2 F2 2.5 ug Yes 02-JUN-2018 12:42 3 2 5

B0O073 Group B6 Day 2 F3 uncoated Yes 02-JUN-2018 12:42 3 1 4

B0O073 Group B6 Day 4 F1 uncoated Yes 04-JUN-2018 13:55 0 0 0

B0073 Group B6 Day 4 F2 2.5 ug Yes 04-JUN-2018 13:55 2 1 3

B0O073 Group B6 Day 4 F3 uncoated Yes 04-JUN-2018 13:55 1 1 2

B0073 Group B6 Day 8 F1 uncoated Yes 08-JUN-2018 12:32 0 0 0

B0073 Group B6 Day 8 F2 2.5 ug Yes 08-JUN-2018 12:32 0 0 0

B0O073 Group B6 Day 8 F3 uncoated Yes 08-JUN-2018 12:32 0 0 0

B0073 Group B6 Day 22 F1 uncoated Yes 22-JUN-2018 14:22 0 0 0

B0O073 Group B6 Day 22 F2 2.5 ug Yes 22-JUN-2018 14:22 0 0 0

B0O073 Group B6 Day 22 F3 uncoated Yes 22-JUN-2018 14:22 0 0 0

B0O073 Group B6 EOS/ET (Day 61) F1 uncoated Yes 31-JUL-2018 11:30 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0073 Group B6 EOS/ET (Day 61) F2 2.5 ug Yes 31-JUL-2018 11:30 0 0 0

B0073 Group B6 EOS/ET (Day 61) F3 uncoated Yes 31-JUL-2018 11:30 0 0 0

B0074 Group B9 Day 1 Pre-dose D1 [IM] Yes 01-JUN-2018 10:51 0 0 0

B0074 Group B9 Day 1 10 min D1 [IM] Yes 01-JUN-2018 11:13 0 0 0

B0074 Group B9 Day 1 1 hour D1 [IM] Yes 01-JUN-2018 12:03 0 0 0

B0074 Group B9 Day 1 2 hour D1 [IM] Yes 01-JUN-2018 13:08 0 0 0

B0074 Group B9 Day 2 D1 [IM] Yes 02-JUN-2018 11:05 0 0 0

B0074 Group B9 Day 4 D1 [IM] Yes 04-JUN-2018 15:02 0 0 0

B0074 Group B9 Day 8 D1 [IM] Yes 08-JUN-2018 12:08 0 0 0

B0074 Group B9 Day 22 D1 [IM] Yes 22-JUN-2018 11:56 0 0 0

B0074 Group B9 EOS/ET (Day 61) D1 [IM] Yes 31-JUL-2018 16:43 0 0 0

B0O075 Group B3 Day 1 Pre-dose F1 5 ug Yes 01-JUN-2018 11:17 0 0 0

B0O075 Group B3 Day 1 Pre-dose F2 5 ug Yes 01-JUN-2018 11:17 0 0 0

B0075 Group B3 Day 1 Pre-dose F3 5 ug Yes 01-JUN-2018 11:17 0 0 0

B0075 Group B3 Day 1 10 min F1 5 ug Yes 01-JUN-2018 12:30 2 0 2

B0075 Group B3 Day 1 10 min F2 5 ug Yes 01-JUN-2018 12:30 2 0 2
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0075 Group B3 Day 1 10 min F3 5 ug Yes 01-JUN-2018 12:30 2 0 2

B0075 Group B3 Day 1 1 hour F1 5 ug Yes 01-JUN-2018 13:18 1 1 2

B0075 Group B3 Day 1 1 hour F2 5 ug Yes 01-JUN-2018 13:18 2 1 3

B0075 Group B3 Day 1 1 hour F3 5 ug Yes 01-JUN-2018 13:18 2 1 3

B0075 Group B3 Day 1 2 hour F1 5 ug Yes 01-JUN-2018 14:02 2 2 4

B0075 Group B3 Day 1 2 hour F2 5 ug Yes 01-JUN-2018 14:02 2 2 4

B0075 Group B3 Day 1 2 hour F3 5 ug Yes 01-JUN-2018 14:02 2 2 4

B0075 Group B3 Day 2 F1 5 ug Yes 02-JUN-2018 08:28 3 1 4

B0O075 Group B3 Day 2 F2 5 ug Yes 02-JUN-2018 08:28 3 1 4

B0075 Group B3 Day 2 F3 5 ug Yes 02-JUN-2018 08:28 3 1 4

B0075 Group B3 Day 4 F1 5 ug Yes 04-JUN-2018 08:53 2 2 4

B0075 Group B3 Day 4 F2 5 ug Yes 04-JUN-2018 08:53 2 2 4

B0075 Group B3 Day 4 F3 5 ug Yes 04-JUN-2018 08:53 2 2 4

B0075 Group B3 Day 8 F1 5 ug Yes 08-JUN-2018 12:42 0 0 0

B0075 Group B3 Day 8 F2 5 ug Yes 08-JUN-2018 12:42 0 0 0

B0075 Group B3 Day 8 F3 5 ug Yes 08-JUN-2018 12:42 0 1 1

B0075 Group B3 Day 22 F1 5 ug Yes 22-JUN-2018 13:36 2 0 2
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Response Key: 0 -
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3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O075 Group B3 Day 22 F2 5 ug Yes 22-JUN-2018 13:36 2 0 2

B0075 Group B3 Day 22 F3 5 ug Yes 22-JUN-2018 13:36 2 0 2

B0075 Group B3 EOS/ET (Day 61) F1 5 ug Yes 31-JUL-2018 08:27 0 0 0

B0O075 Group B3 EOS/ET (Day 61) F2 5 ug Yes 31-JUL-2018 08:27 0 0 0

B0075 Group B3 EOS/ET (Day 61) F3 5 ug Yes 31-JUL-2018 08:27 0 0 0

B0O077 Group B4 Day 1 Pre-dose F1 5 ug Yes 01-JUN-2018 11:27 0 0 0

B0O077 Group B4 Day 1 Pre-dose F2 uncoated Yes 01-JUN-2018 11:27 0 0 0

B0077 Group B4 Day 1 Pre-dose F3 5 ug Yes 01-JUN-2018 11:27 0 0 0

B0O077 Group B4 Day 1 10 min F1 5 ug Yes 01-JUN-2018 12:38 2 1 3

B0O077 Group B4 Day 1 10 min F2 uncoated Yes 01-JUN-2018 12:38 2 0 2

B0O077 Group B4 Day 1 10 min F3 5 ug Yes 01-JUN-2018 12:38 2 1 3

B0O077 Group B4 Day 1 1 hour F1 5 ug Yes 01-JUN-2018 1 1 2

B0O077 Group B4 Day 1 1 hour F2 uncoated Yes 01-JUN-2018 1 1 2

B0O077 Group B4 Day 1 1 hour F3 5 ug Yes 01-JUN-2018 1 1 2

B0077 Group B4 Day 1 2 hour F1 5 ug Yes 01-JUN-2018 14:21 2 1 3

B0077 Group B4 Day 1 2 hour F2 uncoated Yes 01-JUN-2018 14:21 2 1 3

B0077 Group B4 Day 1 2 hour F3 5 ug Yes 01-JUN-2018 14:21 2 1 3
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Response Key: 0 -
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0077 Group B4 Day 2 F1 5 ug Yes 02-JUN-2018 14:46 2 1 3

B0O0O77 Group B4 Day 2 F2 uncoated Yes 02-JUN-2018 14:46 1 0 1

B0077 Group B4 Day 2 F3 5 ug Yes 02-JUN-2018 14:46 2 0 2

B0077 Group B4 Day 4 F1 5 ug Yes 04-JUN-2018 08:45 3 3 6

B0O077 Group B4 Day 4 F2 uncoated Yes 04-JUN-2018 08:45 2 1 3

B0077 Group B4 Day 4 F3 5 ug Yes 04-JUN-2018 08:45 3 3 6

B0077 Group B4 Day 8 F1 5 ug Yes 08-JUN-2018 19:01 1 0 1

B0O077 Group B4 Day 8 F2 uncoated Yes 08-JUN-2018 19:01 0 0 0

B0077 Group B4 Day 8 F3 5 ug Yes 08-JUN-2018 19:01 1 0 1

B0O077 Group B4 Unscheduled F1 5 ug Yes 08-JUN-2018 19:15 0 0 0 MO notifies
as repeat

B0077 Group B4 Unscheduled F2 uncoated Yes 08-JUN-2018 19:15 0 0 0 MO notifies
as repeat

B0O077 Group B4 Unscheduled F3 5 ug Yes 08-JUN-2018 19:15 0 0 0 MO notifies
as repeat

B0077 Group B4 Day 22 F1 5 ug Yes 22-JUN-2018 14:47 0 0 0

B0077 Group B4 Day 22 F2 uncoated Yes 22-JUN-2018 14:47 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0077 Group B4 Day 22 F3 5 ug Yes 22-JUN-2018 14:47 0 0 0

B0077 Group B4 EOS/ET (Day 61) F1 5 ug Yes 30-JUL-2018 15:32 0 0 0

B0077 Group B4 EOS/ET (Day 61) F2 uncoated Yes 30-JUL-2018 15:32 0 0 0

B0077 Group B4 EOS/ET (Day 61) F3 5 ug Yes 30-JUL-2018 15:32 0 0 0

B0078 Group B8 Day 1 Pre-dose D1 5 ug Yes 01-JUN-2018 11:37 0 0 0

B0O078 Group B8 Day 1 Pre-dose D2 5 ug Yes 01-JUN-2018 11:37 0 0 0

B0O078 Group B8 Day 1 Pre-dose D3 5 ug Yes 01-JUN-2018 11:37 0 0 0

B0078 Group B8 Day 1 10 min D1 5 ug Yes 01-JUN-2018 12:48 2 1 3

B0078 Group B8 Day 1 10 min D2 5 ug Yes 01-JUN-2018 12:48 2 1 3

B0078 Group B8 Day 1 10 min D3 5 ug Yes 01-JUN-2018 12:48 2 1 3

B0O078 Group B8 Day 1 1 hour D1 5 ug Yes 01-JUN-2018 13:38 1 2 3

B0078 Group B8 Day 1 1 hour D2 5 ug Yes 01-JUN-2018 13:38 1 2 3

B0078 Group B8 Day 1 1 hour D3 5 ug Yes 01-JUN-2018 13:38 1 2 3

B0078 Group B8 Day 1 2 hour D1 5 ug Yes 01-JUN-2018 14:30 2 1 3

B0078 Group B8 Day 1 2 hour D2 5 ug Yes 01-JUN-2018 14:30 2 2 4

B0078 Group B8 Day 1 2 hour D3 5 ug Yes 01-JUN-2018 14:30 2 2 4

B0078 Group B8 Day 2 D1 5 ug Yes 02-JUN-2018 10:22 3 1 4
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0078 Group B8 Day 2 D2 5 ug Yes 02-JUN-2018 10:22 3 1 4

B0078 Group B8 Day 2 D3 5 ug Yes 02-JUN-2018 10:22 3 1 4

B0078 Group B8 Day 4 D1 5 ug Yes 04-JUN-2018 11:32 2 3 5

B0078 Group B8 Day 4 D2 5 ug Yes 04-JUN-2018 11:32 2 3 5

B0O078 Group B8 Day 4 D3 5 ug Yes 04-JUN-2018 11:32 2 3 5

B0078 Group B8 Day 8 D1 5 ug Yes 08-JUN-2018 11:01 0 0 0

B0078 Group B8 Day 8 D2 5 ug Yes 08-JUN-2018 11:01 1 0 1

B0078 Group B8 Day 8 D3 5 ug Yes 08-JUN-2018 11:01 1 0 1

B0078 Group B8 Day 22 D1 5 ug Yes 22-JUN-2018 12:183 0 0 0

B0078 Group B8 Day 22 D2 5 ug Yes 22-JUN-2018 12:13 0 0 0

B0078 Group B8 Day 22 D3 5 ug Yes 22-JUN-2018 12:13 0 0 0

B0078 Group B8 EOS/ET (Day 61) D1 5 ug Yes 06-AUG-2018 18:01 0 0 0

B0078 Group B8 EOS/ET (Day 61) D2 5 ug Yes 06-AUG-2018 18:01 0 0 0

B0078 Group B8 EOS/ET (Day 61) D3 5 ug Yes 06-AUG-2018 18:01 0 0 0

B0079 Group B6 Day 1 Pre-dose F1 uncoated Yes 01-JUN-2018 11:43 0 0 0

B0O079 Group B6 Day 1 Pre-dose F2 2.5 ug Yes 01-JUN-2018 11:43 0 0 0

B0079 Group B6 Day 1 Pre-dose F3 uncoated Yes 01-JUN-2018 11:43 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O079 Group B6 Day 1 10 min F1 uncoated Yes 01-JUN-2018 12:59 2 0 2

B0079 Group B6 Day 1 10 min F2 2.5 ug Yes 01-JUN-2018 12:59 2 1 3

B0079 Group B6 Day 1 10 min F3 uncoated Yes 01-JUN-2018 12:59 2 1 3

B0O079 Group B6 Day 1 1 hour F1 uncoated Yes 01-JUN-2018 13:48 2 1 3

B0079 Group B6 Day 1 1 hour F2 2.5 ug Yes 01-JUN-2018 13:48 2 1 3

B0O079 Group B6 Day 1 1 hour F3 uncoated Yes 01-JUN-2018 13:48 1 1 2

B0O079 Group B6 Day 1 2 hour F1 uncoated Yes 01-JUN-2018 14:43 2 2 4

B0079  Group B6 Day 1 2 hour F2 2.5 ug Yes 01-JUN-2018 14:43 2 3 5

B0079 Group B6 Day 1 2 hour F3 uncoated Yes 01-JUN-2018 14:43 2 3 5

B0079  Group B6 Day 2 F1 uncoated Yes 02-JUN-2018 11:15 2 0 2

B0079  Group B6 Day 2 F2 2.5 ug Yes 02-JUN-2018 11:15 2 2 4

B0O079 Group B6 Day 2 F3 uncoated Yes 02-JUN-2018 11:15 2 0 2

B0079 Group B6 Day 4 F1 uncoated Yes 04-JUN-2018 11:283 1 2 3

B0079  Group B6 Day 4 F2 2.5 ug Yes 04-JUN-2018 11:23 2 3 5

B0079 Group B6 Day 4 F3 uncoated Yes 04-JUN-2018 11:23 1 1 2

B0079 Group B6 Day 8 F1 uncoated Yes 08-JUN-2018 12:00 2 0 2

B0079  Group B6 Day 8 F2 2.5 ug Yes 08-JUN-2018 12:00 3 0 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0079 Group B6 Day 8 F3 uncoated Yes 08-JUN-2018 12:00 0 0 0

B0079 Group B6 Day 22 F1 uncoated Yes 22-JUN-2018 12:02 0 0 0

B0079 Group B6 Day 22 F2 2.5 ug Yes 22-JUN-2018 12:02 0 0 0

B0079 Group B6 Day 22 F3 uncoated Yes 22-JUN-2018 12:02 0 0 0

B0079 Group B6 EOS/ET (Day 61) F1 uncoated Yes 31-JUL-2018 12:20 0 0 0

B0079 Group B6 EOS/ET (Day 61) F2 2.5 ug Yes 31-JUL-2018 12:20 0 0 0

B0079 Group B6 EOS/ET (Day 61) F3 uncoated Yes 31-JUL-2018 12:20 0 0 0

B0081 Group B6 Day 1 Pre-dose F1 2.5 ug Yes 01-JUN-2018 12:00 0 0 0

B0081 Group B6 Day 1 Pre-dose F2 uncoated Yes 01-JUN-2018 12:00 0 0 0

B0O081 Group B6 Day 1 Pre-dose F3 uncoated Yes 01-JUN-2018 12:00 0 0 0

B0O081 Group B6 Day 1 10 min F1 2.5 ug Yes 01-JUN-2018 13:09 2 1 3

B0081 Group B6 Day 1 10 min F2 uncoated Yes 01-JUN-2018 13:09 2 1 3

B0081 Group B6 Day 1 10 min F3 uncoated Yes 01-JUN-2018 13:09 2 1 3

B0O081 Group B6 Day 1 1 hour F1 2.5 ug Yes 01-JUN-2018 13:58 2 1 3

B0081 Group B6 Day 1 1 hour F2 uncoated Yes 01-JUN-2018 13:58 2 1 3

B0081 Group B6 Day 1 1 hour F3 uncoated Yes 01-JUN-2018 13:58 2 1 3

B0081 Group B6 Day 1 2 hour F1 2.5 ug Yes 01-JUN-2018 14:53 3 3 6
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O081 Group B6 Day 1 2 hour F2 uncoated Yes 01-JUN-2018 14:53 3 3 6

B0081 Group B6 Day 1 2 hour F3 uncoated Yes 01-JUN-2018 14:53 3 3 6

B0081 Group B6 Day 2 F1 2.5 ug Yes 02-JUN-2018 13:40 3 1 4

B0081 Group B6 Day 2 F2 uncoated Yes 02-JUN-2018 13:40 3 1 4

B0O081 Group B6 Day 2 F3 uncoated Yes 02-JUN-2018 13:40 3 0 3

B0081 Group B6 Day 4 F1 2.5 ug Yes 04-JUN-2018 14:21 0 0 0

B0O081 Group B6 Day 4 F2 uncoated Yes 04-JUN-2018 14:21 0 0 0

B0O081 Group B6 Day 4 F3 uncoated Yes 04-JUN-2018 14:21 0 0 0

B0081 Group B6 Day 8 F1 2.5 ug Yes 08-JUN-2018 15:15 0 0 0

B0081 Group B6 Day 8 F2 uncoated Yes 08-JUN-2018 15:15 0 0 0

B0081 Group B6 Day 8 F3 uncoated Yes 08-JUN-2018 15:15 0 0 0

B0081 Group B6 Day 22 F1 2.5 ug Yes 23-JUN-2018 10:07 0 0 0

B0O081 Group B6 Day 22 F2 uncoated Yes 23-JUN-2018 10:07 0 0 0

B0081 Group B6 Day 22 F3 uncoated Yes 23-JUN-2018 10:07 0 0 0

B0081 Group B6 EOS/ET (Day 61) F1 2.5 ug Yes 31-JUL-2018 13:51 0 0 0

B0081 Group B6 EOS/ET (Day 61) F2 uncoated Yes 31-JUL-2018 13:51 0 0 0

B0081 Group B6 EOS/ET (Day 61) F3 uncoated Yes 31-JUL-2018 13:51 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0082 Group B3 Day 1 Pre-dose F1 5 ug Yes 01-JUN-2018 13:08 0 0 0

B0082 Group B3 Day 1 Pre-dose F2 5 ug Yes 01-JUN-2018 13:08 0 0 0

B0082 Group B3 Day 1 Pre-dose F3 5 ug Yes 01-JUN-2018 13:08 0 0 0

B0082 Group B3 Day 1 10 min F1 5 ug Yes 01-JUN-2018 13:38 2 1 3

B0082 Group B3 Day 1 10 min F2 5 ug Yes 01-JUN-2018 13:38 2 1 3

B0082 Group B3 Day 1 10 min F3 5 ug Yes 01-JUN-2018 13:38 2 1 3

B0082 Group B3 Day 1 1 hour F1 5 ug Yes 01-JUN-2018 14:28 2 1 3

B0082 Group B3 Day 1 1 hour F2 5 ug Yes 01-JUN-2018 14:28 2 1 3

B0082 Group B3 Day 1 1 hour F3 5 ug Yes 01-JUN-2018 14:28 2 1 3

B0082 Group B3 Day 1 2 hour F1 5 ug Yes 01-JUN-2018 15:20 1 1 2

B0082 Group B3 Day 1 2 hour F2 5 ug Yes 01-JUN-2018 15:20 2 2 4

B0082 Group B3 Day 1 2 hour F3 5 ug Yes 01-JUN-2018 15:20 2 1 3

B0082 Group B3 Day 2 F1 5 ug Yes 02-JUN-2018 11:47 3 4 7

B0082 Group B3 Day 2 F2 5 ug Yes 02-JUN-2018 11:47 3 4 7

B0082 Group B3 Day 2 F3 5 ug Yes 02-JUN-2018 11:47 3 4 7

B0082 Group B3 Day 4 F1 5 ug Yes 04-JUN-2018 16:35 3 1 4

B0082 Group B3 Day 4 F2 5 ug Yes 04-JUN-2018 16:35 2 1 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0082 Group B3 Day 4 F3 5 ug Yes 04-JUN-2018 16:35 3 1 4

B0082 Group B3 Day 8 F1 5 ug Yes 08-JUN-2018 14:25 0 0 0

B0082 Group B3 Day 8 F2 5 ug Yes 08-JUN-2018 14:25 0 1 1

B0082 Group B3 Day 8 F3 5 ug Yes 08-JUN-2018 14:25 0 1 1

B0082 Group B3 Day 22 F1 5 ug Yes 22-JUN-2018 13:47 0 1 1

B0082 Group B3 Day 22 F2 5 ug Yes 22-JUN-2018 13:47 0 0 0

B0082 Group B3 Day 22 F3 5 ug Yes 22-JUN-2018 13:47 0 0 0

B0082 Group B3 EOS/ET (Day 61) F1 5 ug Yes 31-JUL-2018 15:19 0 0 0

B0082 Group B3 EOS/ET (Day 61) F2 5 ug Yes 31-JUL-2018 15:19 0 1 1

B0082 Group B3 EOS/ET (Day 61) F3 5 ug Yes 31-JUL-2018 15:19 0 0 0

B0083 Group B8 Day 1 Pre-dose D1 5 ug Yes 01-JUN-2018 13:17 0 0 0

B0O083 Group B8 Day 1 Pre-dose D2 5 ug Yes 01-JUN-2018 13:17 0 0 0

B0O083 Group B8 Day 1 Pre-dose D3 5 ug Yes 01-JUN-2018 13:17 0 0 0

B0083 Group B8 Day 1 10 min D1 5 ug Yes 01-JUN-2018 13:58 2 1 3

B0083 Group B8 Day 1 10 min D2 5 ug Yes 01-JUN-2018 13:58 2 1 3

B0083 Group B8 Day 1 10 min D3 5 ug Yes 01-JUN-2018 13:58 2 1 3

B0083 Group B8 Day 1 1 hour D1 5 ug Yes 01-JUN-2018 14:48 1 1 2
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0083 Group B8 Day 1 1 hour D2 5 ug Yes 01-JUN-2018 14:48 1 1 2

B0083 Group B8 Day 1 1 hour D3 5 ug Yes 01-JUN-2018 14:48 1 1 2

B0O083 Group B8 Day 1 2 hour D1 5 ug Yes 01-JUN-2018 15:40 2 2 4

B0083 Group B8 Day 1 2 hour D2 5 ug Yes 01-JUN-2018 15:40 2 3 5

B0O083 Group B8 Day 1 2 hour D3 5 ug Yes 01-JUN-2018 15:40 2 3 5

B0083 Group B8 Day 2 D1 5 ug Yes 02-JUN-2018 10:00 3 4 7

B0083 Group B8 Day 2 D2 5 ug Yes 02-JUN-2018 10:00 3 4 7

B0083 Group B8 Day 2 D3 5 ug Yes 02-JUN-2018 10:00 3 4 7

B0083 Group B8 Day 4 D1 5 ug Yes 04-JUN-2018 14:02 2 1 3

B0083 Group B8 Day 4 D2 5 ug Yes 04-JUN-2018 14:02 2 1 3

B0083 Group B8 Day 4 D3 5 ug Yes 04-JUN-2018 14:02 2 1 3

B0083 Group B8 Day 8 D1 5 ug Yes 08-JUN-2018 14:083 0 0 0

B0083 Group B8 Day 8 D2 5 ug Yes 08-JUN-2018 14:083 0 0 0

B0083 Group B8 Day 8 D3 5 ug Yes 08-JUN-2018 14:03 0 0 0

B0083 Group B8 Day 22 D1 5 ug Yes 22-JUN-2018 14:38 0 0 0

B0083 Group B8 Day 22 D2 5 ug Yes 22-JUN-2018 14:38 0 0 0

B0083 Group B8 Day 22 D3 5 ug Yes 22-JUN-2018 14:38 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0083 Group B8 EOS/ET (Day 61) D1 5 ug Yes 31-JUL-2018 08:33 0 0 0

B0083 Group B8 EOS/ET (Day 61) D2 5 ug Yes 31-JUL-2018 08:33 0 0 0

B0083 Group B8 EOS/ET (Day 61) D3 5 ug Yes 31-JUL-2018 08:33 0 0 0

B0084 Group B5 Day 1 Pre-dose F1 uncoated Yes 09-JUN-2018 11:10 0 0 0

B0084 Group B5 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 11:10 0 0 0

B0084 Group B5 Day 1 Pre-dose F3 5 ug Yes 09-JUN-2018 11:10 0 0 0

B0084 Group B5 Day 1 10 min F1 uncoated Yes 09-JUN-2018 12:09 2 0 2

B0084 Group B5 Day 1 10 min F2 uncoated Yes 09-JUN-2018 12:09 2 0 2

B0084 Group B5 Day 1 10 min F3 5 ug Yes 09-JUN-2018 12:09 2 0 2

B0084 Group B5 Day 1 1 hour F1 uncoated Yes 09-JUN-2018 12:58 1 0 1

B0084 Group B5 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 12:58 1 0 1

B0084 Group B5 Day 1 1 hour F3 5 ug Yes 09-JUN-2018 12:58 1 0 1

B0084 Group B5 Day 1 2 hour F1 uncoated Yes 09-JUN-2018 13:58 2 0 2

B0084 Group B5 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 13:58 2 0 2

B0084 Group B5 Day 1 2 hour F3 5 ug Yes 09-JUN-2018 13:58 2 0 2

B0084 Group B5 Day 2 F1 uncoated Yes 10-JUN-2018 12:06 1 0 1

B0084 Group B5 Day 2 F2 uncoated Yes 10-JUN-2018 12:06 1 1 2
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)

15 ug, as 2018 Afluria

Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0084 Group B5 Day 2 F3 5 ug Yes 10-JUN-2018 12:06 3 2 5

B0084 Group B5 Day 4 F1 uncoated Yes 12-JUN-2018 15:19 0 0 0

B0084 Group B5 Day 4 F2 uncoated Yes 12-JUN-2018 15:19 0 0 0

B0084 Group B5 Day 4 F3 5 ug Yes 12-JUN-2018 15:19 1 0 1

B0084 Group B5 Day 8 F1 uncoated Yes 16-JUN-2018 13:10 0 0 0

B0084 Group B5 Day 8 F2 uncoated Yes 16-JUN-2018 13:10 0 0 0

B0084 Group B5 Day 8 F3 5 ug Yes 16-JUN-2018 13:10 2 1 3

B0084 Group B5 Day 22 F1 uncoated Yes 30-JUN-2018 14:22 0 0 0

B0084 Group B5 Day 22 F2 uncoated Yes 30-JUN-2018 14:22 0 0 0

B0084 Group B5 Day 22 F3 5 ug Yes 30-JUN-2018 14:22 0 0 0

B0084 Group B5 EOS/ET (Day 61) F1 uncoated Yes 08-AUG-2018 16:31 0 0 0

B0084 Group B5 EOS/ET (Day 61) F2 uncoated Yes 08-AUG-2018 16:31 0 0 0

B0084 Group B5 EOS/ET (Day 61) F3 5 ug Yes 08-AUG-2018 16:31 0 0 0

B0085 Group B4 Day 1 Pre-dose F1 uncoated Yes 09-JUN-2018 11:19 0 0 0

B0085 Group B4 Day 1 Pre-dose F2 5 ug Yes 09-JUN-2018 11:19 0 0 0

B0085 Group B4 Day 1 Pre-dose F3 5 ug Yes 09-JUN-2018 11:19 0 0 0

B0085 Group B4 Day 1 10 min F1 uncoated Yes 09-JUN-2018 12:19 2 1 3

Printed: 04APR2019 (Final) CONFIDENTIAL Page 181 of 291

Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0085 Group B4 Day 1 10 min F2 5 ug Yes 09-JUN-2018 12:19 2 2 4

B0O085  Group B4 Day 1 10 min F3 5 ug Yes 09-JUN-2018 12:19 2 1 3

B0085 Group B4 Day 1 1 hour F1 uncoated Yes 09-JUN-2018 13:08 2 1 3

B0085 Group B4 Day 1 1 hour F2 5 ug Yes 09-JUN-2018 13:08 2 1 3

B0085 Group B4 Day 1 1 hour F3 5 ug Yes 09-JUN-2018 13:08 2 1 3

B0085 Group B4 Day 1 2 hour F1 uncoated Yes 09-JUN-2018 14:08 2 0 2

B0085 Group B4 Day 1 2 hour F2 5 ug Yes 09-JUN-2018 14:08 2 0 2

B0085 Group B4 Day 1 2 hour F3 5 ug Yes 09-JUN-2018 14:08 2 0 2

B0085 Group B4 Day 2 F1 uncoated Yes 10-JUN-2018 12:20 2 0 2

B0085 Group B4 Day 2 F2 5 ug Yes 10-JUN-2018 12:20 4 3 7

B0085 Group B4 Day 2 F3 5 ug Yes 10-JUN-2018 12:20 4 3 7

B0O085 Group B4 Day 4 F1 uncoated Yes 12-JUN-2018 16:37 0 0 0

B0085 Group B4 Day 4 F2 5 ug Yes 12-JUN-2018 16:37 3 3 6

B0085 Group B4 Day 4 F3 5 ug Yes 12-JUN-2018 16:37 3 0 3

B0085 Group B4 Day 8 F1 uncoated Yes 16-JUN-2018 13:30 0 0 0

B0085 Group B4 Day 8 F2 5 ug Yes 16-JUN-2018 13:30 0 0 0

B0085 Group B4 Day 8 F3 5 ug Yes 16-JUN-2018 13:30 0 0 0

Printed: 04APR2019 (Final) CONFIDENTIAL Page 182 of 291

Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0085 Group B4 Day 22 F1 uncoated Yes 30-JUN-2018 12:31 0 0 0

B0085 Group B4 Day 22 F2 5 ug Yes 30-JUN-2018 12:31 0 0 0

B0085 Group B4 Day 22 F3 5 ug Yes 30-JUN-2018 12:31 0 0 0

B0085 Group B4 EOS/ET (Day 61) F1 uncoated Yes 11-AUG-2018 10:33 0 0 0

B0085 Group B4 EOS/ET (Day 61) F2 5 ug Yes 11-AUG-2018 10:33 0 0 0

B0085 Group B4 EOS/ET (Day 61) F3 5 ug Yes 11-AUG-2018 10:33 0 0 0

B0086 Group B9 Day 1 Pre-dose D1 [IM] Yes 09-JUN-2018 10:57 0 0 0

B0086 Group B9 Day 1 10 min D1 [IM] Yes 09-JUN-2018 11:31 0 0 0

B0086 Group B9 Day 1 1 hour D1 [IM] Yes 09-JUN-2018 12:21 0 0 0

B0086 Group B9 Day 1 2 hour D1 [IM] Yes 09-JUN-2018 13:26 1 0 1

B0086 Group B9 Day 2 D1 [IM] Yes 10-JUN-2018 09:29 0 1 1

B0086 Group B9 Day 4 D1 [IM] Yes 12-JUN-2018 14:56 0 0 0

B0086 Group B9 Day 8 D1 [IM] Yes 16-JUN-2018 09:57 0 0 0

B0086 Group B9 Day 22 D1 [IM] Yes 02-JUL-2018 14:21 0 0 0

B0086 Group B9 EOS/ET (Day 61) D1 [IM] Yes 09-AUG-2018 13:39 0 0 0

B0087 Group B7 Day 1 Pre-dose F1 uncoated Yes 09-JUN-2018 11:30 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O087 Group B7 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 11:30 0 0 0

B0087 Group B7 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 11:30 0 0 0

B0087 Group B7 Day 1 10 min F1 uncoated Yes 09-JUN-2018 12:28 2 0 2

B0O087 Group B7 Day 1 10 min F2 uncoated Yes 09-JUN-2018 12:28 2 1 3

B0087 Group B7 Day 1 10 min F3 uncoated Yes 09-JUN-2018 12:28 2 0 2

B0087 Group B7 Day 1 1 hour F1 uncoated Yes 09-JUN-2018 13:18 2 1 3

B0087 Group B7 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 13:18 2 1 3

B0087 Group B7 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 13:18 2 1 3

B0087 Group B7 Day 1 2 hour F1 uncoated Yes 09-JUN-2018 14:18 2 0 2

B0087 Group B7 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 14:18 2 0 2

B0087 Group B7 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 14:18 2 0 2

B0O087 Group B7 Day 2 F1 uncoated Yes 10-JUN-2018 09:42 2 1 3

B0087 Group B7 Day 2 F2 uncoated Yes 10-JUN-2018 09:42 2 1 3

B0087 Group B7 Day 2 F3 uncoated Yes 10-JUN-2018 09:42 2 1 3

B0O087 Group B7 Day 4 F1 uncoated Yes 12-JUN-2018 08:58 1 0 1

B0O087 Group B7 Day 4 F2 uncoated Yes 12-JUN-2018 08:58 0 0 0

B0087 Group B7 Day 4 F3 uncoated Yes 12-JUN-2018 08:58 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O087 Group B7 Day 8 F1 uncoated Yes 16-JUN-2018 09:50 0 0 0

B0087 Group B7 Day 8 F2 uncoated Yes 16-JUN-2018 09:50 0 0 0

B0O087 Group B7 Day 8 F3 uncoated Yes 16-JUN-2018 09:50 0 0 0

B0087 Group B7 Day 22 F1 uncoated Yes 03-JUL-2018 09:27 0 0 0

B0O087 Group B7 Day 22 F2 uncoated Yes 03-JUL-2018 09:27 0 0 0

B0O087 Group B7 Day 22 F3 uncoated Yes 03-JUL-2018 09:27 0 0 0

B0087 Group B7 EOS/ET (Day 61) F1 uncoated Yes 07-AUG-2018 09:02 0 0 0

B0087 Group B7 EOS/ET (Day 61) F2 uncoated Yes 07-AUG-2018 09:02 0 0 0

B0087 Group B7 EOS/ET (Day 61) F3 uncoated Yes 07-AUG-2018 09:02 0 0 0

B0088 Group B9 Day 1 Pre-dose D1 [IM] Yes 09-JUN-2018 10:52 0 0 0

B0088 Group B9 Day 1 10 min D1 [IM] Yes 09-JUN-2018 11:21 1 0 1

B0088 Group B9 Day 1 1 hour D1 [IM] Yes 09-JUN-2018 12:11 0 0 0

B0088 Group B9 Day 1 2 hour D1 [IM] Yes 09-JUN-2018 13:16 0 0 0

B0088 Group B9 Day 2 D1 [IM] Yes 10-JUN-2018 11:15 0 1 1

B0088 Group B9 Day 4 D1 [IM] Yes 12-JUN-2018 13:52 0 0 0

B0O088 Group B9 Day 8 D1 [IM] Yes 16-JUN-2018 17:27 0 0 0

B0088 Group B9 Day 22 D1 [IM] Yes 30-JUN-2018 13:17 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0088 Group B9 EOS/ET (Day 61) D1 [IM] Yes 14-AUG-2018 14:44 0 0 0

B0089 Group B5 Day 1 Pre-dose F1 uncoated Yes 09-JUN-2018 11:41 0 0 0

B0O089 Group B5 Day 1 Pre-dose F2 5 ug Yes 09-JUN-2018 11:41 0 0 0

B0O089 Group B5 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 11:41 0 0 0

B0089 Group B5 Day 1 10 min F1 uncoated Yes 09-JUN-2018 12:38 2 1 3

B0089 Group B5 Day 1 10 min F2 5 ug Yes 09-JUN-2018 12:38 2 2 4

B0O089 Group B5 Day 1 10 min F3 uncoated Yes 09-JUN-2018 12:38 2 1 3

B0089 Group B5 Day 1 1 hour F1 uncoated Yes 09-JUN-2018 13:28 2 1 3

B0089 Group B5 Day 1 1 hour F2 5 ug Yes 09-JUN-2018 13:28 2 2 4

B0O089 Group B5 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 13:28 2 1 3

B0089 Group B5 Day 1 2 hour F1 uncoated Yes 09-JUN-2018 14:28 2 1 3

B0089 Group B5 Day 1 2 hour F2 5 ug Yes 09-JUN-2018 14:28 2 1 3

B0O089 Group B5 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 14:28 2 1 3

B0089 Group B5 Day 2 F1 uncoated Yes 10-JUN-2018 10:47 2 1 3

B0089 Group B5 Day 2 F2 5 ug Yes 10-JUN-2018 10:47 2 1 3

B0089 Group B5 Day 2 F3 uncoated Yes 10-JUN-2018 10:47 2 0 2

B0089 Group B5 Day 4 F1 uncoated Yes 12-JUN-2018 08:55 1 0 1

Printed: 04APR2019 (Final) CONFIDENTIAL Page 186 of 291

Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0089 Group B5 Day 4 F2 5 ug Yes 12-JUN-2018 08:55 3 0 3

B0089 Group B5 Day 4 F3 uncoated Yes 12-JUN-2018 08:55 1 0 1

B0O089 Group B5 Day 8 F1 uncoated Yes 16-JUN-2018 12:05 0 0 0

B0089 Group B5 Day 8 F2 5 ug Yes 16-JUN-2018 12:05 0 0 0

B0O089 Group B5 Day 8 F3 uncoated Yes 16-JUN-2018 12:05 0 0 0

B0O089 Group B5 Day 22 F1 uncoated Yes 30-JUN-2018 08:22 0 0 0

B0089 Group B5 Day 22 F2 5 ug Yes 30-JUN-2018 08:22 0 0 0

B0089 Group B5 Day 22 F3 uncoated Yes 30-JUN-2018 08:22 0 0 0

B0089 Group B5 EOS/ET (Day 61) F1 uncoated Yes 08-AUG-2018 12:32 0 0 0

B0089 Group B5 EOS/ET (Day 61) F2 5 ug Yes 08-AUG-2018 12:32 0 0 0

B0089 Group B5 EOS/ET (Day 61) F3 uncoated Yes 08-AUG-2018 12:32 0 0 0

B0O090 Group B6 Day 1 Pre-dose F1 2.5 ug Yes 09-JUN-2018 11:50 0 0 0

B0090 Group B6 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 11:50 0 0 0

B0090 Group B6 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 11:50 0 0 0

B0090 Group B6 Day 1 10 min F1 2.5 ug Yes 09-JUN-2018 12:48 2 1 3

B0090 Group B6 Day 1 10 min F2 uncoated Yes 09-JUN-2018 12:48 2 0 2

B0O090 Group B6 Day 1 10 min F3 uncoated Yes 09-JUN-2018 12:48 2 0 2
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0090 Group B6 Day 1 1 hour F1 2.5 ug Yes 09-JUN-2018 13:38 1 1 2

B0090 Group B6 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 13:38 1 1 2

B0090 Group B6 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 13:38 1 1 2

B0090 Group B6 Day 1 2 hour F1 2.5 ug Yes 09-JUN-2018 14:38 1 1 2

B0O090 Group B6 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 14:38 2 1 3

B0090 Group B6 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 14:38 2 1 3

B0090 Group B6 Day 2 F1 2.5 ug Yes 10-JUN-2018 11:49 2 1 3

B0090 Group B6 Day 2 F2 uncoated Yes 10-JUN-2018 11:49 2 0 2

B0090 Group B6 Day 2 F3 uncoated Yes 10-JUN-2018 11:49 2 0 2

B0090 Group B6 Day 4 F1 2.5 ug Yes 12-JUN-2018 10:55 1 0 1

B0090 Group B6 Day 4 F2 uncoated Yes 12-JUN-2018 10:55 0 0 0

B0O090 Group B6 Day 4 F3 uncoated Yes 12-JUN-2018 10:55 0 0 0

B0090 Group B6 Day 8 F1 2.5 ug Yes 16-JUN-2018 11:07 0 0 0

B0090 Group B6 Day 8 F2 uncoated Yes 16-JUN-2018 11:07 0 0 0

B0O090 Group B6 Day 8 F3 uncoated Yes 16-JUN-2018 11:07 0 0 0

B0090 Group B6 Day 22 F1 2.5 ug Yes 02-JUL-2018 10:38 0 0 0

B0090 Group B6 Day 22 F2 uncoated Yes 02-JUL-2018 10:38 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0090 Group B6 Day 22 F3 uncoated Yes 02-JUL-2018 10:38 0 0 0

B0090 Group B6 EOS/ET (Day 61) F1 2.5 ug Yes 08-AUG-2018 10:21 0 0 0

B0090 Group B6 EOS/ET (Day 61) F2 uncoated Yes 08-AUG-2018 10:21 0 0 0

B0090 Group B6 EOS/ET (Day 61) F3 uncoated Yes 08-AUG-2018 10:21 0 0 0

B0O091 Group B8 Day 1 Pre-dose D1 5 ug Yes 09-JUN-2018 12:02 0 0 0

B0091 Group B8 Day 1 Pre-dose D2 5 ug Yes 09-JUN-2018 12:02 0 0 0

B0091 Group B8 Day 1 Pre-dose D3 5 ug Yes 09-JUN-2018 12:02 0 0 0

B0O091 Group B8 Day 1 10 min D1 5 ug Yes 09-JUN-2018 12:59 2 2 4

B0O091 Group B8 Day 1 10 min D2 5 ug Yes 09-JUN-2018 12:59 2 2 4

B0091 Group B8 Day 1 10 min D3 5 ug Yes 09-JUN-2018 12:59 2 1 3

B0091 Group B8 Day 1 1 hour D1 5 ug Yes 09-JUN-2018 13:48 2 1 3

B0091 Group B8 Day 1 1 hour D2 5 ug Yes 09-JUN-2018 13:48 2 1 3

B0091 Group B8 Day 1 1 hour D3 5 ug Yes 09-JUN-2018 13:48 2 1 3

B0O091 Group B8 Day 1 2 hour D1 5 ug Yes 09-JUN-2018 14:48 2 1 3

B0O091 Group B8 Day 1 2 hour D2 5 ug Yes 09-JUN-2018 14:48 2 1 3

B0091 Group B8 Day 1 2 hour D3 5 ug Yes 09-JUN-2018 14:48 2 1 3

B0091 Group B8 Day 2 D1 5 ug Yes 10-JUN-2018 14:37 2 2 4
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Response Key: 0 -
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0091 Group B8 Day 2 D2 5 ug Yes 10-JUN-2018 14:37 2 2 4

B0091 Group B8 Day 2 D3 5 ug Yes 10-JUN-2018 14:37 2 2 4

B0091 Group B8 Day 4 D1 5 ug Yes 12-JUN-2018 13:06 3 0 3

B0091 Group B8 Day 4 D2 5 ug Yes 12-JUN-2018 13:06 3 0 3

B0091 Group B8 Day 4 D3 5 ug Yes 12-JUN-2018 13:06 3 0 3

B0091 Group B8 Day 8 D1 5 ug Yes 16-JUN-2018 10:02 0 0 0

B0091 Group B8 Day 8 D2 5 ug Yes 16-JUN-2018 10:02 0 0 0

B0091 Group B8 Day 8 D3 5 ug Yes 16-JUN-2018 10:02 0 0 0

B0O091 Group B8 Day 22 D1 5 ug Yes 30-JUN-2018 09:35 0 0 0

B0091 Group B8 Day 22 D2 5 ug Yes 30-JUN-2018 09:35 0 0 0

B0091 Group B8 Day 22 D3 5 ug Yes 30-JUN-2018 09:35 0 0 0

B0091 Group B8 EOS/ET (Day 61) D1 5 ug Yes 08-AUG-2018 10:05 0 0 0

B0091 Group B8 EOS/ET (Day 61) D2 5 ug Yes 08-AUG-2018 10:05 0 0 0

B0091 Group B8 EOS/ET (Day 61) D3 5 ug Yes 08-AUG-2018 10:05 0 0 0

B0092 Group B4 Day 1 Pre-dose F1 5 ug Yes 09-JUN-2018 12:11 0 0 0

B0092 Group B4 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 12:11 0 0 0

B0092 Group B4 Day 1 Pre-dose F3 5 ug Yes 09-JUN-2018 12:11 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0092 Group B4 Day 1 10 min F1 5 ug Yes 09-JUN-2018 13:08 1 1 2

B0092 Group B4 Day 1 10 min F2 uncoated Yes 09-JUN-2018 13:08 1 2 3

B0092 Group B4 Day 1 10 min F3 5 ug Yes 09-JUN-2018 13:08 1 2 3

B0092 Group B4 Day 1 1 hour F1 5 ug Yes 09-JUN-2018 13:58 1 2 3

B0092 Group B4 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 13:58 1 1 2

B0092 Group B4 Day 1 1 hour F3 5 ug Yes 09-JUN-2018 13:58 1 2 3

B0092 Group B4 Day 1 2 hour F1 5 ug Yes 09-JUN-2018 14:58 2 1 3

B0092 Group B4 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 14:58 2 1 3

B0092 Group B4 Day 1 2 hour F3 5 ug Yes 09-JUN-2018 14:58 2 2 4

B0092 Group B4 Day 2 F1 5 ug Yes 10-JUN-2018 09:15 2 1 3

B0092 Group B4 Day 2 F2 uncoated Yes 10-JUN-2018 09:15 1 0 1

B0092 Group B4 Day 2 F3 5 ug Yes 10-JUN-2018 09:15 2 1 3

B0092 Group B4 Day 4 F1 5 ug Yes 12-JUN-2018 10:16 3 0 3

B0092 Group B4 Day 4 F2 uncoated Yes 12-JUN-2018 10:16 0 0 0

B0092 Group B4 Day 4 F3 5 ug Yes 12-JUN-2018 10:16 3 0 3

B0092 Group B4 Day 8 F1 5 ug Yes 16-JUN-2018 13:45 2 0 2

B0092 Group B4 Day 8 F2 uncoated Yes 16-JUN-2018 13:45 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0092 Group B4 Day 8 F3 5 ug Yes 16-JUN-2018 13:45 0 0 0

B0092 Group B4 Day 22 F1 5 ug Yes 30-JUN-2018 12:05 0 0 0

B0092 Group B4 Day 22 F2 uncoated Yes 30-JUN-2018 12:05 0 0 0

B0092 Group B4 Day 22 F3 5 ug Yes 30-JUN-2018 12:05 0 0 0

B0092 Group B4 EOS/ET (Day 61) F1 5 ug Yes 02-AUG-2018 08:12 0 0 0

B0092 Group B4 EOS/ET (Day 61) F2 uncoated Yes 02-AUG-2018 08:12 0 0 0

B0092 Group B4 EOS/ET (Day 61) F3 5 ug Yes 02-AUG-2018 08:12 0 0 0

B0093 Group B7 Day 1 Pre-dose F1 uncoated Yes 09-JUN-2018 12:17 0 0 0

B0093 Group B7 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 12:17 0 0 0

B0093 Group B7 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 12:17 0 0 0

B0093 Group B7 Day 1 10 min F1 uncoated Yes 09-JUN-2018 13:18 2 2 4

B0093 Group B7 Day 1 10 min F2 uncoated Yes 09-JUN-2018 13:18 2 2 4

B0093 Group B7 Day 1 10 min F3 uncoated Yes 09-JUN-2018 13:18 2 1 3

B0093 Group B7 Day 1 1 hour F1 uncoated Yes 09-JUN-2018 14:08 2 2 4

B0093 Group B7 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 14:08 2 1 3

B0093 Group B7 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 14:08 2 1 3

B0093 Group B7 Day 1 2 hour F1 uncoated Yes 09-JUN-2018 15:08 2 1 3
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0093 Group B7 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 15:08 2 1 3

B0093 Group B7 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 15:08 2 2 4

B0093 Group B7 Day 2 F1 uncoated Yes 10-JUN-2018 10:10 2 1 3

B0093 Group B7 Day 2 F2 uncoated Yes 10-JUN-2018 10:10 2 1 3

B0093 Group B7 Day 2 F3 uncoated Yes 10-JUN-2018 10:10 2 0 2

B0093 Group B7 Day 4 F1 uncoated Yes 12-JUN-2018 09:15 0 0 0

B0093 Group B7 Day 4 F2 uncoated Yes 12-JUN-2018 09:15 0 0 0

B0093 Group B7 Day 4 F3 uncoated Yes 12-JUN-2018 09:15 0 0 0

B0093 Group B7 Day 8 F1 uncoated Yes 16-JUN-2018 10:02 0 0 0

B0093 Group B7 Day 8 F2 uncoated Yes 16-JUN-2018 10:02 0 0 0

B0093 Group B7 Day 8 F3 uncoated Yes 16-JUN-2018 10:02 0 0 0

B0093 Group B7 Day 22 F1 uncoated Yes 30-JUN-2018 09:05 0 0 0

B0093 Group B7 Day 22 F2 uncoated Yes 30-JUN-2018 09:05 0 0 0

B0093 Group B7 Day 22 F3 uncoated Yes 30-JUN-2018 09:05 0 0 0

B0093 Group B7 EOS/ET (Day 61) F1 uncoated Yes 08-AUG-2018 09:27 0 0 0

B0093 Group B7 EOS/ET (Day 61) F2 uncoated Yes 08-AUG-2018 09:27 0 0 0

B0093 Group B7 EOS/ET (Day 61) F3 uncoated Yes 08-AUG-2018 09:27 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0094 Group B3 Day 1 Pre-dose F1 5 ug Yes 09-JUN-2018 12:27 0 0 0

B0094 Group B3 Day 1 Pre-dose F2 5 ug Yes 09-JUN-2018 12:27 0 0 0

B0094 Group B3 Day 1 Pre-dose F3 5 ug Yes 09-JUN-2018 12:27 0 0 0

B0094 Group B3 Day 1 10 min F1 5 ug Yes 09-JUN-2018 13:29 2 2 4

B0094 Group B3 Day 1 10 min F2 5 ug Yes 09-JUN-2018 13:29 2 2 4

B0094 Group B3 Day 1 10 min F3 5 ug Yes 09-JUN-2018 13:29 2 2 4

B0094 Group B3 Day 1 1 hour F1 5 ug Yes 09-JUN-2018 14:18 1 2 3

B0094 Group B3 Day 1 1 hour F2 5 ug Yes 09-JUN-2018 14:18 1 2 3

B0094 Group B3 Day 1 1 hour F3 5 ug Yes 09-JUN-2018 14:18 1 2 3

B0094 Group B3 Day 1 2 hour F1 5 ug Yes 09-JUN-2018 15:18 1 1 2

B0094 Group B3 Day 1 2 hour F2 5 ug Yes 09-JUN-2018 15:18 1 2 3

B0094 Group B3 Day 1 2 hour F3 5 ug Yes 09-JUN-2018 15:18 1 1 2

B0094 Group B3 Day 2 F1 5 ug Yes 10-JUN-2018 13:06 3 1 4

B0094 Group B3 Day 2 F2 5 ug Yes 10-JUN-2018 13:06 3 2 5

B0094 Group B3 Day 2 F3 5 ug Yes 10-JUN-2018 13:06 3 2 5

B0094 Group B3 Day 4 F1 5 ug Yes 12-JUN-2018 13:25 3 0 3

B0094 Group B3 Day 4 F2 5 ug Yes 12-JUN-2018 13:25 3 0 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0094 Group B3 Day 4 F3 5 ug Yes 12-JUN-2018 13:25 3 0 3

B0094 Group B3 Day 8 F1 5 ug Yes 16-JUN-2018 13:56 0 0 0

B0094 Group B3 Day 8 F2 5 ug Yes 16-JUN-2018 13:56 0 0 0

B0094 Group B3 Day 8 F3 5 ug Yes 16-JUN-2018 13:56 0 0 0

B0094 Group B3 Day 22 F1 5 ug Yes 30-JUN-2018 13:48 0 0 0

B0094 Group B3 Day 22 F2 5 ug Yes 30-JUN-2018 13:48 0 0 0

B0094 Group B3 Day 22 F3 5 ug Yes 30-JUN-2018 13:48 0 0 0

B0094 Group B3 EOS/ET (Day 61) F1 5 ug Yes 08-AUG-2018 10:13 0 0 0

B0094 Group B3 EOS/ET (Day 61) F2 5 ug Yes 08-AUG-2018 10:13 0 0 0

B0094 Group B3 EOS/ET (Day 61) F3 5 ug Yes 08-AUG-2018 10:13 0 0 0

B0095 Group B9 Day 1 Pre-dose D1 [IM] Yes 09-JUN-2018 11:05 0 0 0

B0095 Group B9 Day 1 10 min D1 [IM] Yes 09-JUN-2018 11:51 0 0 0

B0095 Group B9 Day 1 1 hour D1 [IM] Yes 09-JUN-2018 12:41 0 0 0

B0095 Group B9 Day 1 2 hour D1 [IM] Yes 09-JUN-2018 13:46 0 0 0

B0095 Group B9 Day 2 D1 [IM] Yes 10-JUN-2018 13:00 0 0 0

B0095 Group B9 Day 4 D1 [IM] Yes 12-JUN-2018 13:13 0 0 0

B0095 Group B9 Day 8 D1 [IM] Yes 16-JUN-2018 13:23 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0095 Group B9 Day 22 D1 [IM] Yes 30-JUN-2018 13:35 0 0 0

B0095 Group B9 EOS/ET (Day 61) D1 [IM] Yes 08-AUG-2018 12:34 0 0 0

B0096 Group B6 Day 1 Pre-dose F1 2.5 ug Yes 09-JUN-2018 12:42 0 0 0

B0096 Group B6 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 12:42 0 0 0

B0096 Group B6 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 12:42 0 0 0

B0096 Group B6 Day 1 10 min F1 2.5 ug Yes 09-JUN-2018 13:41 2 3 5

B0096 Group B6 Day 1 10 min F2 uncoated Yes 09-JUN-2018 13:41 2 3 5

B0096 Group B6 Day 1 10 min F3 uncoated Yes 09-JUN-2018 13:41 2 2 4

B0096 Group B6 Day 1 1 hour F1 2.5 ug Yes 09-JUN-2018 14:28 1 2 3

B0096 Group B6 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 14:28 1 2 3

B0096 Group B6 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 14:28 1 2 3

B0096 Group B6 Day 1 2 hour F1 2.5 ug Yes 09-JUN-2018 15:28 2 2 4

B0096 Group B6 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 15:28 2 2 4

B0096 Group B6 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 15:28 2 2 4

B0096 Group B6 Unscheduled F1 2.5 ug Yes 09-JUN-2018 13:42 2 3 5 MO notifies

as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0096 Group B6 Unscheduled F2 uncoated Yes 09-JUN-2018 13:42 2 3 5 MO notifies
as repeat

B0096 Group B6 Day 2 F1 2.5 ug Yes 10-JUN-2018 13:48 3 1 4

B0096 Group B6 Day 2 F2 uncoated Yes 10-JUN-2018 13:48 2 1 3

B0096 Group B6 Day 2 F3 uncoated Yes 10-JUN-2018 13:48 2 1 3

B0096 Group B6 Day 4 F1 2.5 ug Yes 12-JUN-2018 12:29 3 0 3

B0096 Group B6 Day 4 F2 uncoated Yes 12-JUN-2018 12:29 0 0 0

B0096 Group B6 Day 4 F3 uncoated Yes 12-JUN-2018 12:29 0 0 0

B0096 Group B6 Day 8 F1 2.5 ug Yes 16-JUN-2018 13:37 0 0 0

B0096 Group B6 Day 8 F2 uncoated Yes 16-JUN-2018 13:37 0 0 0

B0096 Group B6 Day 8 F3 uncoated Yes 16-JUN-2018 13:37 0 0 0

B0096 Group B6 Day 22 F1 2.5 ug Yes 30-JUN-2018 13:40 0 0 0

B0096 Group B6 Day 22 F2 uncoated Yes 30-JUN-2018 13:40 0 0 0

B0096 Group B6 Day 22 F3 uncoated Yes 30-JUN-2018 13:40 0 0 0

B0096 Group B6 EOS/ET (Day 61) F1 2.5 ug Yes 08-AUG-2018 13:48 0 0 0

B0096 Group B6 EOS/ET (Day 61) F2 uncoated Yes 08-AUG-2018 13:48 0 0 0

B0096 Group B6 EOS/ET (Day 61) F3 uncoated Yes 08-AUG-2018 13:48 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0097 Group B5 Day 1 Pre-dose F1 5 ug Yes 09-JUN-2018 12:48 0 0 0

B0097 Group B5 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 12:48 0 0 0

B0097 Group B5 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 12:48 0 0 0

B0097 Group B5 Day 1 10 min F1 5 ug Yes 09-JUN-2018 13:49 2 2 4

B0097 Group B5 Day 1 10 min F2 uncoated Yes 09-JUN-2018 13:49 2 2 4

B0097 Group B5 Day 1 10 min F3 uncoated Yes 09-JUN-2018 13:49 2 1 3

B0097 Group B5 Day 1 1 hour F1 5 ug Yes 09-JUN-2018 14:38 2 2 4

B0097 Group B5 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 14:38 2 1 3

B0097 Group B5 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 14:38 2 1 3

B0097 Group B5 Day 1 2 hour F1 5 ug Yes 09-JUN-2018 15:38 1 1 2

B0097 Group B5 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 15:38 1 0 1

B0097 Group B5 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 15:38 1 0 1

B0097 Group B5 Day 2 F1 5 ug Yes 10-JUN-2018 13:43 3 2 5

B0097 Group B5 Day 2 F2 uncoated Yes 10-JUN-2018 13:43 2 1 3

B0097 Group B5 Day 2 F3 uncoated Yes 10-JUN-2018 13:43 2 1 3

B0097  Group B5 Day 4 F1 5 ug Yes 12-JUN-2018 16:40 2 0 2

B0097 Group B5 Day 4 F2 uncoated Yes 12-JUN-2018 16:40 2 2 4
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0097 Group B5 Day 4 F3 uncoated Yes 12-JUN-2018 16:40 2 1 3

B0097 Group B5 Day 8 F1 5 ug Yes 16-JUN-2018 14:39 2 0 2

B0097 Group B5 Day 8 F2 uncoated Yes 16-JUN-2018 14:39 0 0 0

B0097 Group B5 Day 8 F3 uncoated Yes 16-JUN-2018 14:39 0 0 0

B0097 Group B5 Day 22 F1 5 ug Yes 30-JUN-2018 14:57 0 0 0

B0097 Group B5 Day 22 F2 uncoated Yes 30-JUN-2018 14:57 0 0 0

B0097 Group B5 Day 22 F3 uncoated Yes 30-JUN-2018 14:57 0 0 0

B0097 Group B5 EOS/ET (Day 61) F1 5 ug Yes 09-AUG-2018 17:18 0 0 0

B0097 Group B5 EOS/ET (Day 61) F2 uncoated Yes 09-AUG-2018 17:18 0 0 0

B0097 Group B5 EOS/ET (Day 61) F3 uncoated Yes 09-AUG-2018 17:18 0 0 0

B0098 Group B7 Day 1 Pre-dose F1 uncoated Yes 09-JUN-2018 12:57 0 0 0

B0098 Group B7 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 12:57 0 0 0

B0098 Group B7 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 12:57 0 0 0

B0098 Group B7 Day 1 10 min F1 uncoated Yes 09-JUN-2018 14:00 2 1 3

B0098 Group B7 Day 1 10 min F2 uncoated Yes 09-JUN-2018 14:00 2 1 3

B0098 Group B7 Day 1 10 min F3 uncoated Yes 09-JUN-2018 14:00 2 1 3

B0098 Group B7 Day 1 1 hour F1 uncoated Yes 09-JUN-2018 14:48 2 2 4
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0098 Group B7 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 14:48 2 2 4

B0098 Group B7 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 14:48 2 2 4

B0098 Group B7 Day 1 2 hour F1 uncoated Yes 09-JUN-2018 15:48 2 1 3

B0098 Group B7 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 15:48 2 1 3

B0098 Group B7 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 15:48 2 1 3

B0098 Group B7 Day 2 F1 uncoated Yes 10-JUN-2018 14:083 1 0 1

B0098 Group B7 Day 2 F2 uncoated Yes 10-JUN-2018 14:03 1 0 1

B0098 Group B7 Day 2 F3 uncoated Yes 10-JUN-2018 14:03 1 0 1

B0098 Group B7 Day 4 F1 uncoated Yes 12-JUN-2018 13:53 0 0 0

B0098 Group B7 Day 4 F2 uncoated Yes 12-JUN-2018 13:53 0 0 0

B0098 Group B7 Day 4 F3 uncoated Yes 12-JUN-2018 13:53 0 0 0

B0098 Group B7 Day 8 F1 uncoated Yes 16-JUN-2018 14:19 0 0 0

B0098 Group B7 Day 8 F2 uncoated Yes 16-JUN-2018 14:19 0 0 0

B0098 Group B7 Day 8 F3 uncoated Yes 16-JUN-2018 14:19 0 0 0

B0098 Group B7 Day 22 F1 uncoated Yes 30-JUN-2018 15:00 0 0 0

B0098 Group B7 Day 22 F2 uncoated Yes 30-JUN-2018 15:00 0 0 0

B0098 Group B7 Day 22 F3 uncoated Yes 30-JUN-2018 15:00 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0098 Group B7 EOS/ET (Day 61) F1 uncoated Yes 07-AUG-2018 09:13 0 0 0
B0098 Group B7 EOS/ET (Day 61) F2 uncoated Yes 07-AUG-2018 09:13 0 0 0
B0098 Group B7 EOS/ET (Day 61) F3 uncoated Yes 07-AUG-2018 09:13 0 0 0
B0099 Group B4 Day 22 No
B0099 Group B4 Day 1 Pre-dose F1 5 ug Yes 09-JUN-2018 13:07 0 0 0
B0099 Group B4 Day 1 Pre-dose F2 5 ug Yes 09-JUN-2018 13:07 0 0 0
B0099 Group B4 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 13:07 0 0 0
B0099 Group B4 Day 1 10 min F1 5 ug Yes 09-JUN-2018 15:28 2 0 2
B0099 Group B4 Day 1 10 min F2 5 ug Yes 09-JUN-2018 15:28 2 0 2
B0099 Group B4 Day 1 10 min F3 uncoated Yes 09-JUN-2018 15:28 2 0 2
B0099 Group B4 Day 1 1 hour F1 5 ug Yes 09-JUN-2018 16:18 2 1 3
B0099 Group B4 Day 1 1 hour F2 5 ug Yes 09-JUN-2018 16:18 2 2 4
B0099 Group B4 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 16:18 2 2 4
B0099 Group B4 Day 1 2 hour F1 5 ug Yes 09-JUN-2018 17:18 2 0 2
B0099 Group B4 Day 1 2 hour F2 5 ug Yes 09-JUN-2018 17:18 2 1 3
B0099 Group B4 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 17:18 2 1 3
B0099 Group B4 Day 2 F1 5 ug Yes 10-JUN-2018 11:20 2 0 2
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0099 Group B4 Day 2 F2 5 ug Yes 10-JUN-2018 11:20 3 2 5

B0099 Group B4 Day 2 F3 uncoated Yes 10-JUN-2018 11:20 2 0 2

B0099 Group B4 Day 4 F1 5 ug Yes 12-JUN-2018 09:22 2 0 2

B0099 Group B4 Day 4 F2 5 ug Yes 12-JUN-2018 09:22 2 0 2

B0099 Group B4 Day 4 F3 uncoated Yes 12-JUN-2018 09:22 0 0 0

B0099 Group B4 Day 8 F1 5 ug Yes 16-JUN-2018 11:21 0 0 0

B0099 Group B4 Day 8 F2 5 ug Yes 16-JUN-2018 11:21 0 0 0

B0099 Group B4 Day 8 F3 uncoated Yes 16-JUN-2018 11:21 0 0 0

B0099 Group B4 EOS/ET (Day 61) F1 5 ug Yes 06-AUG-2018 11:24 0 0 0

B0099 Group B4 EOS/ET (Day 61) F2 5 ug Yes 06-AUG-2018 11:24 0 0 0

B0099 Group B4 EOS/ET (Day 61) F3 uncoated Yes 06-AUG-2018 11:24 0 0 0

B0100 Group B8 Day 1 Pre-dose D1 5 ug Yes 09-JUN-2018 13:18 0 0 0

B0O100 Group B8 Day 1 Pre-dose D2 5 ug Yes 09-JUN-2018 13:18 0 0 0

B0100 Group B8 Day 1 Pre-dose D3 5 ug Yes 09-JUN-2018 13:18 0 0 0

B0O100 Group B8 Day 1 10 min D1 5 ug Yes 09-JUN-2018 14:07 2 1 3

B0O100 Group B8 Day 1 10 min D2 5 ug Yes 09-JUN-2018 14:07 2 1 3

B0O100 Group B8 Day 1 10 min D3 5 ug Yes 09-JUN-2018 14:07 2 1 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O100 Group B8 Day 1 1 hour D1 5 ug Yes 09-JUN-2018 14:58 2 1 3

B0O100 Group B8 Day 1 1 hour D2 5 ug Yes 09-JUN-2018 14:58 2 1 3

B0100 Group B8 Day 1 1 hour D3 5 ug Yes 09-JUN-2018 14:58 2 1 3

B0O100 Group B8 Day 1 2 hour D1 5 ug Yes 09-JUN-2018 15:58 2 1 3

B0100 Group B8 Day 1 2 hour D2 5 ug Yes 09-JUN-2018 15:58 2 1 3

B0100 Group B8 Day 1 2 hour D3 5 ug Yes 09-JUN-2018 15:58 2 1 3

B0O100 Group B8 Day 2 D1 5 ug Yes 10-JUN-2018 13:29 3 2 5

B0O100 Group B8 Day 2 D2 5 ug Yes 10-JUN-2018 13:29 3 3 6

B0O100 Group B8 Day 2 D3 5 ug Yes 10-JUN-2018 13:29 3 3 6

B0O100 Group B8 Day 4 D1 5 ug Yes 12-JUN-2018 17:21 3 2 5

B0O100 Group B8 Day 4 D2 5 ug Yes 12-JUN-2018 17:21 2 2 4

B0O100 Group B8 Day 4 D3 5 ug Yes 12-JUN-2018 17:21 2 2 4

B0100 Group B8 Day 8 D1 5 ug Yes 16-JUN-2018 16:47 2 1 3

B0O100 Group B8 Day 8 D2 5 ug Yes 16-JUN-2018 16:47 1 0 1

B0100 Group B8 Day 8 D3 5 ug Yes 16-JUN-2018 16:47 1 1 2

BO100 Group B8 Day 22 D1 5 ug Yes 30-JUN-2018 09:22 0 1 1

B0O100 Group B8 Day 22 D2 5 ug Yes 30-JUN-2018 09:22 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O100 Group B8 Day 22 D3 5 ug Yes 30-JUN-2018 (09:22 0 1 1

B0O100 Group B8 EOS/ET (Day 61) D1 5 ug Yes 08-AUG-2018 15:283 0 0 0

B0O100 Group B8 EOS/ET (Day 61) D2 5 ug Yes 08-AUG-2018 15:283 0 0 0

B0O100 Group B8 EOS/ET (Day 61) D3 5 ug Yes 08-AUG-2018 15:23 0 0 0

BO101 Group B3 Day 1 Pre-dose F1 5 ug Yes 09-JUN-2018 13:28 0 0 0

B0O101 Group B3 Day 1 Pre-dose F2 5 ug Yes 09-JUN-2018 13:28 0 0 0

B0O101 Group B3 Day 1 Pre-dose F3 5 ug Yes 09-JUN-2018 13:28 0 0 0

B0O101 Group B3 Day 1 10 min F1 5 ug Yes 09-JUN-2018 14:20 2 1 3

B0O101 Group B3 Day 1 10 min F2 5 ug Yes 09-JUN-2018 14:20 2 1 3

B0101 Group B3 Day 1 10 min F3 5 ug Yes 09-JUN-2018 14:20 2 1 3

B0O101 Group B3 Day 1 1 hour F1 5 ug Yes 09-JUN-2018 15:08 2 2 4

B0O101 Group B3 Day 1 1 hour F2 5 ug Yes 09-JUN-2018 15:08 2 2 4

B0101 Group B3 Day 1 1 hour F3 5 ug Yes 09-JUN-2018 15:08 2 2 4

B0O101 Group B3 Day 1 2 hour F1 5 ug Yes 09-JUN-2018 16:09 1 1 2

B0O101 Group B3 Day 1 2 hour F2 5 ug Yes 09-JUN-2018 16:09 1 1 2

BO101 Group B3 Day 1 2 hour F3 5 ug Yes 09-JUN-2018 16:09 1 1 2

BO101 Group B3 Day 2 F1 5 ug Yes 10-JUN-2018 14:01 2 0 2
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O101 Group B3 Day 2 F2 5 ug Yes 10-JUN-2018 14:01 2 1 3

B0O101 Group B3 Day 2 F3 5 ug Yes 10-JUN-2018 14:01 2 0 2

B0101 Group B3 Day 4 F1 5 ug Yes 12-JUN-2018 12:34 2 0 2

B0O101 Group B3 Day 4 F2 5 ug Yes 12-JUN-2018 12:34 3 0 3

B0101 Group B3 Day 4 F3 5 ug Yes 12-JUN-2018 12:34 3 0 3

B0O101 Group B3 Day 8 F1 5 ug Yes 16-JUN-2018 14:30 2 0 2

B0101 Group B3 Day 8 F2 5 ug Yes 16-JUN-2018 14:30 2 0 2

B0O101 Group B3 Day 8 F3 5 ug Yes 16-JUN-2018 14:30 3 0 3

B0101 Group B3 Day 22 F1 5 ug Yes 30-JUN-2018 13:12 0 0 0

B0101 Group B3 Day 22 F2 5 ug Yes 30-JUN-2018 13:12 0 0 0

B0101 Group B3 Day 22 F3 5 ug Yes 30-JUN-2018 13:12 0 0 0

B0101 Group B3 EOS/ET (Day 61) F1 5 ug Yes 08-AUG-2018 16:33 0 0 0

B0101 Group B3 EOS/ET (Day 61) F2 5 ug Yes 08-AUG-2018 16:33 0 0 0

B0101 Group B3 EOS/ET (Day 61) F3 5 ug Yes 08-AUG-2018 16:33 0 0 0

B0O102 Group B8 Day 1 Pre-dose D1 5 ug Yes 09-JUN-2018 13:38 0 0 0

B0102 Group B8 Day 1 Pre-dose D2 5 ug Yes 09-JUN-2018 13:38 0 0 0

B0102 Group B8 Day 1 Pre-dose D3 5 ug Yes 09-JUN-2018 13:38 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA),
A/Sing MAP, 15 ug (FA) with biopsy; B2
A/Sing MAP,

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0102 Group B8 Day 1 10 min D1 5 ug Yes 09-JUN-2018 14:30 2 1 3

B0102 Group B8 Day 1 10 min D2 5 ug Yes 09-JUN-2018 14:30 2 1 3

B0102 Group B8 Day 1 10 min D3 5 ug Yes 09-JUN-2018 14:30 2 1 3

B0102 Group B8 Day 1 1 hour D1 5 ug Yes 09-JUN-2018 15:18 1 1 2

B0102 Group B8 Day 1 1 hour D2 5 ug Yes 09-JUN-2018 15:18 1 1 2

B0102 Group B8 Day 1 1 hour D3 5 ug Yes 09-JUN-2018 15:18 1 1 2

B0102 Group B8 Day 1 2 hour D1 5 ug Yes 09-JUN-2018 16:18 2 1 3

B0102 Group B8 Day 1 2 hour D2 5 ug Yes 09-JUN-2018 16:18 2 1 3

B0102 Group B8 Day 1 2 hour D3 5 ug Yes 09-JUN-2018 16:18 2 1 3

B0102 Group B8 Day 2 D1 5 ug Yes 10-JUN-2018 17:03 2 1 3

B0102 Group B8 Day 2 D2 5 ug Yes 10-JUN-2018 17:03 2 1 3

B0102  Group B8 Day 2 D3 5 ug Yes 10-JUN-2018 17:03 2 2 4

B0102 Group B8 Day 4 D1 5 ug Yes 12-JUN-2018 14:24 3 0 3

B0102 Group B8 Day 4 D2 5 ug Yes 12-JUN-2018 14:24 3 0 3

B0102 Group B8 Day 4 D3 5 ug Yes 12-JUN-2018 14:24 3 0 3

B0102  Group B8 Day 8 D1 5 ug Yes 16-JUN-2018 14:54 2 0 2

B0102 Group B8 Day 8 D2 5 ug Yes 16-JUN-2018 14:54 2 0 2

Printed: 04APR2019 (Final) CONFIDENTIAL Page 206 of 291

Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0102 Group B8 Day 8 D3 5 ug Yes 16-JUN-2018 14:54 2 0 2

B0102 Group B8 Day 22 D1 5 ug Yes 30-JUN-2018 11:19 0 0 0

B0102 Group B8 Day 22 D2 5 ug Yes 30-JUN-2018 11:19 0 0 0

B0102 Group B8 Day 22 D3 5 ug Yes 30-JUN-2018 11:19 0 0 0

B0102 Group B8 EOS/ET (Day 61) D1 5 ug Yes 08-AUG-2018 16:27 0 0 0

B0102 Group B8 EOS/ET (Day 61) D2 5 ug Yes 08-AUG-2018 16:27 0 0 0

B0102 Group B8 EOS/ET (Day 61) D3 5 ug Yes 08-AUG-2018 16:27 0 0 0

B0103 Group B5 Day 1 Pre-dose F1 5 ug Yes 09-JUN-2018 13:50 0 0 0

B0O103 Group B5 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 13:50 0 0 0

B0O103 Group B5 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 13:50 0 0 0

B0O103 Group B5 Day 1 10 min F1 5 ug Yes 09-JUN-2018 14:39 2 2 4

B0O103 Group B5 Day 1 10 min F2 uncoated Yes 09-JUN-2018 14:39 2 2 4

B0O103 Group B5 Day 1 10 min F3 uncoated Yes 09-JUN-2018 14:39 2 2 4

B0103 Group B5 Day 1 1 hour F1 5 ug Yes 09-JUN-2018 15:28 2 2 4

B0103 Group B5 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 15:28 2 2 4

B0103 Group B5 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 15:28 2 2 4

B0103 Group B5 Day 1 2 hour F1 5 ug Yes 09-JUN-2018 16:28 2 1 3
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O103 Group B5 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 16:28 2 1 3

B0O103 Group B5 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 16:28 2 1 3

B0103 Group B5 Day 2 F1 5 ug Yes 10-JUN-2018 14:10 2 0 2

B0103 Group B5 Day 2 F2 uncoated Yes 10-JUN-2018 14:10 1 0 1

B0O103 Group B5 Day 2 F3 uncoated Yes 10-JUN-2018 14:10 1 0 1

B0103 Group B5 Day 4 F1 5 ug Yes 12-JUN-2018 15:36 2 0 2

B0O103 Group B5 Day 4 F2 uncoated Yes 12-JUN-2018 15:36 0 0 0

B0O103 Group B5 Day 4 F3 uncoated Yes 12-JUN-2018 15:36 0 0 0

B0103 Group B5 Day 8 F1 5 ug Yes 16-JUN-2018 10:49 0 0 0

B0103 Group B5 Day 8 F2 uncoated Yes 16-JUN-2018 10:49 0 0 0

B0103 Group B5 Day 8 F3 uncoated Yes 16-JUN-2018 10:49 0 0 0

B0103 Group B5 Day 22 F1 5 ug Yes 29-JUN-2018 08:42 0 0 0

B0O103 Group B5 Day 22 F2 uncoated Yes 29-JUN-2018 08:42 0 0 0

B0103 Group B5 Day 22 F3 uncoated Yes 29-JUN-2018 08:42 0 0 0

B0103 Group B5 EOS/ET (Day 61) F1 5 ug Yes 08-AUG-2018 11:25 0 0 0

B0103 Group B5 EOS/ET (Day 61) F2 uncoated Yes 08-AUG-2018 11:25 0 0 0

B0103 Group B5 EOS/ET (Day 61) F3 uncoated Yes 08-AUG-2018 11:25 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O104 Group B3 Day 1 Pre-dose F1 5 ug Yes 09-JUN-2018 13:59 0 0 0

B0O104 Group B3 Day 1 Pre-dose F2 5 ug Yes 09-JUN-2018 13:59 0 0 0

B0104 Group B3 Day 1 Pre-dose F3 5 ug Yes 09-JUN-2018 13:59 0 0 0

B0104 Group B3 Day 1 10 min F1 5 ug Yes 09-JUN-2018 14:41 2 1 3

B0104 Group B3 Day 1 10 min F2 5 ug Yes 09-JUN-2018 14:41 2 1 3

B0O104 Group B3 Day 1 10 min F3 5 ug Yes 09-JUN-2018 14:41 2 1 3

B0104 Group B3 Day 1 1 hour F1 5 ug Yes 09-JUN-2018 15:38 2 1 3

B0104 Group B3 Day 1 1 hour F2 5 ug Yes 09-JUN-2018 15:38 2 2 4

B0104 Group B3 Day 1 1 hour F3 5 ug Yes 09-JUN-2018 15:38 1 2 3

B0104 Group B3 Day 1 2 hour F1 5 ug Yes 09-JUN-2018 16:38 2 1 3

B0104 Group B3 Day 1 2 hour F2 5 ug Yes 09-JUN-2018 16:38 2 1 3

B0104 Group B3 Day 1 2 hour F3 5 ug Yes 09-JUN-2018 16:38 2 1 3

B0O104 Group B3 Day 2 F1 5 ug Yes 10-JUN-2018 15:19 2 0 2

B0104 Group B3 Day 2 F2 5 ug Yes 10-JUN-2018 15:19 3 1 4

B0O104 Group B3 Day 2 F3 5 ug Yes 10-JUN-2018 15:19 3 2 5

B0O104 Group B3 Day 4 F1 5 ug Yes 12-JUN-2018 14:29 3 0 3

B0O104 Group B3 Day 4 F2 5 ug Yes 12-JUN-2018 14:29 3 0 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0104 Group B3 Day 4 F3 5 ug Yes 12-JUN-2018 14:29 3 0 3

B0104 Group B3 Day 8 F1 5 ug Yes 16-JUN-2018 16:55 0 0 0

B0104 Group B3 Day 8 F2 5 ug Yes 16-JUN-2018 16:55 0 0 0

B0104 Group B3 Day 8 F3 5 ug Yes 16-JUN-2018 16:55 0 0 0

B0O104 Group B3 Day 22 F1 5 ug Yes 30-JUN-2018 10:27 0 0 0

B0O104 Group B3 Day 22 F2 5 ug Yes 30-JUN-2018 10:27 0 0 0

B0104 Group B3 Day 22 F3 5 ug Yes 30-JUN-2018 10:27 0 0 0

B0104 Group B3 EOS/ET (Day 61) F1 5 ug Yes 10-AUG-2018 09:30 0 0 0

B0104 Group B3 EOS/ET (Day 61) F2 5 ug Yes 10-AUG-2018 09:30 0 0 0

B0104 Group B3 EOS/ET (Day 61) F3 5 ug Yes 10-AUG-2018 09:30 0 0 0

B0105 Group B9 Day 1 Pre-dose D1 [IM] Yes 09-JUN-2018 11:01 0 0 0

B0O105 Group B9 Day 1 10 min D1 [IM] Yes 09-JUN-2018 11:41 0 0 0

B0105 Group B9 Day 1 1 hour D1 [IM] Yes 09-JUN-2018 12:31 0 0 0

B0O105 Group B9 Day 1 2 hour D1 [IM] Yes 09-JUN-2018 13:36 0 0 0

B0O105 Group B9 Day 2 D1 [IM] Yes 10-JUN-2018 11:44 0 0 0

B0105 Group B9 Day 4 D1 [IM] Yes 12-JUN-2018 15:53 0 0 0

B0105 Group B9 Day 8 D1 [IM] Yes 16-JUN-2018 11:37 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0105 Group B9 Day 22 D1 [IM] Yes 30-JUN-2018 10:40 0 0 0

B0105 Group B9 EOS/ET (Day 61) D1 [IM] Yes 08-AUG-2018 15:17 0 0 0

B0O106 Group B4 Day 1 Pre-dose F1 uncoated Yes 09-JUN-2018 14:08 0 0 0

B0O106 Group B4 Day 1 Pre-dose F2 5 ug Yes 09-JUN-2018 14:08 0 0 0

B0106 Group B4 Day 1 Pre-dose F3 5 ug Yes 09-JUN-2018 14:08 0 0 0

B0O106 Group B4 Day 1 10 min F1 uncoated Yes 09-JUN-2018 14:53 2 1 3

B0106 Group B4 Day 1 10 min F2 5 ug Yes 09-JUN-2018 14:53 2 1 3

B0106 Group B4 Day 1 10 min F3 5 ug Yes 09-JUN-2018 14:53 2 2 4

B0O106 Group B4 Day 1 1 hour F1 uncoated Yes 09-JUN-2018 15:48 2 1 3

B0106 Group B4 Day 1 1 hour F2 5 ug Yes 09-JUN-2018 15:48 2 2 4

B0O106 Group B4 Day 1 1 hour F3 5 ug Yes 09-JUN-2018 15:48 2 2 4

B0O106 Group B4 Day 1 2 hour F1 uncoated Yes 09-JUN-2018 16:48 1 1 2

B0106 Group B4 Day 1 2 hour F2 5 ug Yes 09-JUN-2018 16:48 1 2 3

B0106 Group B4 Day 1 2 hour F3 5 ug Yes 09-JUN-2018 16:48 1 2 3

B0106 Group B4 Day 2 F1 uncoated Yes 10-JUN-2018 14:30 1 0 1

B0106 Group B4 Day 2 F2 5 ug Yes 10-JUN-2018 14:30 2 1 3

B0106 Group B4 Day 2 F3 5 ug Yes 10-JUN-2018 14:30 2 1 3
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O106 Group B4 Day 4 F1 uncoated Yes 12-JUN-2018 12:16 0 0 0

B0O106 Group B4 Day 4 F2 5 ug Yes 12-JUN-2018 12:16 3 0 3

B0106 Group B4 Day 4 F3 5 ug Yes 12-JUN-2018 12:16 3 0 3

B0O106 Group B4 Day 8 F1 uncoated Yes 16-JUN-2018 15:52 0 0 0

B0106 Group B4 Day 8 F2 5 ug Yes 16-JUN-2018 15:52 0 0 0

B0106 Group B4 Day 8 F3 5 ug Yes 16-JUN-2018 15:52 0 0 0

B0106 Group B4 Day 22 F1 uncoated Yes 30-JUN-2018 12:34 0 0 0

B0106 Group B4 Day 22 F2 5 ug Yes 30-JUN-2018 12:34 0 0 0

B0106 Group B4 Day 22 F3 5 ug Yes 30-JUN-2018 12:34 0 0 0

B0106 Group B4 EOS/ET (Day 61) F1 uncoated Yes 08-AUG-2018 15:18 0 0 0

B0106 Group B4 EOS/ET (Day 61) F2 5 ug Yes 08-AUG-2018 15:18 0 0 0

B0106 Group B4 EOS/ET (Day 61) F3 5 ug Yes 08-AUG-2018 15:18 0 0 0

B0O107 Group B6 Day 1 Pre-dose F1 uncoated Yes 09-JUN-2018 14:18 0 0 0

B0107 Group B6 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 14:18 0 0 0

B0107 Group B6 Day 1 Pre-dose F3 2.5 ug Yes 09-JUN-2018 14:18 0 0 0

B0107 Group B6 Day 1 10 min F1 uncoated Yes 09-JUN-2018 15:08 2 1 3

B0107 Group B6 Day 1 10 min F2 uncoated Yes 09-JUN-2018 15:08 2 1 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0107 Group B6 Day 1 10 min F3 2.5 ug Yes 09-JUN-2018 15:08 2 1 3

B0107 Group B6 Day 1 1 hour F1 uncoated Yes 09-JUN-2018 15:58 2 1 3

B0107 Group B6 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 15:58 2 1 3

B0107 Group B6 Day 1 1 hour F3 2.5 ug Yes 09-JUN-2018 15:58 2 2 4

B0O107 Group B6 Day 1 2 hour F1 uncoated Yes 09-JUN-2018 16:58 1 1 2

B0O107 Group B6 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 16:58 1 1 2

B0107 Group B6 Day 1 2 hour F3 2.5 ug Yes 09-JUN-2018 16:58 1 1 2

B0107 Group B6 Day 2 F1 uncoated Yes 10-JUN-2018 10:06 2 1 3

B0O107 Group B6 Day 2 F2 uncoated Yes 10-JUN-2018 10:06 2 1 3

B0107 Group B6 Day 2 F3 2.5 ug Yes 10-JUN-2018 10:06 2 1 3

B0107 Group B6 Day 4 F1 uncoated Yes 12-JUN-2018 11:00 2 0 2

B0O107 Group B6 Day 4 F2 uncoated Yes 12-JUN-2018 11:00 3 0 3

B0107 Group B6 Day 4 F3 2.5 ug Yes 12-JUN-2018 11:00 3 0 3

B0107 Group B6 Day 8 F1 uncoated Yes 16-JUN-2018 09:58 0 0 0

B0O107 Group B6 Day 8 F2 uncoated Yes 16-JUN-2018 09:58 0 0 0

B0O107 Group B6 Day 8 F3 2.5 ug Yes 16-JUN-2018 09:58 0 0 0

B0107 Group B6 Day 22 F1 uncoated Yes 29-JUN-2018 17:31 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0107 Group B6 Day 22 F2 uncoated Yes 29-JUN-2018 17:31 0 0 0

B0107 Group B6 Day 22 F3 2.5 ug Yes 29-JUN-2018 17:31 0 0 0

B0107 Group B6 EOS/ET (Day 61) F1 uncoated Yes 08-AUG-2018 17:47 0 0 0

B0107 Group B6 EOS/ET (Day 61) F2 uncoated Yes 08-AUG-2018 17:47 0 0 0

B0107 Group B6 EOS/ET (Day 61) F3 2.5 ug Yes 08-AUG-2018 17:47 0 0 0

B0O108 Group B7 Day 1 Pre-dose F1 uncoated Yes 09-JUN-2018 14:26 0 0 0

B0O108 Group B7 Day 1 Pre-dose F2 uncoated Yes 09-JUN-2018 14:26 0 0 0

B0108 Group B7 Day 1 Pre-dose F3 uncoated Yes 09-JUN-2018 14:26 0 0 0

B0108 Group B7 Day 1 10 min F1 uncoated Yes 09-JUN-2018 15:13 1 1 2

B0O108 Group B7 Day 1 10 min F2 uncoated Yes 09-JUN-2018 15:13 1 1 2

B0O108 Group B7 Day 1 10 min F3 uncoated Yes 09-JUN-2018 15:13 1 1 2

B0108 Group B7 Day 1 1 hour F1 uncoated Yes 09-JUN-2018 16:08 2 1 3

B0O108 Group B7 Day 1 1 hour F2 uncoated Yes 09-JUN-2018 16:08 2 1 3

B0108 Group B7 Day 1 1 hour F3 uncoated Yes 09-JUN-2018 16:08 2 1 3

B0108 Group B7 Day 1 2 hour F1 uncoated Yes 09-JUN-2018 17:08 1 1 2

B0108 Group B7 Day 1 2 hour F2 uncoated Yes 09-JUN-2018 17:08 2 1 3

B0108 Group B7 Day 1 2 hour F3 uncoated Yes 09-JUN-2018 17:08 2 1 3
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O108 Group B7 Day 2 F1 uncoated Yes 10-JUN-2018 15:07 2 0 2

B0108 Group B7 Day 2 F2 uncoated Yes 10-JUN-2018 15:07 2 1 3

B0O108 Group B7 Day 2 F3 uncoated Yes 10-JUN-2018 15:07 2 1 3

B0O108 Group B7 Day 4 F1 uncoated Yes 12-JUN-2018 14:33 0 0 0

B0108 Group B7 Day 4 F2 uncoated Yes 12-JUN-2018 14:33 0 0 0

BO108 Group B7 Day 4 F3 uncoated Yes 12-JUN-2018 14:33 0 0 0

B0108 Group B7 Day 8 F1 uncoated Yes 16-JUN-2018 09:01 0 0 0

B0108 Group B7 Day 8 F2 uncoated Yes 16-JUN-2018 09:01 0 0 0

B0O108 Group B7 Day 8 F3 uncoated Yes 16-JUN-2018 09:01 0 0 0

B0108 Group B7 Day 22 F1 uncoated Yes 30-JUN-2018 13:30 0 0 0

B0108 Group B7 Day 22 F2 uncoated Yes 30-JUN-2018 13:30 0 0 0

B0108 Group B7 Day 22 F3 uncoated Yes 30-JUN-2018 13:30 0 0 0

B0108 Group B7 EOS/ET (Day 61) F1 uncoated Yes 28-AUG-2018 16:25 0 0 0

B0108 Group B7 EOS/ET (Day 61) F2 uncoated Yes 28-AUG-2018 16:25 0 0 0

B0108 Group B7 EOS/ET (Day 61) F3 uncoated Yes 28-AUG-2018 16:25 0 0 0

B0O109 Group B6 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 11:06 0 0 0

B0109 Group B6 Day 1 Pre-dose F2 2.5 ug Yes 16-JUN-2018 11:06 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O109 Group B6 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 11:06 0 0 0

B0O109 Group B6 Day 1 10 min F1 uncoated Yes 16-JUN-2018 12:08 2 0 2

B0109 Group B6 Day 1 10 min F2 2.5 ug Yes 16-JUN-2018 12:08 2 2 4

B0109 Group B6 Day 1 10 min F3 uncoated Yes 16-JUN-2018 12:08 2 0 2

B0O109 Group B6 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 12:58 2 2 4

BO109 Group B6 Day 1 1 hour F2 2.5 ug Yes 16-JUN-2018 12:58 3 3 6

B0O109 Group B6 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 12:58 2 1 3

B0O109 Group B6 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 13:58 1 1 2

B0O109 Group B6 Day 1 2 hour F2 2.5 ug Yes 16-JUN-2018 13:58 2 2 4

B0O109 Group B6 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 13:58 1 1 2

B0O109 Group B6 Unscheduled F2 2.5 ug Yes 16-JUN-2018 12:58 2 4 6 MO notifies

as repeat
B0109 Group B6 Unscheduled F2 2.5 ug Yes 16-JUN-2018 14:05 2 3 5 MO notifies
as repeat

B0109 Group B6 Day 2 F1 uncoated Yes 17-JUN-2018 12:04 1 0 1

B0109 Group B6 Day 2 F2 2.5 ug Yes 17-JUN-2018 12:04 2 1 3

B0109 Group B6 Day 2 F3 uncoated Yes 17-JUN-2018 12:04 1 0 1
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O109 Group B6 Day 4 F1 uncoated Yes 19-JUN-2018 15:30 0 0 0

B0O109 Group B6 Day 4 F2 2.5 ug Yes 19-JUN-2018 15:30 3 3 6

B0109 Group B6 Day 4 F3 uncoated Yes 19-JUN-2018 15:30 0 0 0

B0109 Group B6 Day 8 F1 uncoated Yes 23-JUN-2018 09:49 0 0 0

B0109 Group B6 Day 8 F2 2.5 ug Yes 23-JUN-2018 09:49 0 0 0

BO109 Group B6 Day 8 F3 uncoated Yes 23-JUN-2018 09:49 0 0 0

B0109 Group B6 Day 22 F1 uncoated Yes 07-JUL-2018 10:17 0 0 0

B0109 Group B6 Day 22 F2 2.5 ug Yes 07-JUL-2018 10:17 0 0 0

BO109 Group B6 Day 22 F3 uncoated Yes 07-JUL-2018 10:17 0 0 0

B0109 Group B6 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 09:54 0 0 0

B0109 Group B6 EOS/ET (Day 61) F2 2.5 ug Yes 15-AUG-2018 09:54 0 0 0

B0O109 Group B6 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 09:54 0 0 0

B0O110 Group B3 Day 1 Pre-dose F1 5 ug Yes 16-JUN-2018 11:18 0 0 0

B0110 Group B3 Day 1 Pre-dose F2 5 ug Yes 16-JUN-2018 11:18 0 0 0

B0110 Group B3 Day 1 Pre-dose F3 5 ug Yes 16-JUN-2018 11:18 0 0 0

B0O110 Group B3 Day 1 10 min F1 5 ug Yes 16-JUN-2018 12:18 2 1 3

B0O110 Group B3 Day 1 10 min F2 5 ug Yes 16-JUN-2018 12:18 2 2 4
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO110 Group B3 Day 1 10 min F3 5 ug Yes 16-JUN-2018 12:18 2 1 3

BO110 Group B3 Day 1 1 hour F1 5 ug Yes 16-JUN-2018 13:08 1 1 2

B0O110 Group B3 Day 1 1 hour F2 5 ug Yes 16-JUN-2018 13:08 1 1 2

BO110 Group B3 Day 1 1 hour F3 5 ug Yes 16-JUN-2018 13:08 1 1 2

B0110 Group B3 Day 1 2 hour F1 5 ug Yes 16-JUN-2018 14:08 2 1 3

B0110 Group B3 Day 1 2 hour F2 5 ug Yes 16-JUN-2018 14:08 2 2 4

BO110 Group B3 Day 1 2 hour F3 5 ug Yes 16-JUN-2018 14:08 2 2 4

BO110 Group B3 Day 2 F1 5 ug Yes 17-JUN-2018 12:49 2 2 4

B0O110 Group B3 Day 2 F2 5 ug Yes 17-JUN-2018 12:49 2 2 4

BO110 Group B3 Day 2 F3 5 ug Yes 17-JUN-2018 12:49 2 2 4

BO110 Group B3 Day 4 F1 5 ug Yes 19-JUN-2018 13:18 3 0 3

BO110 Group B3 Day 4 F2 5 ug Yes 19-JUN-2018 13:18 3 0 3

B0O110 Group B3 Day 4 F3 5 ug Yes 19-JUN-2018 13:18 3 0 3

BO110 Group B3 Day 8 F1 5 ug Yes 23-JUN-2018 13:54 3 0 3

B0O110 Group B3 Day 8 F2 5 ug Yes 23-JUN-2018 13:54 3 0 3

B0O110 Group B3 Day 8 F3 5 ug Yes 23-JUN-2018 13:54 3 0 3

BO110 Group B3 Day 22 F1 5 ug Yes 07-JUL-2018 13:56 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO110 Group B3 Day 22 F2 5 ug Yes 07-JUL-2018 13:56 0 0 0

BO110 Group B3 Day 22 F3 5 ug Yes 07-JUL-2018 13:56 0 0 0

BO110 Group B3 EOS/ET (Day 61) F1 5 ug Yes 30-AUG-2018 13:16 0 0 0

BO110 Group B3 EOS/ET (Day 61) F2 5 ug Yes 30-AUG-2018 13:16 0 0 0

BO110 Group B3 EOS/ET (Day 61) F3 5 ug Yes 30-AUG-2018 13:16 0 0 0

BO111 Group B8 Day 1 Pre-dose D1 5 ug Yes 16-JUN-2018 11:29 0 0 0

BO111 Group B8 Day 1 Pre-dose D2 5 ug Yes 16-JUN-2018 11:29 0 0 0

BO111 Group B8 Day 1 Pre-dose D3 5 ug Yes 16-JUN-2018 11:29 0 0 0

BO111 Group B8 Day 1 10 min D1 5 ug Yes 16-JUN-2018 12:28 2 0 2

BO111 Group B8 Day 1 10 min D2 5 ug Yes 16-JUN-2018 12:28 2 1 3

BO111 Group B8 Day 1 10 min D3 5 ug Yes 16-JUN-2018 12:28 2 1 3

BO111 Group B8 Day 1 1 hour D1 5 ug Yes 16-JUN-2018 13:18 2 0 2

BO111 Group B8 Day 1 1 hour D2 5 ug Yes 16-JUN-2018 13:18 2 0 2

BO111 Group B8 Day 1 1 hour D3 5 ug Yes 16-JUN-2018 13:18 2 0 2

BO111 Group B8 Day 1 2 hour D1 5 ug Yes 16-JUN-2018 14:18 1 1 2

BO111 Group B8 Day 1 2 hour D2 5 ug Yes 16-JUN-2018 14:18 1 1 2

BO111 Group B8 Day 1 2 hour D3 5 ug Yes 16-JUN-2018 14:18 1 2 3
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Response Key: 0 -
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO111 Group B8 Day 2 D1 5 ug Yes 17-JUN-2018 12:43 3 2 5

BO111 Group B8 Day 2 D2 5 ug Yes 17-JUN-2018 12:43 3 2 5

BO111 Group B8 Day 2 D3 5 ug Yes 17-JUN-2018 12:43 3 2 5

BO111 Group B8 Day 4 D1 5 ug Yes 19-JUN-2018 15:54 2 1 3

BO111 Group B8 Day 4 D2 5 ug Yes 19-JUN-2018 15:54 2 1 3

BO111 Group B8 Day 4 D3 5 ug Yes 19-JUN-2018 15:54 2 1 3

BO111 Group B8 Day 8 D1 5 ug Yes 23-JUN-2018 13:09 2 2 4

BO111 Group B8 Day 8 D2 5 ug Yes 23-JUN-2018 13:09 2 2 4

BO111 Group B8 Day 8 D3 5 ug Yes 23-JUN-2018 13:09 2 2 4

BO111 Group B8 Day 22 D1 5 ug Yes 07-JUL-2018 13:05 0 0 0

BO111 Group B8 Day 22 D2 5 ug Yes 07-JUL-2018 13:05 0 0 0

BO111 Group B8 Day 22 D3 5 ug Yes 07-JUL-2018 13:05 0 0 0

BO111 Group B8 EOS/ET (Day 61) D1 5 ug Yes 15-AUG-2018 09:42 0 0 0

BO111 Group B8 EOS/ET (Day 61) D2 5 ug Yes 15-AUG-2018 09:42 0 0 0

BO111 Group B8 EOS/ET (Day 61) D3 5 ug Yes 15-AUG-2018 09:42 0 0 0

BO112 Group B4 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 11:41 0 0 0

BO112 Group B4 Day 1 Pre-dose F2 5 ug Yes 16-JUN-2018 11:41 0 0 0

Printed: 04APR2019 (Final) CONFIDENTIAL Page 220 of 291

Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO112 Group B4 Day 1 Pre-dose F3 5 ug Yes 16-JUN-2018 11:41 0 0 0

BO112 Group B4 Day 1 10 min F1 uncoated Yes 16-JUN-2018 12:38 2 0 2

BO112 Group B4 Day 1 10 min F2 5 ug Yes 16-JUN-2018 12:38 2 1 3

BO112 Group B4 Day 1 10 min F3 5 ug Yes 16-JUN-2018 12:38 2 1 3

BO112 Group B4 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 13:28 2 0 2

BO112 Group B4 Day 1 1 hour F2 5 ug Yes 16-JUN-2018 13:28 2 0 2

BO112 Group B4 Day 1 1 hour F3 5 ug Yes 16-JUN-2018 13:28 2 0 2

BO112 Group B4 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 14:28 2 1 3

BO112 Group B4 Day 1 2 hour F2 5 ug Yes 16-JUN-2018 14:28 2 3 5

BO112 Group B4 Day 1 2 hour F3 5 ug Yes 16-JUN-2018 14:28 2 2 4

BO112 Group B4 Unscheduled F2 5 ug Yes 16-JUN-2018 14:30 2 3 5 Mo notifies

as repeat

BO112 Group B4 Day 2 F1 uncoated Yes 17-JUN-2018 13:41 2 0 2

BO112 Group B4 Day 2 F2 5 ug Yes 17-JUN-2018 13:41 2 1 3

B0O112 Group B4 Day 2 F3 5 ug Yes 17-JUN-2018 13:41 2 1 3

BO112 Group B4 Day 4 F1 uncoated Yes 19-JUN-2018 11:55 0 0 0

BO112 Group B4 Day 4 F2 5 ug Yes 19-JUN-2018 11:55 3 2 5
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O112 Group B4 Day 4 F3 5 ug Yes 19-JUN-2018 11:55 3 2 5

BO112 Group B4 Day 8 F1 uncoated Yes 23-JUN-2018 15:10 1 0 1

BO112 Group B4 Day 8 F2 5 ug Yes 23-JUN-2018 15:10 2 0 2

B0O112 Group B4 Day 8 F3 5 ug Yes 23-JUN-2018 15:10 2 0 2

BO112 Group B4 Day 22 F1 uncoated Yes 07-JUL-2018 11:44 0 0 0

BO112 Group B4 Day 22 F2 5 ug Yes 07-JUL-2018 11:44 0 0 0

B0O112 Group B4 Day 22 F3 5 ug Yes 07-JUL-2018 11:44 0 0 0

B0O112 Group B4 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 13:47 0 0 0

BO112 Group B4 EOS/ET (Day 61) F2 5 ug Yes 15-AUG-2018 13:47 0 0 0

B0O112 Group B4 EOS/ET (Day 61) F3 5 ug Yes 15-AUG-2018 13:47 0 0 0

B0O113 Group B5 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 11:59 0 0 0

B0O113 Group B5 Day 1 Pre-dose F2 5 ug Yes 16-JUN-2018 11:59 0 0 0

B0O113 Group B5 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 11:59 0 0 0

B0O113 Group B5 Day 1 10 min F1 uncoated Yes 16-JUN-2018 12:48 2 3 5

B0113 Group B5 Day 1 10 min F2 5 ug Yes 16-JUN-2018 12:48 2 2 4

B0O113 Group B5 Day 1 10 min F3 uncoated Yes 16-JUN-2018 12:48 2 2 4

B0O113 Group B5 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 13:38 2 0 2
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0113 Group B5 Day 1 1 hour F2 5 ug Yes 16-JUN-2018 13:38 2 3 5

B0113 Group B5 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 13:38 2 1 3

B0O113 Group B5 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 14:38 2 1 3

B0113 Group B5 Day 1 2 hour F2 5 ug Yes 16-JUN-2018 14:38 2 3 5

B0O113 Group B5 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 14:38 2 2 4

B0113 Group B5 Unscheduled F1 uncoated Yes 16-JUN-2018 12:54 2 2 4 MO notifies
as repeat

B0O113 Group B5 Unscheduled F2 5 ug Yes 16-JUN-2018 13:39 2 3 5 MO notifies
as repeat

B0O113 Group B5 Unscheduled F2 5 ug Yes 16-JUN-2018 14:44 2 3 5 MO notifies
as repeat

B0O113 Group B5 Day 2 F1 uncoated Yes 17-JUN-2018 12:56 2 0 2

B0113 Group B5 Day 2 F2 5 ug Yes 17-JUN-2018 12:56 3 2 5

B0O113 Group B5 Day 2 F3 uncoated Yes 17-JUN-2018 12:56 2 0 2

B0113 Group B5 Day 4 F1 uncoated Yes 19-JUN-2018 13:13 0 0 0

B0113 Group B5 Day 4 F2 5 ug Yes 19-JUN-2018 13:13 0 0 0

B0113 Group B5 Day 4 F3 uncoated Yes 19-JUN-2018 13:13 0 0 0
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Response Key: 0 -
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);

Administration Site Key: FA = Forearm; UA= Upper arm

3 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),

Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)

15 ug, as 2018 Afluria

Quad (UA)

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO113 Group B5 Day 8 F1 uncoated Yes 23-JUN-2018 10:43 0 0 0

B0O113 Group B5 Day 8 F2 5 ug Yes 23-JUN-2018 10:43 0 0 0

BO113 Group B5 Day 8 F3 uncoated Yes 23-JUN-2018 10:43 0 0 0

B0113 Group B5 Day 22 F1 uncoated Yes 07-JUL-2018 12:18 0 0 0

B0113 Group B5 Day 22 F2 5 ug Yes 07-JUL-2018 12:18 0 0 0

BO113 Group B5 Day 22 F3 uncoated Yes 07-JUL-2018 12:18 0 0 0

B0113 Group B5 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 12:00 0 0 0

B0113 Group B5 EOS/ET (Day 61) F2 5 ug Yes 15-AUG-2018 12:00 0 0 0

B0113 Group B5 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 12:00 0 0 0

BO114 Group B7 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 11:58 0 0 0

BO114 Group B7 Day 1 Pre-dose F2 uncoated Yes 16-JUN-2018 11:58 0 0 0

BO114 Group B7 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 11:58 0 0 0

BO114 Group B7 Day 1 10 min F1 uncoated Yes 16-JUN-2018 12:58 2 2 4

B0114 Group B7 Day 1 10 min F2 uncoated Yes 16-JUN-2018 12:58 2 2 4

B0114 Group B7 Day 1 10 min F3 uncoated Yes 16-JUN-2018 12:58 2 2 4

BO114 Group B7 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 13:48 2 0 2

BO114 Group B7 Day 1 1 hour F2 uncoated Yes 16-JUN-2018 13:48 2 1 3
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO114 Group B7 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 13:48 2 0 2

BO114 Group B7 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 14:48 2 1 3

BO114 Group B7 Day 1 2 hour F2 uncoated Yes 16-JUN-2018 14:48 2 3 5

BO114 Group B7 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 14:48 2 3 5

BO114 Group B7 Unscheduled F2 uncoated Yes 16-JUN-2018 14:57 2 3 5 MO notifies

as repeat
BO114 Group B7 Unscheduled F3 uncoated Yes 16-JUN-2018 14:57 2 3 5 MO notifies
as repeat

BO114 Group B7 Day 2 F1 uncoated Yes 17-JUN-2018 11:09 2 0 2

BO114 Group B7 Day 2 F2 uncoated Yes 17-JUN-2018 11:09 2 0 2

BO114 Group B7 Day 2 F3 uncoated Yes 17-JUN-2018 11:09 2 0 2

BO114 Group B7 Day 4 F1 uncoated Yes 19-JUN-2018 12:02 0 0 0

BO114 Group B7 Day 4 F2 uncoated Yes 19-JUN-2018 12:02 1 0 1

BO114 Group B7 Day 4 F3 uncoated Yes 19-JUN-2018 12:02 2 1 3

B0114 Group B7 Day 8 F1 uncoated Yes 23-JUN-2018 12:48 1 0 1

B0114 Group B7 Day 8 F2 uncoated Yes 23-JUN-2018 12:48 1 0 1

BO114 Group B7 Day 8 F3 uncoated Yes 23-JUN-2018 12:48 2 1 3

Printed: 04APR2019 (Final) CONFIDENTIAL Page 225 of 291

Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO114 Group B7 Day 22 F1 uncoated Yes 09-JUL-2018 11:52 0 0 0

BO114 Group B7 Day 22 F2 uncoated Yes 09-JUL-2018 11:52 0 0 0

BO114 Group B7 Day 22 F3 uncoated Yes 09-JUL-2018 11:52 0 0 0

B0O114 Group B7 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 13:04 0 0 0

BO114 Group B7 EOS/ET (Day 61) F2 uncoated Yes 15-AUG-2018 13:04 0 0 0

BO114 Group B7 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 13:04 0 0 0

B0O115 Group B9 Day 1 Pre-dose D1 [IM] Yes 16-JUN-2018 10:27 0 0 0

B0115 Group B9 Day 1 10 min D1 [IM] Yes 16-JUN-2018 11:10 1 0 1

B0O115 Group B9 Day 1 1 hour D1 [IM] Yes 16-JUN-2018 12:00 0 0 0

B0O115 Group B9 Day 1 2 hour D1 [IM] Yes 16-JUN-2018 13:06 0 0 0

B0115 Group B9 Day 2 D1 [IM] Yes 17-JUN-2018 11:12 0 0 0

B0115 Group B9 Day 4 D1 [IM] Yes 19-JUN-2018 11:30 0 0 0

B0O115 Group B9 Day 8 D1 [IM] Yes 23-JUN-2018 12:43 0 0 0

BO115 Group B9 Day 22 D1 [IM] Yes 07-JUL-2018 11:51 0 0 0

BO115 Group B9 EOS/ET (Day 61) D1 [IM] Yes 17-AUG-2018 19:27 0 0 0

BO116 Group B7 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 12:03 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

BO116 Group B7 Day 1 Pre-dose F2 uncoated Yes 16-JUN-2018 12:03 0 0 0

B0O116 Group B7 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 12:03 0 0 0

BO116 Group B7 Day 1 10 min F1 uncoated Yes 16-JUN-2018 13:08 2 3 5

BO116 Group B7 Day 1 10 min F2 uncoated Yes 16-JUN-2018 13:08 2 3 5

B0O116 Group B7 Day 1 10 min F3 uncoated Yes 16-JUN-2018 13:08 2 3 5

B0O116 Group B7 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 13:58 2 3 5

B0O116 Group B7 Day 1 1 hour F2 uncoated Yes 16-JUN-2018 13:58 2 3 5

BO116 Group B7 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 13:58 2 3 5

B0116 Group B7 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 14:58 2 2 4

B0O116 Group B7 Day 1 2 hour F2 uncoated Yes 16-JUN-2018 14:58 2 2 4

B0O116 Group B7 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 14:58 2 3 5

B0O116 Group B7 Unscheduled F1 uncoated Yes 16-JUN-2018 13:15 2 4 6 MO notifies
as repeat

B0O116 Group B7 Unscheduled F2 uncoated Yes 16-JUN-2018 13:15 2 3 5 MO notifies
as repeat

B0O116 Group B7 Unscheduled F3 uncoated Yes 16-JUN-2018 13:15 2 3 5 MO notifies
as repeat

Printed: 04APR2019 (Final) CONFIDENTIAL Page 227 of 291

Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0O116 Group B7 Unscheduled F1 uncoated Yes 16-JUN-2018 13:58 2 4 6 MO notifies
as repeat

B0O116 Group B7 Unscheduled F2 uncoated Yes 16-JUN-2018 13:58 2 4 6 MO notifies
as repeat

B0O116 Group B7 Unscheduled F3 uncoated Yes 16-JUN-2018 13:58 2 4 6 MO notifies
as repeat

B0O116 Group B7 Unscheduled F3 uncoated Yes 16-JUN-2018 14:58 2 3 5 MO notifies
as repeat

B0116 Group B7 Day 2 F1 uncoated Yes 17-JUN-2018 13:09 2 0 2

BO116 Group B7 Day 2 F2 uncoated Yes 17-JUN-2018 13:09 2 0 2

BO116 Group B7 Day 2 F3 uncoated Yes 17-JUN-2018 13:09 2 0 2

B0116 Group B7 Day 4 F1 uncoated Yes 19-JUN-2018 11:48 0 0 0

B0116 Group B7 Day 4 F2 uncoated Yes 19-JUN-2018 11:48 0 0 0

B0O116 Group B7 Day 4 F3 uncoated Yes 19-JUN-2018 11:48 0 0 0

BO116 Group B7 Day 8 F1 uncoated Yes 23-JUN-2018 13:00 0 0 0

BO116 Group B7 Day 8 F2 uncoated Yes 23-JUN-2018 13:00 0 0 0

BO116 Group B7 Day 8 F3 uncoated Yes 23-JUN-2018 13:00 0 0 0
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Response Key:

0 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

3 -

4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug, as 2018 Afluria

Quad (UA)

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO116 Group B7 Day 22 F1 uncoated Yes 07-JUL-2018 11:53 0 0 0

BO116 Group B7 Day 22 F2 uncoated Yes 07-JUL-2018 11:53 0 0 0

BO116 Group B7 Day 22 F3 uncoated Yes 07-JUL-2018 11:53 0 0 0

BO116 Group B7 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 10:55 0 0 0

B0O116 Group B7 EOS/ET (Day 61) F2 uncoated Yes 15-AUG-2018 10:55 0 0 0

B0O116 Group B7 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 10:55 0 0 0

B0117 Group B9 Day 1 Pre-dose D1 [IM] Yes 16-JUN-2018 10:32 0 0 0

BO117 Group B9 Day 1 10 min D1 [IM] Yes 16-JUN-2018 11:20 0 0 0

BO117 Group B9 Day 1 1 hour D1 [IM] Yes 16-JUN-2018 12:11 1 0 1

B0117 Group B9 Day 1 2 hour D1 [IM] Yes 16-JUN-2018 13:18 1 0 1

BO117 Group B9 Day 2 D1 [IM] Yes 18-JUN-2018 11:10 0 0 0

BO117 Group B9 Day 4 D1 [IM] Yes 19-JUN-2018 11:31 0 0 0

B0117 Group B9 Day 8 D1 [IM] Yes 23-JUN-2018 11:20 0 0 0

B0117 Group B9 Day 22 D1 [IM] Yes 07-JUL-2018 14:21 0 0 0

B0117 Group B9 EOS/ET (Day 61) D1 [IM] Yes 16-AUG-2018 14:49 0 0 0

B0O118 Group B6 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 12:06 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0118 Group B6 Day 1 Pre-dose F2 2.5 ug Yes 16-JUN-2018 12:06 0 0 0

B0118 Group B6 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 12:06 0 0 0

B0O118 Group B6 Day 1 10 min F1 uncoated Yes 16-JUN-2018 13:13 2 1 3

B0118 Group B6 Day 1 10 min F2 2.5 ug Yes 16-JUN-2018 13:13 2 1 3

B0O118 Group B6 Day 1 10 min F3 uncoated Yes 16-JUN-2018 13:13 2 1 3

B0O118 Group B6 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 15:42 2 1 3

B0118 Group B6 Day 1 1 hour F2 2.5 ug Yes 16-JUN-2018 15:42 2 1 3

BO118 Group B6 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 15:42 2 1 3

B0O118 Group B6 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 15:03 2 2 4

B0118 Group B6 Day 1 2 hour F2 2.5 ug Yes 16-JUN-2018 15:03 2 1 3

BO118 Group B6 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 15:03 2 1 3

B0118 Group B6 Day 2 F1 uncoated Yes 17-JUN-2018 10:21 1 0 1

B0118 Group B6 Day 2 F2 2.5 ug Yes 17-JUN-2018 10:21 3 1 4

B0118 Group B6 Day 2 F3 uncoated Yes 17-JUN-2018 10:21 1 1 2

B0118 Group B6 Unscheduled F2 2.5 ug Yes 17-JUN-2018 10:34 3 1 4 MO notifies

as repeat
B0118 Group B6 Day 4 F1 uncoated Yes 19-JUN-2018 14:13 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0118 Group B6 Day 4 F2 2.5 ug Yes 19-JUN-2018 14:13 2 0 2

B0118 Group B6 Day 4 F3 uncoated Yes 19-JUN-2018 14:13 0 0 0

BO118 Group B6 Day 8 F1 uncoated Yes 23-JUN-2018 15:17 0 0 0

B0118 Group B6 Day 8 F2 2.5 ug Yes 23-JUN-2018 15:17 0 0 0

BO118 Group B6 Day 8 F3 uncoated Yes 23-JUN-2018 15:17 0 0 0

BO118 Group B6 Day 22 F1 uncoated Yes 07-JUL-2018 13:17 0 0 0

B0118 Group B6 Day 22 F2 2.5 ug Yes 07-JUL-2018 13:17 0 0 0

B0118 Group B6 Day 22 F3 uncoated Yes 07-JUL-2018 13:17 0 0 0

B0O118 Group B6 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 13:13 0 0 0

B0118 Group B6 EOS/ET (Day 61) F2 2.5 ug Yes 15-AUG-2018 13:13 0 0 0

B0118 Group B6 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 13:13 0 0 0

B0O119 Group B4 Day 1 Pre-dose F1 5 ug Yes 16-JUN-2018 12:08 0 0 0

BO119 Group B4 Day 1 Pre-dose F2 uncoated Yes 16-JUN-2018 12:08 0 0 0

B0119 Group B4 Day 1 Pre-dose F3 5 ug Yes 16-JUN-2018 12:08 0 0 0

B0119 Group B4 Day 1 10 min F1 5 ug Yes 16-JUN-2018 13:28 2 1 3

B0O119 Group B4 Day 1 10 min F2 uncoated Yes 16-JUN-2018 13:28 2 1 3

BO119 Group B4 Day 1 10 min F3 5 ug Yes 16-JUN-2018 13:28 2 1 3
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug, as 2018 Afluria

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO119 Group B4 Day 1 1 hour F1 5 ug Yes 16-JUN-2018 14:18 2 0 2

B0119 Group B4 Day 1 1 hour F2 uncoated Yes 16-JUN-2018 14:18 2 1 3

B0O119 Group B4 Day 1 1 hour F3 5 ug Yes 16-JUN-2018 14:18 2 1 3

BO119 Group B4 Day 1 2 hour F1 5 ug Yes 16-JUN-2018 15:18 2 1 3

B0O119 Group B4 Day 1 2 hour F2 uncoated Yes 16-JUN-2018 15:18 2 2 4

B0O119 Group B4 Day 1 2 hour F3 5 ug Yes 16-JUN-2018 15:18 2 2 4

BO119 Group B4 Day 2 F1 5 ug Yes 17-JUN-2018 13:19 3 1 4

BO119 Group B4 Day 2 F2 uncoated Yes 17-JUN-2018 13:19 2 0 2

B0O119 Group B4 Day 2 F3 5 ug Yes 17-JUN-2018 13:19 3 1 4

BO119 Group B4 Day 4 F1 5 ug Yes 19-JUN-2018 15:26 2 2 4

BO119 Group B4 Day 4 F2 uncoated Yes 19-JUN-2018 15:26 0 0 0

B0O119 Group B4 Day 4 F3 5 ug Yes 19-JUN-2018 15:26 3 2 5

B0O119 Group B4 Day 8 F1 5 ug Yes 26-JUN-2018 15:19 0 0 0

BO119 Group B4 Day 8 F2 uncoated Yes 26-JUN-2018 15:19 0 0 0

B0O119 Group B4 Day 8 F3 5 ug Yes 26-JUN-2018 15:19 0 0 0

B0119 Group B4 Day 22 F1 5 ug Yes 07-JUL-2018 12:07 0 0 0

BO119 Group B4 Day 22 F2 uncoated Yes 07-JUL-2018 12:07 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO119 Group B4 Day 22 F3 5 ug Yes 07-JUL-2018 12:07 0 0 0

BO119 Group B4 EOS/ET (Day 61) F1 5 ug Yes 15-AUG-2018 14:14 0 0 0

B0O119 Group B4 EOS/ET (Day 61) F2 uncoated Yes 15-AUG-2018 14:14 0 0 0

B0O119 Group B4 EOS/ET (Day 61) F3 5 ug Yes 15-AUG-2018 14:14 0 0 0

B0O120 Group B3 Day 1 Pre-dose F1 5 ug Yes 16-JUN-2018 12:16 0 0 0

B0120 Group B3 Day 1 Pre-dose F2 5 ug Yes 16-JUN-2018 12:16 0 0 0

B0120 Group B3 Day 1 Pre-dose F3 5 ug Yes 16-JUN-2018 12:16 0 0 0

B0O120 Group B3 Day 1 10 min F1 5 ug Yes 16-JUN-2018 13:38 2 2 4

B0O120 Group B3 Day 1 10 min F2 5 ug Yes 16-JUN-2018 13:38 2 2 4

B0120 Group B3 Day 1 10 min F3 5 ug Yes 16-JUN-2018 13:38 2 1 3

B0O120 Group B3 Day 1 1 hour F1 5 ug Yes 16-JUN-2018 14:28 2 3 5

B0O120 Group B3 Day 1 1 hour F2 5 ug Yes 16-JUN-2018 14:28 2 3 5

B0120 Group B3 Day 1 1 hour F3 5 ug Yes 16-JUN-2018 14:28 2 3 5

B0120 Group B3 Day 1 2 hour F1 5 ug Yes 16-JUN-2018 15:28 2 3 5

B0120 Group B3 Day 1 2 hour F2 5 ug Yes 16-JUN-2018 15:28 2 3 5

B0120 Group B3 Day 1 2 hour F3 5 ug Yes 16-JUN-2018 15:28 2 3 5
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -
2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0120 Group B3 Unscheduled F1 5 ug Yes 16-JUN-2018 14:47 2 3 5 MO notifies
as repeat

B0120 Group B3 Unscheduled F2 5 ug Yes 16-JUN-2018 14:47 2 3 5 MO notifies
as repeat

B0120 Group B3 Unscheduled F3 5 ug Yes 16-JUN-2018 14:47 2 3 5 MO notifies
as repeat

B0O120 Group B3 Unscheduled F1 5 ug Yes 16-JUN-2018 15:28 2 3 5 MO notifies
as repeat

B0120 Group B3 Unscheduled F2 5 ug Yes 16-JUN-2018 15:28 2 3 5 MO notifies
as repeat

B0O120 Group B3 Unscheduled F3 5 ug Yes 16-JUN-2018 15:28 2 3 5 MO notifies
as repeat

B0O120 Group B3 Day 2 F1 5 ug Yes 17-JUN-2018 13:27 3 2 5

B0120  Group B3 Day 2 F2 5 ug Yes 17-JUN-2018 13:27 3 1 4

B0O120 Group B3 Day 2 F3 5 ug Yes 17-JUN-2018 13:27 3 1 4

B0120  Group B3 Day 4 F1 5 ug Yes 19-JUN-2018 13:55 3 0 3

B0120  Group B3 Day 4 F2 5 ug Yes 19-JUN-2018 13:55 3 0 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
15 ug, as 2018 Afluria

Placebo MAP (FA) with biopsy

Quad (UA)

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0120 Group B3 Day 4 F3 5 ug Yes 19-JUN-2018 13:55 3 0 3

B0120 Group B3 Day 8 F1 5 ug Yes 23-JUN-2018 14:15 3 0 3

B0120 Group B3 Day 8 F2 5 ug Yes 23-JUN-2018 14:15 3 0 3

B0120 Group B3 Day 8 F3 5 ug Yes 23-JUN-2018 14:15 3 0 3

B0120 Group B3 Day 22 F1 5 ug Yes 07-JUL-2018 14:00 0 0 0

B0120 Group B3 Day 22 F2 5 ug Yes 07-JUL-2018 14:00 0 0 0

B0120 Group B3 Day 22 F3 5 ug Yes 07-JUL-2018 14:00 0 0 0

B0120 Group B3 EOS/ET (Day 61) F1 5 ug Yes 15-AUG-2018 13:58 0 0 0

B0O120 Group B3 EOS/ET (Day 61) F2 5 ug Yes 15-AUG-2018 13:58 0 0 0

B0120 Group B3 EOS/ET (Day 61) F3 5 ug Yes 15-AUG-2018 13:58 0 0 0

B0O121 Group B8 Day 1 Pre-dose D1 5 ug Yes 16-JUN-2018 12:15 0 0 0

B0O121 Group B8 Day 1 Pre-dose D2 5 ug Yes 16-JUN-2018 12:15 0 0 0

BO121 Group B8 Day 1 Pre-dose D3 5 ug Yes 16-JUN-2018 12:15 0 0 0

B0121 Group B8 Day 1 10 min D1 5 ug Yes 16-JUN-2018 13:48 2 1 3

B0121 Group B8 Day 1 10 min D2 5 ug Yes 16-JUN-2018 13:48 2 1 3

BO121 Group B8 Day 1 10 min D3 5 ug Yes 16-JUN-2018 13:48 2 1 3

BO121 Group B8 Day 1 1 hour D1 5 ug Yes 16-JUN-2018 14:38 2 2 4
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO121 Group B8 Day 1 1 hour D2 5 ug Yes 16-JUN-2018 14:38 2 2 4

BO121 Group B8 Day 1 1 hour D3 5 ug Yes 16-JUN-2018 14:38 2 2 4

BO121 Group B8 Day 1 2 hour D1 5 ug Yes 16-JUN-2018 15:38 2 3 5

BO121 Group B8 Day 1 2 hour D2 5 ug Yes 16-JUN-2018 15:38 2 2 4

BO121 Group B8 Day 1 2 hour D3 5 ug Yes 16-JUN-2018 15:38 2 3 5

BO121 Group B8 Unscheduled D1 5 ug Yes 16-JUN-2018 15:38 2 3 5 MO notifies

as repeat
BO121 Group B8 Unscheduled D3 5 ug Yes 16-JUN-2018 15:38 2 3 5 MO notifies
as repeat

BO121 Group B8 Day 2 D1 5 ug Yes 17-JUN-2018 10:21 2 1 3

BO121 Group B8 Day 2 D2 5 ug Yes 17-JUN-2018 10:21 2 1 3

BO121 Group B8 Day 2 D3 5 ug Yes 17-JUN-2018 10:21 2 1 3

BO121 Group B8 Day 4 D1 5 ug Yes 19-JUN-2018 14:00 3 0 3

BO121 Group B8 Day 4 D2 5 ug Yes 19-JUN-2018 14:00 3 0 3

BO121 Group B8 Day 4 D3 5 ug Yes 19-JUN-2018 14:00 3 0 3

BO121 Group B8 Day 8 D1 5 ug Yes 23-JUN-2018 15:04 1 0 1

BO121 Group B8 Day 8 D2 5 ug Yes 23-JUN-2018 15:04 2 0 2
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Response Key:

0 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Quad (UA)

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
15 ug, as 2018 Afluria

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
BO121 Group B8 Day 8 D3 5 ug Yes 23-JUN-2018 15:04 2 0 2

BO121 Group B8 Day 22 D1 5 ug Yes 09-JUL-2018 09:51 1 0 1

BO121 Group B8 Day 22 D2 5 ug Yes 09-JUL-2018 09:51 1 0 1

BO121 Group B8 Day 22 D3 5 ug Yes 09-JUL-2018 09:51 1 0 1

BO121 Group B8 EOS/ET (Day 61) D1 5 ug Yes 08-AUG-2018 09:40 0 0 0

BO121 Group B8 EOS/ET (Day 61) D2 5 ug Yes 08-AUG-2018 09:40 0 0 0

BO121 Group B8 EOS/ET (Day 61) D3 5 ug Yes 08-AUG-2018 09:40 0 0 0

B0122 Group B5 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 12:23 0 0 0

BO122 Group B5 Day 1 Pre-dose F2 5 ug Yes 16-JUN-2018 12:23 0 0 0

B0O122 Group B5 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 12:23 0 0 0

BO122 Group B5 Day 1 10 min F1 uncoated Yes 16-JUN-2018 13:58 2 1 3

BO122 Group B5 Day 1 10 min F2 5 ug Yes 16-JUN-2018 13:58 2 1 3

B0O122 Group B5 Day 1 10 min F3 uncoated Yes 16-JUN-2018 13:58 2 1 3

BO122 Group B5 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 14:48 2 0 2

B0O122 Group B5 Day 1 1 hour F2 5 ug Yes 16-JUN-2018 14:48 2 2 4

B0122 Group B5 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 14:48 2 0 2

B0122 Group B5 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 15:48 2 2 4
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd

Listing 16.2.9.4
Skin Irritation Index per Site

Protocol No.:

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0122 Group B5 Day 1 2 hour F2 5 ug Yes 16-JUN-2018 15:48 2 3 5

B0122 Group B5 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 15:48 2 3 5

B0122 Group B5 Unscheduled F2 5 ug Yes 16-JUN-2018 15:48 2 3 5 MO notifies

as repeat
B0122 Group B5 Unscheduled F3 uncoated Yes 16-JUN-2018 15:48 2 3 5 MO notifies
as repeat

B0O122 Group B5 Day 2 F1 uncoated Yes 17-JUN-2018 09:14 2 0 2

B0122 Group B5 Day 2 F2 5 ug Yes 17-JUN-2018 09:14 3 1 4

B0122 Group B5 Day 2 F3 uncoated Yes 17-JUN-2018 09:14 2 0 2

B0122 Group B5 Day 4 F1 uncoated Yes 19-JUN-2018 12:12 0 0 0

B0122 Group B5 Day 4 F2 5 ug Yes 19-JUN-2018 12:12 3 3 6

B0122 Group B5 Day 4 F3 uncoated Yes 19-JUN-2018 12:12 2 1 3

BO122 Group B5 Day 8 F1 uncoated Yes 23-JUN-2018 09:45 0 0 0

B0122 Group B5 Day 8 F2 5 ug Yes 23-JUN-2018 09:45 0 0 0

BO122 Group B5 Day 8 F3 uncoated Yes 23-JUN-2018 09:45 0 0 0

B0O122 Group B5 Day 22 F1 uncoated Yes 07-JUL-2018 09:00 0 0 0

B0122 Group B5 Day 22 F2 5 ug Yes 07-JUL-2018 09:00 2 1 3
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

SP-1207-022



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0122 Group B5 Day 22 F3 uncoated Yes 07-JUL-2018 09:00 0 0 0

B0122 Group B5 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 14:07 0 0 0

B0122 Group B5 EOS/ET (Day 61) F2 5 ug Yes 15-AUG-2018 14:07 0 0 0

B0122 Group B5 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 14:07 0 0 0

B0123 Group B6 Day 1 Pre-dose F1 2.5 ug Yes 16-JUN-2018 12:27 0 0 0

B0O123 Group B6 Day 1 Pre-dose F2 uncoated Yes 16-JUN-2018 12:27 0 0 0

B0O123 Group B6 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 12:27 0 0 0

B0O123 Group B6 Day 1 10 min F1 2.5 ug Yes 16-JUN-2018 14:08 2 1 3

B0123 Group B6 Day 1 10 min F2 uncoated Yes 16-JUN-2018 14:08 2 1 3

B0123 Group B6 Day 1 10 min F3 uncoated Yes 16-JUN-2018 14:08 2 0 2

B0O123 Group B6 Day 1 1 hour F1 2.5 ug Yes 16-JUN-2018 14:58 2 0 2

B0123 Group B6 Day 1 1 hour F2 uncoated Yes 16-JUN-2018 14:58 2 1 3

B0123 Group B6 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 14:58 2 1 3

B0O123 Group B6 Day 1 2 hour F1 2.5 ug Yes 16-JUN-2018 15:58 2 1 3

B0123 Group B6 Day 1 2 hour F2 uncoated Yes 16-JUN-2018 15:58 2 1 3

B0123 Group B6 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 15:58 2 2 4

B0123 Group B6 Day 2 F1 2.5 ug Yes 17-JUN-2018 10:41 2 1 3

Printed: 04APR2019 (Final) CONFIDENTIAL Page 239 of 291

Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0123 Group B6 Day 2 F2 uncoated Yes 17-JUN-2018 10:41 1 0 1

B0123 Group B6 Day 2 F3 uncoated Yes 17-JUN-2018 10:41 1 0 1

B0123 Group B6 Day 4 F1 2.5 ug Yes 19-JUN-2018 12:09 2 0 2

B0123 Group B6 Day 4 F2 uncoated Yes 19-JUN-2018 12:09 0 0 0

B0O123 Group B6 Day 4 F3 uncoated Yes 19-JUN-2018 12:09 0 0 0

B0123 Group B6 Day 8 F1 2.5 ug Yes 23-JUN-2018 12:07 0 0 0

B0123 Group B6 Day 8 F2 uncoated Yes 23-JUN-2018 12:07 0 0 0

B0123 Group B6 Day 8 F3 uncoated Yes 23-JUN-2018 12:07 0 0 0

B0123 Group B6 Day 22 F1 2.5 ug Yes 06-JUL-2018 11:09 2 0 2

B0123 Group B6 Day 22 F2 uncoated Yes 06-JUL-2018 11:09 0 0 0

B0123 Group B6 Day 22 F3 uncoated Yes 06-JUL-2018 11:09 0 0 0

B0123 Group B6 EOS/ET (Day 61) F1 2.5 ug Yes 15-AUG-2018 11:50 0 0 0

B0123 Group B6 EOS/ET (Day 61) F2 uncoated Yes 15-AUG-2018 11:50 0 0 0

B0123 Group B6 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 11:50 0 0 0

B0124 Group B4 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 12:33 0 0 0

B0124 Group B4 Day 1 Pre-dose F2 5 ug Yes 16-JUN-2018 12:33 0 0 0

B0124 Group B4 Day 1 Pre-dose F3 5 ug Yes 16-JUN-2018 12:33 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0O124 Group B4 Day 1 10 min F1 uncoated Yes 16-JUN-2018 14:18 2 1 3

B0124 Group B4 Day 1 10 min F2 5 ug Yes 16-JUN-2018 14:18 2 1 3

BO124 Group B4 Day 1 10 min F3 5 ug Yes 16-JUN-2018 14:18 2 1 3

B0O124 Group B4 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 15:08 2 0 2

BO124 Group B4 Day 1 1 hour F2 5 ug Yes 16-JUN-2018 15:08 2 3 5

BO124 Group B4 Day 1 1 hour F3 5 ug Yes 16-JUN-2018 15:08 2 3 5

B0O124 Group B4 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 16:08 2 2 4

B0124 Group B4 Day 1 2 hour F2 5 ug Yes 16-JUN-2018 16:08 2 3 5

BO124 Group B4 Day 1 2 hour F3 5 ug Yes 16-JUN-2018 16:08 2 3 5

B0O124 Group B4 Unscheduled F2 5 ug Yes 16-JUN-2018 15:08 2 4 6 MO notifies
as repeat

B0124 Group B4 Unscheduled F3 5 ug Yes 16-JUN-2018 15:08 2 4 6 MO notifies
as repeat

B0O124 Group B4 Unscheduled F2 5 ug Yes 16-JUN-2018 16:08 2 3 5 MO notifies
as repeat

B0124 Group B4 Unscheduled F3 5 ug Yes 16-JUN-2018 2 3 5 MO notifies
as repeat
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O124 Group B4 Day 2 F1 uncoated Yes 17-JUN-2018 11:49 1 0 1

B0124 Group B4 Day 2 F2 5 ug Yes 17-JUN-2018 11:49 2 2 4

B0124 Group B4 Day 2 F3 5 ug Yes 17-JUN-2018 11:49 2 2 4

B0O124 Group B4 Day 4 F1 uncoated Yes 19-JUN-2018 14:46 0 0 0

BO124 Group B4 Day 4 F2 5 ug Yes 19-JUN-2018 14:46 3 2 5

B0124 Group B4 Day 4 F3 5 ug Yes 19-JUN-2018 14:46 3 3 6

B0O124 Group B4 Day 8 F1 uncoated Yes 23-JUN-2018 13:42 0 0 0

B0124 Group B4 Day 8 F2 5 ug Yes 23-JUN-2018 13:42 0 0 0

B0124 Group B4 Day 8 F3 5 ug Yes 23-JUN-2018 13:42 2 2 4

B0124 Group B4 Day 22 F1 uncoated Yes 07-JUL-2018 13:08 0 0 0

B0124 Group B4 Day 22 F2 5 ug Yes 07-JUL-2018 13:08 0 0 0

B0124 Group B4 Day 22 F3 5 ug Yes 07-JUL-2018 13:08 0 0 0

B0O124 Group B4 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 15:00 0 0 0

B0124 Group B4 EOS/ET (Day 61) F2 5 ug Yes 15-AUG-2018 15:00 0 0 0

B0124 Group B4 EOS/ET (Day 61) F3 5 ug Yes 15-AUG-2018 15:00 0 0 0

B0125 Group B7 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 12:37 0 0 0

B0125 Group B7 Day 1 Pre-dose F2 uncoated Yes 16-JUN-2018 12:37 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O125 Group B7 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 12:37 0 0 0

B0O125 Group B7 Day 1 10 min F1 uncoated Yes 16-JUN-2018 14:28 2 1 3

BO125 Group B7 Day 1 10 min F2 uncoated Yes 16-JUN-2018 14:28 2 1 3

B0O125 Group B7 Day 1 10 min F3 uncoated Yes 16-JUN-2018 14:28 2 1 3

BO125 Group B7 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 15:18 2 1 3

BO125 Group B7 Day 1 1 hour F2 uncoated Yes 16-JUN-2018 15:18 2 1 3

B0O125 Group B7 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 15:18 2 1 3

B0O125 Group B7 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 16:19 2 1 3

BO125 Group B7 Day 1 2 hour F2 uncoated Yes 16-JUN-2018 16:19 2 1 3

B0O125 Group B7 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 16:19 2 1 3

B0O125 Group B7 Day 2 F1 uncoated Yes 17-JUN-2018 13:02 2 0 2

B0125 Group B7 Day 2 F2 uncoated Yes 17-JUN-2018 13:02 2 0 2

B0125 Group B7 Day 2 F3 uncoated Yes 17-JUN-2018 13:02 2 0 2

B0O125 Group B7 Day 4 F1 uncoated Yes 19-JUN-2018 15:21 0 0 0

B0O125 Group B7 Day 4 F2 uncoated Yes 19-JUN-2018 15:21 0 0 0

B0O125 Group B7 Day 4 F3 uncoated Yes 19-JUN-2018 15:21 0 0 0

B0125 Group B7 Day 8 F1 uncoated Yes 22-JUN-2018 14:05 0 0 0

Printed: 04APR2019 (Final) CONFIDENTIAL Page 243 of 291

Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O125 Group B7 Day 8 F2 uncoated Yes 22-JUN-2018 14:05 0 0 0

B0125 Group B7 Day 8 F3 uncoated Yes 22-JUN-2018 14:05 0 0 0

BO125 Group B7 Day 22 F1 uncoated Yes 07-JUL-2018 13:52 0 0 0

B0O125 Group B7 Day 22 F2 uncoated Yes 07-JUL-2018 13:52 0 0 0

BO125 Group B7 Day 22 F3 uncoated Yes 07-JUL-2018 13:52 0 0 0

B0O125 Group B7 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 15:47 0 0 0

B0125 Group B7 EOS/ET (Day 61) F2 uncoated Yes 15-AUG-2018 15:47 0 0 0

B0125 Group B7 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 15:47 0 0 0

B0O126 Group B3 Day 1 Pre-dose F1 5 ug Yes 16-JUN-2018 12:50 0 0 0

B0O126 Group B3 Day 1 Pre-dose F2 5 ug Yes 16-JUN-2018 12:50 0 0 0

B0126 Group B3 Day 1 Pre-dose F3 5 ug Yes 16-JUN-2018 12:50 0 0 0

B0126 Group B3 Day 1 10 min F1 5 ug Yes 16-JUN-2018 14:38 2 1 3

B0126 Group B3 Day 1 10 min F2 5 ug Yes 16-JUN-2018 14:38 2 1 3

B0126 Group B3 Day 1 10 min F3 5 ug Yes 16-JUN-2018 14:38 2 0 2

B0126 Group B3 Day 1 1 hour F1 5 ug Yes 16-JUN-2018 15:28 2 2 4

B0126 Group B3 Day 1 1 hour F2 5 ug Yes 16-JUN-2018 15:28 2 2 4

B0126 Group B3 Day 1 1 hour F3 5 ug Yes 16-JUN-2018 15:28 2 2 4
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0126 Group B3 Day 1 2 hour F1 5 ug Yes 16-JUN-2018 16:29 2 3 5

B0126 Group B3 Day 1 2 hour F2 5 ug Yes 16-JUN-2018 16:29 2 3 5

BO126 Group B3 Day 1 2 hour F3 5 ug Yes 16-JUN-2018 16:29 2 3 5

B0O126 Group B3 Unscheduled F1 5 ug Yes 16-JUN-2018 16:30 2 3 5 MO notifies
as repeat

B0126 Group B3 Unscheduled F2 5 ug Yes 16-JUN-2018 16:30 2 3 5 MO notifies
as repeat

B0O126 Group B3 Unscheduled F2 5 ug Yes 16-JUN-2018 16:30 2 3 5 MO notifies
as repeat

B0126 Group B3 Day 2 F1 5 ug Yes 17-JUN-2018 11:43 2 1 3

B0126 Group B3 Day 2 F2 5 ug Yes 17-JUN-2018 11:43 2 1 3

B0126 Group B3 Day 2 F3 5 ug Yes 17-JUN-2018 11:43 2 1 3

B0126 Group B3 Day 4 F1 5 ug Yes 19-JUN-2018 15:36 2 0 2

B0126 Group B3 Day 4 F2 5 ug Yes 19-JUN-2018 15:36 2 0 2

B0126 Group B3 Day 4 F3 5 ug Yes 19-JUN-2018 15:36 2 0 2

B0126 Group B3 Day 8 F1 5 ug Yes 23-JUN-2018 15:32 0 0 0

B0126 Group B3 Day 8 F2 5 ug Yes 23-JUN-2018 15:32 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O126 Group B3 Day 8 F3 5 ug Yes 23-JUN-2018 15:32 0 0 0

B0126 Group B3 Day 22 F1 5 ug Yes 06-JUL-2018 14:35 0 0 0

B0126 Group B3 Day 22 F2 5 ug Yes 06-JUL-2018 14:35 0 0 0

B0O126 Group B3 Day 22 F3 5 ug Yes 06-JUL-2018 14:35 0 0 0

B0126 Group B3 EOS/ET (Day 61) F1 5 ug Yes 15-AUG-2018 15:15 0 0 0

B0126 Group B3 EOS/ET (Day 61) F2 5 ug Yes 15-AUG-2018 15:15 0 0 0

B0O126 Group B3 EOS/ET (Day 61) F3 5 ug Yes 15-AUG-2018 15:15 0 0 0

B0127 Group B9 Day 1 Pre-dose D1 [IM] Yes 16-JUN-2018 10:36 0 0 0

B0127 Group B9 Day 1 10 min D1 [IM] Yes 16-JUN-2018 11:30 1 0 1

B0127 Group B9 Day 1 1 hour D1 [IM] Yes 16-JUN-2018 12:21 0 1 1

B0127 Group B9 Day 1 2 hour D1 [IM] Yes 16-JUN-2018 13:26 0 0 0

B0127 Group B9 Day 2 D1 [IM] Yes 17-JUN-2018 11:14 0 0 0

B0127 Group B9 Day 4 D1 [IM] Yes 19-JUN-2018 15:36 0 0 0

B0127 Group B9 Day 8 D1 [IM] Yes 23-JUN-2018 13:03 0 0 0

B0127 Group B9 Day 22 D1 [IM] Yes 13-JUL-2018 14:21 0 0 0

B0127 Group B9 EOS/ET (Day 61) D1 [IM] Yes 20-AUG-2018 13:59 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O128 Group B5 Day 1 Pre-dose F1 uncoated Yes 23-JUN-2018 10:47 0 0 0

B0128 Group B5 Day 1 Pre-dose F2 5 ug Yes 23-JUN-2018 10:47 0 0 0

B0128 Group B5 Day 1 Pre-dose F3 uncoated Yes 23-JUN-2018 10:47 0 0 0

B0O128 Group B5 Day 1 10 min F1 uncoated Yes 23-JUN-2018 11:48 2 1 3

B0O128 Group B5 Day 1 10 min F2 5 ug Yes 23-JUN-2018 11:48 2 1 3

B0128 Group B5 Day 1 10 min F3 uncoated Yes 23-JUN-2018 11:48 2 1 3

B0O128 Group B5 Day 1 1 hour F1 uncoated Yes 23-JUN-2018 12:38 2 1 3

B0128 Group B5 Day 1 1 hour F2 5 ug Yes 23-JUN-2018 12:38 2 1 3

B0128 Group B5 Day 1 1 hour F3 uncoated Yes 23-JUN-2018 12:38 2 2 4

B0O128 Group B5 Day 1 2 hour F1 uncoated Yes 23-JUN-2018 13:38 2 0 2

B0128 Group B5 Day 1 2 hour F2 5 ug Yes 23-JUN-2018 13:38 2 2 4

B0128 Group B5 Day 1 2 hour F3 uncoated Yes 23-JUN-2018 13:38 2 2 4

B0128 Group B5 Day 2 F1 uncoated Yes 24-JUN-2018 11:58 1 0 1

B0128 Group B5 Day 2 F2 5 ug Yes 24-JUN-2018 11:58 2 1 3

B0O128 Group B5 Day 2 F3 uncoated Yes 24-JUN-2018 11:58 1 0 1

B0O128 Group B5 Day 4 F1 uncoated Yes 26-JUN-2018 12:03 1 0 1

B0128 Group B5 Day 4 F2 5 ug Yes 26-JUN-2018 12:03 2 3 5
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O128 Group B5 Day 4 F3 uncoated Yes 26-JUN-2018 12:03 1 0 1

B0128 Group B5 Unscheduled F2 5 ug Yes 26-JUN-2018 12:08 3 4 7 MO notifies

as repeat

B0128 Group B5 Day 8 F1 uncoated Yes 30-JUN-2018 12:09 0 0 0

B0128 Group B5 Day 8 F2 5 ug Yes 30-JUN-2018 12:09 0 0 0

B0O128 Group B5 Day 8 F3 uncoated Yes 30-JUN-2018 12:09 0 0 0

B0128 Group B5 Day 22 F1 uncoated Yes 14-JUL-2018 11:40 0 0 0

B0128 Group B5 Day 22 F2 5 ug Yes 14-JUL-2018 11:40 0 1 1

B0O128 Group B5 Day 22 F3 uncoated Yes 14-JUL-2018 11:40 0 0 0

B0128 Group B5 EOS/ET (Day 61) F1 uncoated Yes 22-AUG-2018 11:14 0 0 0

B0128 Group B5 EOS/ET (Day 61) F2 5 ug Yes 22-AUG-2018 11:14 0 0 0

B0128 Group B5 EOS/ET (Day 61) F3 uncoated Yes 22-AUG-2018 11:14 0 0 0

B0O129 Group B8 Day 1 Pre-dose D1 5 ug Yes 23-JUN-2018 11:47 0 0 0

B0129 Group B8 Day 1 Pre-dose D2 5 ug Yes 23-JUN-2018 11:47 0 0 0

B0129 Group B8 Day 1 Pre-dose D3 5 ug Yes 23-JUN-2018 11:47 0 0 0

B0129 Group B8 Day 1 10 min D1 5 ug Yes 23-JUN-2018 12:08 2 2 4

B0129 Group B8 Day 1 10 min D2 5 ug Yes 23-JUN-2018 12:08 2 2 4
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0129  Group B8 Day 1 10 min D3 5 ug Yes 23-JUN-2018 12:08 2 2 4

B0O129 Group B8 Day 1 1 hour D1 5 ug Yes 23-JUN-2018 12:58 2 2 4

B0129  Group B8 Day 1 1 hour D2 5 ug Yes 23-JUN-2018 12:58 2 3 5

B0129  Group B8 Day 1 1 hour D3 5 ug Yes 23-JUN-2018 12:58 2 3 5

B0O129 Group B8 Day 1 2 hour D1 5 ug Yes 23-JUN-2018 13:58 2 2 4

B0129  Group B8 Day 1 2 hour D2 5 ug Yes 23-JUN-2018 13:58 2 3 5

B0129  Group B8 Day 1 2 hour D3 5 ug Yes 23-JUN-2018 13:58 2 3 5

B0O129 Group B8 Unscheduled D1 5 ug Yes 23-JUN-2018 13:01 2 3 5 MO notifies
as repeat

B0O129 Group B8 Unscheduled D2 5 ug Yes 23-JUN-2018 13:01 2 3 5 MO notifies
as repeat

B0129 Group B8 Unscheduled D3 5 ug Yes 23-JUN-2018 13:01 2 3 5 MO notifies
as repeat

B0O129 Group B8 Unscheduled D2 5 ug Yes 23-JUN-2018 13:59 2 3 5 MO notifies
as repeat

B0129 Group B8 Unscheduled D3 5 ug Yes 23-JUN-2018 13:59 2 3 5 MO notifies
as repeat
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

Placebo MAP (FA) with biopsy

15 ug; A3 = Placebo MAP (FA); A4 =

15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0129 Group B8 Day 2 D1 5 ug Yes 24-JUN-2018 12:17 3 2 5

B0129 Group B8 Day 2 D2 5 ug Yes 24-JUN-2018 12:17 3 2 5

B0129 Group B8 Day 2 D3 5 ug Yes 24-JUN-2018 12:17 3 2 5

B0129 Group B8 Day 4 D1 5 ug Yes 26-JUN-2018 14:11 2 1 3

B0129 Group B8 Day 4 D2 5 ug Yes 26-JUN-2018 14:11 2 1 3

B0129 Group B8 Day 4 D3 5 ug Yes 26-JUN-2018 14:11 2 1 3

B0129 Group B8 Day 8 D1 5 ug Yes 30-JUN-2018 15:06 2 0 2

B0129 Group B8 Day 8 D2 5 ug Yes 30-JUN-2018 15:06 2 0 2

B0129 Group B8 Day 8 D3 5 ug Yes 30-JUN-2018 15:06 2 0 2

B0129 Group B8 Day 22 D1 5 ug Yes 14-JUL-2018 14:33 0 0 0

B0129 Group B8 Day 22 D2 5 ug Yes 14-JUL-2018 14:33 0 1 1

B0129 Group B8 Day 22 D3 5 ug Yes 14-JUL-2018 14:33 0 1 1

B0129 Group B8 EOS/ET (Day 61) D1 5 ug Yes 22-AUG-2018 11:11 0 0 0

B0129 Group B8 EOS/ET (Day 61) D2 5 ug Yes 22-AUG-2018 11:11 0 0 0

B0129 Group B8 EOS/ET (Day 61) D3 5 ug Yes 22-AUG-2018 11:11 0 0 0

B0130 Group B5 Day 1 Pre-dose F1 5 ug Yes 23-JUN-2018 10:54 0 0 0

B0130 Group B5 Day 1 Pre-dose F2 uncoated Yes 23-JUN-2018 10:54 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O130 Group B5 Day 1 Pre-dose F3 uncoated Yes 23-JUN-2018 10:54 0 0 0

B0130 Group B5 Day 1 10 min F1 5 ug Yes 23-JUN-2018 11:58 2 2 4

B0130 Group B5 Day 1 10 min F2 uncoated Yes 23-JUN-2018 11:58 2 2 4

B0O130 Group B5 Day 1 10 min F3 uncoated Yes 23-JUN-2018 11:58 2 2 4

B0130 Group B5 Day 1 1 hour F1 5 ug Yes 23-JUN-2018 12:48 2 2 4

B0130 Group B5 Day 1 1 hour F2 uncoated Yes 23-JUN-2018 12:48 2 1 3

B0O130 Group B5 Day 1 1 hour F3 uncoated Yes 23-JUN-2018 12:48 2 2 4

B0130 Group B5 Day 1 2 hour F1 5 ug Yes 23-JUN-2018 13:48 2 2 4

B0130 Group B5 Day 1 2 hour F2 uncoated Yes 23-JUN-2018 13:48 2 2 4

B0O130 Group B5 Day 1 2 hour F3 uncoated Yes 23-JUN-2018 13:48 2 2 4

B0130 Group B5 Day 2 F1 5 ug Yes 24-JUN-2018 12:05 2 2 4

B0130 Group B5 Day 2 F2 uncoated Yes 24-JUN-2018 12:05 2 1 3

B0130 Group B5 Day 2 F3 uncoated Yes 24-JUN-2018 12:05 2 1 3

B0130 Group B5 Day 4 F1 5 ug Yes 26-JUN-2018 10:13 3 0 3

B0O130 Group B5 Day 4 F2 uncoated Yes 26-JUN-2018 10:13 0 0 0

B0O130 Group B5 Day 4 F3 uncoated Yes 26-JUN-2018 10:13 0 0 0

B0130 Group B5 Day 8 F1 5 ug Yes 30-JUN-2018 10:02 3 1 4
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd

Listing 16.2.9.4

Skin Irritation Index per Site

Protocol No.:

SP-1207-022

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O130 Group B5 Day 8 F2 uncoated Yes 30-JUN-2018 10:02 0 0 0

B0130 Group B5 Day 8 F3 uncoated Yes 30-JUN-2018 10:02 0 0 0

B0130 Group B5 Day 22 F1 5 ug Yes 14-JUL-2018 12:18 0 0 0

B0O130 Group B5 Day 22 F2 uncoated Yes 14-JUL-2018 12:18 0 0 0

B0O130 Group B5 Day 22 F3 uncoated Yes 14-JUL-2018 12:18 0 0 0

B0130 Group B5 EOS/ET (Day 61) F1 5 ug Yes 22-AUG-2018 10:20 0 0 0

B0O130 Group B5 EOS/ET (Day 61) F2 uncoated Yes 22-AUG-2018 10:20 0 0 0

B0O130 Group B5 EOS/ET (Day 61) F3 uncoated Yes 22-AUG-2018 10:20 0 0 0

B0O131 Group B8 Day 1 Pre-dose D1 5 ug Yes 23-JUN-2018 11:06 0 0 0

BO131 Group B8 Day 1 Pre-dose D2 5 ug Yes 23-JUN-2018 11:06 0 0 0

B0131 Group B8 Day 1 Pre-dose D3 5 ug Yes 23-JUN-2018 11:06 0 0 0

B0131 Group B8 Day 1 10 min D1 5 ug Yes 23-JUN-2018 12:18 2 1 3

BO131 Group B8 Day 1 10 min D2 5 ug Yes 23-JUN-2018 12:18 2 1 3

B0131 Group B8 Day 1 10 min D3 5 ug Yes 23-JUN-2018 12:18 2 1 3

B0131 Group B8 Day 1 1 hour D1 5 ug Yes 23-JUN-2018 13:08 2 2 4

B0O131 Group B8 Day 1 1 hour D2 5 ug Yes 23-JUN-2018 13:08 2 1 3

B0O131 Group B8 Day 1 1 hour D3 5 ug Yes 23-JUN-2018 13:08 2 2 4
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0131 Group B8 Day 1 2 hour D1 5 ug Yes 23-JUN-2018 14:08 2 2 4

B0131 Group B8 Day 1 2 hour D2 5 ug Yes 23-JUN-2018 14:08 1 1 2

B0O131 Group B8 Day 1 2 hour D3 5 ug Yes 23-JUN-2018 14:08 1 1 2

B0131 Group B8 Day 2 D1 5 ug Yes 24-JUN-2018 12:13 2 1 3

B0131 Group B8 Day 2 D2 5 ug Yes 24-JUN-2018 12:13 2 1 3

B0131 Group B8 Day 2 D3 5 ug Yes 24-JUN-2018 12:13 2 1 3

B0131 Group B8 Day 4 D1 5 ug Yes 26-JUN-2018 13:36 2 0 2

B0131 Group B8 Day 4 D2 5 ug Yes 26-JUN-2018 13:36 2 0 2

B0131 Group B8 Day 4 D3 5 ug Yes 26-JUN-2018 13:36 2 0 2

B0131 Group B8 Day 8 D1 5 ug Yes 30-JUN-2018 11:54 1 0 1

B0131 Group B8 Day 8 D2 5 ug Yes 30-JUN-2018 11:54 1 1 2

B0131 Group B8 Day 8 D3 5 ug Yes 30-JUN-2018 11:54 1 0 1

B0O131 Group B8 Day 22 D1 5 ug Yes 14-JUL-2018 11:53 0 0 0

B0131 Group B8 Day 22 D2 5 ug Yes 14-JUL-2018 11:53 0 0 0

B0O131 Group B8 Day 22 D3 5 ug Yes 14-JUL-2018 11:53 0 0 0

B0O131 Group B8 EOS/ET (Day 61) D1 5 ug Yes 22-AUG-2018 16:58 0 0 0

B0131 Group B8 EOS/ET (Day 61) D2 5 ug Yes 22-AUG-2018 16:58 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0131 Group B8 EOS/ET (Day 61) D3 5 ug Yes 22-AUG-2018 16:58 0 0 0

B0132 Group B6 Day 1 Pre-dose F1 2.5 ug Yes 23-JUN-2018 11:13 0 0 0

B0132 Group B6 Day 1 Pre-dose F2 uncoated Yes 23-JUN-2018 11:13 0 0 0

B0132 Group B6 Day 1 Pre-dose F3 uncoated Yes 23-JUN-2018 11:13 0 0 0

B0O132 Group B6 Day 1 10 min F1 2.5 ug Yes 23-JUN-2018 12:28 2 2 4

B0132 Group B6 Day 1 10 min F2 uncoated Yes 23-JUN-2018 12:28 2 2 4

B0132 Group B6 Day 1 10 min F3 uncoated Yes 23-JUN-2018 12:28 2 2 4

B0132 Group B6 Day 1 1 hour F1 2.5 ug Yes 23-JUN-2018 13:18 2 3 5

B0132 Group B6 Day 1 1 hour F2 uncoated Yes 23-JUN-2018 13:18 3 2 5

B0132 Group B6 Day 1 1 hour F3 uncoated Yes 23-JUN-2018 13:18 3 3 6

B0132 Group B6 Day 1 2 hour F1 2.5 ug Yes 23-JUN-2018 14:18 2 1 3

B0132 Group B6 Day 1 2 hour F2 uncoated Yes 23-JUN-2018 14:18 2 2 4

B0132 Group B6 Day 1 2 hour F3 uncoated Yes 23-JUN-2018 14:18 2 2 4

B0132 Group B6 Unscheduled F1 2.5 ug Yes 23-JUN-2018 13:20 2 3 5 MO notifies

as repeat
B0132 Group B6 Unscheduled F2 uncoated Yes 23-JUN-2018 13:20 3 2 5 MO notifies
as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0132 Group B6 Unscheduled F3 uncoated Yes 23-JUN-2018 13:20 3 3 6 MO notifies
as repeat

B0132 Group B6 Day 2 F1 2.5 ug Yes 24-JUN-2018 13:20 3 0 3

B0132 Group B6 Day 2 F2 uncoated Yes 24-JUN-2018 13:20 2 0 2

B0132 Group B6 Day 2 F3 uncoated Yes 24-JUN-2018 13:20 2 0 2

B0132 Group B6 Day 4 F1 2.5 ug Yes 26-JUN-2018 18:11 1 1 2

B0132 Group B6 Day 4 F2 uncoated Yes 26-JUN-2018 18:11 0 0 0

B0132 Group B6 Day 4 F3 uncoated Yes 26-JUN-2018 18:11 0 0 0

B0132 Group B6 Day 8 F1 2.5 ug Yes 30-JUN-2018 11:49 0 0 0

B0132 Group B6 Day 8 F2 uncoated Yes 30-JUN-2018 11:49 0 0 0

B0132 Group B6 Day 8 F3 uncoated Yes 30-JUN-2018 11:49 0 0 0

B0132 Group B6 Day 22 F1 2.5 ug Yes 14-JUL-2018 10:35 1 0 1

B0O132 Group B6 Day 22 F2 uncoated Yes 14-JUL-2018 10:35 0 0 0

B0132 Group B6 Day 22 F3 uncoated Yes 14-JUL-2018 10:35 0 0 0

B0132 Group B6 EOS/ET (Day 61) F1 2.5 ug Yes 23-AUG-2018 08:24 0 0 0

B0132 Group B6 EOS/ET (Day 61) F2 uncoated Yes 23-AUG-2018 08:24 0 0 0

B0132 Group B6 EOS/ET (Day 61) F3 uncoated Yes 23-AUG-2018 08:24 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O133 Group B4 Day 1 Pre-dose F1 uncoated Yes 23-JUN-2018 11:20 0 0 0

B0133 Group B4 Day 1 Pre-dose F2 5 ug Yes 23-JUN-2018 11:20 0 0 0

B0133 Group B4 Day 1 Pre-dose F3 5 ug Yes 23-JUN-2018 11:20 0 0 0

B0O133 Group B4 Day 1 10 min F1 uncoated Yes 23-JUN-2018 12:38 2 1 3

B0133 Group B4 Day 1 10 min F2 5 ug Yes 23-JUN-2018 12:38 2 1 3

B0133 Group B4 Day 1 10 min F3 5 ug Yes 23-JUN-2018 12:38 2 1 3

B0133 Group B4 Day 1 1 hour F1 uncoated Yes 23-JUN-2018 13:28 2 1 3

B0133 Group B4 Day 1 1 hour F2 5 ug Yes 23-JUN-2018 13:28 2 3 5

B0133 Group B4 Day 1 1 hour F3 5 ug Yes 23-JUN-2018 13:28 2 3 5

B0133 Group B4 Day 1 2 hour F1 uncoated Yes 23-JUN-2018 14:28 2 1 3

B0133 Group B4 Day 1 2 hour F2 5 ug Yes 23-JUN-2018 14:28 2 2 4

B0133 Group B4 Day 1 2 hour F3 5 ug Yes 23-JUN-2018 14:28 2 2 4

B0133 Group B4 Unscheduled F1 uncoated Yes 23-JUN-2018 13:30 3 2 5 MO notifies

as repeat
B0133 Group B4 Unscheduled F2 5 ug Yes 23-JUN-2018 13:30 2 3 5 MO notifies
as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0133 Group B4 Unscheduled F3 5 ug Yes 23-JUN-2018 13:30 2 3 5 MO notifies
as repeat

B0133 Group B4 Day 2 F1 uncoated Yes 24-JUN-2018 10:59 2 0 2

B0133 Group B4 Day 2 F2 5 ug Yes 24-JUN-2018 10:59 2 1 3

B0133 Group B4 Day 2 F3 5 ug Yes 24-JUN-2018 10:59 2 1 3

B0133 Group B4 Day 4 F1 uncoated Yes 26-JUN-2018 17:30 1 0 1

B0133 Group B4 Day 4 F2 5 ug Yes 26-JUN-2018 17:30 2 1 3

B0133 Group B4 Day 4 F3 5 ug Yes 26-JUN-2018 17:30 2 1 3

B0133 Group B4 Day 8 F1 uncoated Yes 30-JUN-2018 11:49 0 0 0

B0133 Group B4 Day 8 F2 5 ug Yes 30-JUN-2018 11:49 2 0 2

B0133 Group B4 Day 8 F3 5 ug Yes 30-JUN-2018 11:49 2 0 2

B0O133 Group B4 Day 22 F1 uncoated Yes 14-JUL-2018 12:50 0 0 0

B0133 Group B4 Day 22 F2 5 ug Yes 14-JUL-2018 12:50 1 0 1

B0133 Group B4 Day 22 F3 5 ug Yes 14-JUL-2018 12:50 1 0 1

B0133 Group B4 EOS/ET (Day 61) F1 uncoated Yes 22-AUG-2018 14:083 0 0 0

B0133 Group B4 EOS/ET (Day 61) F2 5 ug Yes 22-AUG-2018 14:083 0 0 0

B0133 Group B4 EOS/ET (Day 61) F3 5 ug Yes 22-AUG-2018 14:03 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0134 Group B3 Day 1 Pre-dose F1 5 ug Yes 23-JUN-2018 11:23 0 0 0

B0134 Group B3 Day 1 Pre-dose F2 5 ug Yes 23-JUN-2018 11:283 0 0 0

B0134 Group B3 Day 1 Pre-dose F3 5 ug Yes 23-JUN-2018 11:23 0 0 0

B0134 Group B3 Day 1 10 min F1 5 ug Yes 23-JUN-2018 12:48 2 2 4

B0134 Group B3 Day 1 10 min F2 5 ug Yes 23-JUN-2018 12:48 2 2 4

B0134 Group B3 Day 1 10 min F3 5 ug Yes 23-JUN-2018 12:48 2 2 4

B0134 Group B3 Day 1 1 hour F1 5 ug Yes 23-JUN-2018 13:38 2 2 4

B0134 Group B3 Day 1 1 hour F2 5 ug Yes 23-JUN-2018 13:38 2 3 5

B0134 Group B3 Day 1 1 hour F3 5 ug Yes 23-JUN-2018 13:38 2 3 5

B0134 Group B3 Day 1 2 hour F1 5 ug Yes 23-JUN-2018 14:38 1 2 3

B0134 Group B3 Day 1 2 hour F2 5 ug Yes 23-JUN-2018 14:38 1 2 3

B0134 Group B3 Day 1 2 hour F3 5 ug Yes 23-JUN-2018 14:38 1 2 3

B0134 Group B3 Unscheduled F2 5 ug Yes 23-JUN-2018 13:38 2 3 5 MO notifies

as repeat
B0134 Group B3 Unscheduled F3 5 ug Yes 23-JUN-2018 13:38 2 3 5 MO notifies
as repeat
B0134 Group B3 Day 2 F1 5 ug Yes 24-JUN-2018 10:02 2 2 4
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0134 Group B3 Day 2 F2 5 ug Yes 24-JUN-2018 10:02 2 2 4

B0134 Group B3 Day 2 F3 5 ug Yes 24-JUN-2018 10:02 2 2 4

B0O134 Group B3 Day 4 F1 5 ug Yes 26-JUN-2018 11:23 2 0 2

B0134 Group B3 Day 4 F2 5 ug Yes 26-JUN-2018 11:23 2 0 2

B0134  Group B3 Day 4 F3 5 ug Yes 26-JUN-2018 11:23 2 0 2

B0134 Group B3 Day 8 F1 5 ug Yes 30-JUN-2018 13:45 0 0 0

B0134 Group B3 Day 8 F2 5 ug Yes 30-JUN-2018 13:45 0 0 0

B0134 Group B3 Day 8 F3 5 ug Yes 30-JUN-2018 13:45 0 0 0

B0134 Group B3 Day 22 F1 5 ug Yes 14-JUL-2018 11:46 0 0 0

B0134 Group B3 Day 22 F2 5 ug Yes 14-JUL-2018 11:46 0 0 0

B0134 Group B3 Day 22 F3 5 ug Yes 14-JUL-2018 11:46 0 0 0

B0134 Group B3 EOS/ET (Day 61) F1 5 ug Yes 23-AUG-2018 09:23 0 0 0

B0134 Group B3 EOS/ET (Day 61) F2 5 ug Yes 23-AUG-2018 09:23 0 0 0

B0134 Group B3 EOS/ET (Day 61) F3 5 ug Yes 23-AUG-2018 09:23 0 0 0

B0135 Group B7 Day 1 Pre-dose F1 uncoated Yes 23-JUN-2018 11:30 0 0 0

B0135 Group B7 Day 1 Pre-dose F2 uncoated Yes 23-JUN-2018 11:30 0 0 0

B0135 Group B7 Day 1 Pre-dose F3 uncoated Yes 23-JUN-2018 11:30 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0O135 Group B7 Day 1 10 min F1 uncoated Yes 23-JUN-2018 12:58 2 3 5

B0135 Group B7 Day 1 10 min F2 uncoated Yes 23-JUN-2018 12:58 2 3 5

B0135 Group B7 Day 1 10 min F3 uncoated Yes 23-JUN-2018 12:58 2 3 5

B0O135 Group B7 Day 1 1 hour F1 uncoated Yes 23-JUN-2018 13:48 3 2 5

B0135 Group B7 Day 1 1 hour F2 uncoated Yes 23-JUN-2018 13:48 2 3 5

B0135 Group B7 Day 1 1 hour F3 uncoated Yes 23-JUN-2018 13:48 2 3 5

B0O135 Group B7 Day 1 2 hour F1 uncoated Yes 23-JUN-2018 14:48 1 2 3

B0O135 Group B7 Day 1 2 hour F2 uncoated Yes 23-JUN-2018 14:48 2 3 5

B0135 Group B7 Day 1 2 hour F3 uncoated Yes 23-JUN-2018 14:48 2 3 5

B0O135 Group B7 Unscheduled F1 uncoated Yes 23-JUN-2018 12:59 2 3 5 MO notifies
as repeat

B0135 Group B7 Unscheduled F2 uncoated Yes 23-JUN-2018 12:59 2 3 5 MO notifies
as repeat

B0O135 Group B7 Unscheduled F3 uncoated Yes 23-JUN-2018 12:59 2 3 5 MO notifies
as repeat

B0135 Group B7 Unscheduled F1 uncoated Yes 23-JUN-2018 13:50 3 2 5 MO notifies
as repeat
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0135 Group B7 Unscheduled F2 uncoated Yes 23-JUN-2018 13:50 2 3 5 MO notifies
as repeat

B0135 Group B7 Unscheduled F3 uncoated Yes 23-JUN-2018 13:50 2 3 5 MO notifies
as repeat

B0135 Group B7 Unscheduled F2 uncoated Yes 23-JUN-2018 14:50 2 3 5 MO notifies
as repeat

B0O135 Group B7 Unscheduled F3 uncoated Yes 23-JUN-2018 14:50 2 3 5 MO notifies
as repeat

B0135 Group B7 Day 2 F1 uncoated Yes 24-JUN-2018 13:15 2 0 2

B0O135 Group B7 Day 2 F2 uncoated Yes 24-JUN-2018 13:15 2 0 2

B0O135 Group B7 Day 2 F3 uncoated Yes 24-JUN-2018 13:15 2 0 2

B0135 Group B7 Day 4 F1 uncoated Yes 26-JUN-2018 13:40 0 0 0

B0135 Group B7 Day 4 F2 uncoated Yes 26-JUN-2018 13:40 0 0 0

B0O135 Group B7 Day 4 F3 uncoated Yes 26-JUN-2018 13:40 0 0 0

B0O135 Group B7 Day 8 F1 uncoated Yes 30-JUN-2018 13:56 0 0 0

B0O135 Group B7 Day 8 F2 uncoated Yes 30-JUN-2018 13:56 0 0 0

B0135 Group B7 Day 8 F3 uncoated Yes 30-JUN-2018 13:56 0 0 0
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Response Key:

0 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

3 -

4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug, as 2018 Afluria

Quad (UA)

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug (UA)



Vaxxas Pty Ltd

Listing 16.2.9.4

Skin Irritation Index per Site

Protocol No.:

SP-1207-022

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O135 Group B7 Day 22 F1 uncoated Yes 14-JUL-2018 14:21 0 0 0

B0135 Group B7 Day 22 F2 uncoated Yes 14-JUL-2018 14:21 0 0 0

B0O135 Group B7 Day 22 F3 uncoated Yes 14-JUL-2018 14:21 0 0 0

B0135 Group B7 EOS/ET (Day 61) F1 uncoated Yes 22-AUG-2018 16:01 0 0 0

B0135 Group B7 EOS/ET (Day 61) F2 uncoated Yes 22-AUG-2018 16:01 0 0 0

B0135 Group B7 EOS/ET (Day 61) F3 uncoated Yes 22-AUG-2018 16:01 0 0 0

B0136 Group B9 Day 1 Pre-dose D1 [IM] Yes 23-JUN-2018 10:36 0 0 0

B0136 Group B9 Day 1 10 min D1 [IM] Yes 23-JUN-2018 11:21 0 0 0

B0136 Group B9 Day 1 1 hour D1 [IM] Yes 23-JUN-2018 12:11 0 0 0

B0136 Group B9 Day 1 2 hour D1 [IM] Yes 23-JUN-2018 13:13 0 0 0

B0136 Group B9 Day 2 D1 [IM] Yes 24-JUN-2018 11:05 0 0 0

B0136 Group B9 Day 4 D1 [IM] Yes 26-JUN-2018 11:21 0 0 0

B0136 Group B9 Day 8 D1 [IM] Yes 30-JUN-2018 15:48 0 0 0

B0136 Group B9 Day 22 D1 [IM] Yes 14-JUL-2018 14:03 0 0 0

B0136 Group B9 EOS/ET (Day 61) D1 [IM] Yes 22-AUG-2018 11:283 0 0 0

B0137 Group B8 Day 1 Pre-dose D1 5 ug Yes 23-JUN-2018 11:32 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled

Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason

B0O137 Group B8 Day 1 Pre-dose D2 5 ug Yes 23-JUN-2018 11:32 0 0 0

B0137 Group B8 Day 1 Pre-dose D3 5 ug Yes 23-JUN-2018 11:32 0 0 0

B0137 Group B8 Day 1 10 min D1 5 ug Yes 23-JUN-2018 13:08 2 2 4

B0137 Group B8 Day 1 10 min D2 5 ug Yes 23-JUN-2018 13:08 2 2 4

B0137 Group B8 Day 1 10 min D3 5 ug Yes 23-JUN-2018 13:08 2 1 3

B0137 Group B8 Day 1 1 hour D1 5 ug Yes 23-JUN-2018 13:58 2 2 4

B0137 Group B8 Day 1 1 hour D2 5 ug Yes 23-JUN-2018 13:58 2 3 5

B0137 Group B8 Day 1 1 hour D3 5 ug Yes 23-JUN-2018 13:58 2 3 5

B0137 Group B8 Day 1 2 hour D1 5 ug Yes 23-JUN-2018 14:58 2 2 4

B0137 Group B8 Day 1 2 hour D2 5 ug Yes 23-JUN-2018 14:58 2 3 5

B0137 Group B8 Day 1 2 hour D3 5 ug Yes 23-JUN-2018 14:58 2 3 5

B0137 Group B8 Unscheduled D2 5 ug Yes 23-JUN-2018 13:58 2 3 5 MO notifies
as repeat

B0137 Group B8 Unscheduled D3 5 ug Yes 23-JUN-2018 13:58 2 3 5 MO notifies
as repeat

B0137 Group B8 Unscheduled D1 5 ug Yes 23-JUN-2018 15:00 2 3 5 MO notifies
as repeat
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema;

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0137 Group B8 Unscheduled D2 5 ug Yes 23-JUN-2018 15:00 2 3 5 MO notifies
as repeat
B0137 Group B8 Unscheduled D3 5 ug Yes 23-JUN-2018 15:00 2 3 5 MO notifies
as repeat

B0137  Group B8 Day 2 D1 5 ug Yes 24-JUN-2018 08:50 2 1 3

B0137  Group B8 Day 2 D2 5 ug Yes 24-JUN-2018 08:50 2 1 3

B0137  Group B8 Day 2 D3 5 ug Yes 24-JUN-2018 08:50 2 1 3

B0137  Group B8 Day 4 D1 5 ug Yes 26-JUN-2018 10:21 3 0 3

B0137  Group B8 Day 4 D2 5 ug Yes 26-JUN-2018 10:21 3 0 3

B0137  Group B8 Day 4 D3 5 ug Yes 26-JUN-2018 10:21 3 0 3

B0137  Group B8 Day 8 D1 5 ug Yes 30-JUN-2018 12:27 2 0 2

B0137  Group B8 Day 8 D2 5 ug Yes 30-JUN-2018 12:27 2 0 2

B0137 Group B8 Day 8 D3 5 ug Yes 30-JUN-2018 12:27 2 0 2

B0137  Group B8 Day 22 D1 5 ug Yes 13-JUL-2018 09:34 0 1 1

B0137  Group B8 Day 22 D2 5 ug Yes 13-JUL-2018 09:34 0 0 0

B0137  Group B8 Day 22 D3 5 ug Yes 13-JUL-2018 09:34 0 0 0

B0137  Group B8 EOS/ET (Day 61) D1 5 ug Yes 30-AUG-2018 12:17 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0137 Group B8 EOS/ET (Day 61) D2 5 ug Yes 30-AUG-2018 12:17 0 0 0

B0137 Group B8 EOS/ET (Day 61) D3 5 ug Yes 30-AUG-2018 12:17 0 0 0

B0O138 Group B7 Day 1 Pre-dose F1 uncoated Yes 23-JUN-2018 11:41 0 0 0

B0O138 Group B7 Day 1 Pre-dose F2 uncoated Yes 23-JUN-2018 11:41 0 0 0

B0138 Group B7 Day 1 Pre-dose F3 uncoated Yes 23-JUN-2018 11:41 0 0 0

B0O138 Group B7 Day 1 10 min F1 uncoated Yes 23-JUN-2018 13:18 2 1 3

B0O138 Group B7 Day 1 10 min F2 uncoated Yes 23-JUN-2018 13:18 2 2 4

B0138 Group B7 Day 1 10 min F3 uncoated Yes 23-JUN-2018 13:18 2 2 4

B0138 Group B7 Day 1 1 hour F1 uncoated Yes 23-JUN-2018 14:08 2 2 4

B0138 Group B7 Day 1 1 hour F2 uncoated Yes 23-JUN-2018 14:08 2 3 5

B0138 Group B7 Day 1 1 hour F3 uncoated Yes 23-JUN-2018 14:08 2 3 5

B0138 Group B7 Day 1 2 hour F1 uncoated Yes 23-JUN-2018 15:08 2 2 4

B0138 Group B7 Day 1 2 hour F2 uncoated Yes 23-JUN-2018 15:08 2 2 4

B0138 Group B7 Day 1 2 hour F3 uncoated Yes 23-JUN-2018 15:08 2 2 4

B0138 Group B7 Unscheduled F2 uncoated Yes 23-JUN-2018 14:08 2 3 5 MO notifies

as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0138 Group B7 Unscheduled F3 uncoated Yes 23-JUN-2018 14:08 2 3 5 MO notifies
as repeat

B0138 Group B7 Day 2 F1 uncoated Yes 24-JUN-2018 13:11 2 0 2

B0138 Group B7 Day 2 F2 uncoated Yes 24-JUN-2018 13:11 2 0 2

B0138 Group B7 Day 2 F3 uncoated Yes 24-JUN-2018 13:11 2 0 2

B0138 Group B7 Day 4 F1 uncoated Yes 26-JUN-2018 12:30 0 0 0

B0138 Group B7 Day 4 F2 uncoated Yes 26-JUN-2018 12:30 0 0 0

B0138 Group B7 Day 4 F3 uncoated Yes 26-JUN-2018 12:30 0 0 0

B0O138 Group B7 Day 8 F1 uncoated Yes 30-JUN-2018 13:36 0 0 0

B0138 Group B7 Day 8 F2 uncoated Yes 30-JUN-2018 13:36 0 0 0

B0138 Group B7 Day 8 F3 uncoated Yes 30-JUN-2018 13:36 0 0 0

B0O138 Group B7 Day 22 F1 uncoated Yes 14-JUL-2018 10:50 0 0 0

B0O138 Group B7 Day 22 F2 uncoated Yes 14-JUL-2018 10:50 0 0 0

B0138 Group B7 Day 22 F3 uncoated Yes 14-JUL-2018 10:50 0 0 0

B0138 Group B7 EOS/ET (Day 61) F1 uncoated Yes 22-AUG-2018 13:26 0 0 0

B0138 Group B7 EOS/ET (Day 61) F2 uncoated Yes 22-AUG-2018 13:26 0 0 0

B0138 Group B7 EOS/ET (Day 61) F3 uncoated Yes 22-AUG-2018 13:26 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O139 Group B4 Day 1 Pre-dose F1 uncoated Yes 23-JUN-2018 11:50 0 0 0

B0139 Group B4 Day 1 Pre-dose F2 5 ug Yes 23-JUN-2018 11:50 0 0 0

B0139 Group B4 Day 1 Pre-dose F3 5 ug Yes 23-JUN-2018 11:50 0 0 0

B0O139 Group B4 Day 1 10 min F1 uncoated Yes 23-JUN-2018 13:28 2 2 4

B0139 Group B4 Day 1 10 min F2 5 ug Yes 23-JUN-2018 13:28 2 2 4

B0139 Group B4 Day 1 10 min F3 5 ug Yes 23-JUN-2018 13:28 2 2 4

B0O139 Group B4 Day 1 1 hour F1 uncoated Yes 23-JUN-2018 14:18 2 1 3

B0139 Group B4 Day 1 1 hour F2 5 ug Yes 23-JUN-2018 14:18 2 2 4

B0139 Group B4 Day 1 1 hour F3 5 ug Yes 23-JUN-2018 14:18 2 2 4

B0O139 Group B4 Day 1 2 hour F1 uncoated Yes 23-JUN-2018 15:18 2 1 3

B0139 Group B4 Day 1 2 hour F2 5 ug Yes 23-JUN-2018 15:18 2 3 5

B0139 Group B4 Day 1 2 hour F3 5 ug Yes 23-JUN-2018 15:18 2 3 5

B0139 Group B4 Unscheduled F2 5 ug Yes 23-JUN-2018 15:19 2 3 5 MO notifies

as repeat
B0139 Group B4 Unscheduled F3 5 ug Yes 23-JUN-2018 15:19 2 3 5 MO notifies
as repeat
B0139 Group B4 Day 2 F1 uncoated Yes 24-JUN-2018 13:40 1 0 1
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0139 Group B4 Day 2 F2 5 ug Yes 24-JUN-2018 13:40 3 1 4

B0139 Group B4 Day 2 F3 5 ug Yes 24-JUN-2018 13:40 2 1 3

B0139 Group B4 Day 4 F1 uncoated Yes 26-JUN-2018 17:58 1 0 1

B0139 Group B4 Day 4 F2 5 ug Yes 26-JUN-2018 17:58 2 1 3

B0139 Group B4 Day 4 F3 5 ug Yes 26-JUN-2018 17:58 2 1 3

B0139 Group B4 Day 8 F1 uncoated Yes 30-JUN-2018 15:083 0 0 0

B0139 Group B4 Day 8 F2 5 ug Yes 30-JUN-2018 15:03 0 0 0

B0139 Group B4 Day 8 F3 5 ug Yes 30-JUN-2018 15:03 0 0 0

B0O139 Group B4 Day 22 F1 uncoated Yes 14-JUL-2018 09:15 0 0 0

B0139 Group B4 Day 22 F2 5 ug Yes 14-JUL-2018 09:15 0 0 0

B0139 Group B4 Day 22 F3 5 ug Yes 14-JUL-2018 09:15 0 0 0

B0139 Group B4 EOS/ET (Day 61) F1 uncoated Yes 22-AUG-2018 14:01 0 0 0

B0139 Group B4 EOS/ET (Day 61) F2 5 ug Yes 22-AUG-2018 14:01 0 0 0

B0139 Group B4 EOS/ET (Day 61) F3 5 ug Yes 22-AUG-2018 14:01 0 0 0

B0140 Group B9 Day 1 Pre-dose D1 [IM] Yes 23-JUN-2018 10:40 0 0 0

B0O140 Group B9 Day 1 10 min D1 [IM] Yes 23-JUN-2018 11:10 0 0 0

B0140 Group B9 Day 1 1 hour D1 [IM] Yes 23-JUN-2018 12:00 0 0 0
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Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O140 Group B9 Day 1 2 hour D1 [IM] Yes 23-JUN-2018 13:08 0 0 0

B0140 Group B9 Day 2 D1 [IM] Yes 24-JUN-2018 11:18 0 0 0

B0140 Group B9 Day 4 D1 [IM] Yes 26-JUN-2018 14:18 0 0 0

B0O140 Group B9 Day 8 D1 [IM] Yes 01-JUL-2018 14:07 0 0 0

B0140 Group B9 Day 22 D1 [IM] Yes 14-JUL-2018 12:50 0 0 0

B0140 Group B9 EOS/ET (Day 61) D1 [IM] Yes 22-AUG-2018 09:14 0 0 0

BO141 Group B3 Day 1 Pre-dose F1 5 ug Yes 23-JUN-2018 11:53 0 0 0

B0141 Group B3 Day 1 Pre-dose F2 5 ug Yes 23-JUN-2018 11:53 0 0 0

B0141 Group B3 Day 1 Pre-dose F3 5 ug Yes 23-JUN-2018 11:53 0 0 0

BO141 Group B3 Day 1 10 min F1 5 ug Yes 23-JUN-2018 13:38 2 2 4

B0141 Group B3 Day 1 10 min F2 5 ug Yes 23-JUN-2018 13:38 2 2 4

B0141 Group B3 Day 1 10 min F3 5 ug Yes 23-JUN-2018 13:38 2 2 4

BO141 Group B3 Day 1 1 hour F1 5 ug Yes 23-JUN-2018 14:28 2 2 4

B0141 Group B3 Day 1 1 hour F2 5 ug Yes 23-JUN-2018 14:28 2 2 4

B0141 Group B3 Day 1 1 hour F3 5 ug Yes 23-JUN-2018 14:28 2 3 5

BO141 Group B3 Day 1 2 hour F1 5 ug Yes 23-JUN-2018 15:28 2 1 3

BO141 Group B3 Day 1 2 hour F2 5 ug Yes 23-JUN-2018 15:28 2 1 3
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0141 Group B3 Day 1 2 hour F3 5 ug Yes 23-JUN-2018 15:28 2 1 3

BO141 Group B3 Unscheduled F3 5 ug Yes 23-JUN-2018 14:28 2 3 5 MO notifies

as repeat

B0141 Group B3 Day 2 F1 5 ug Yes 24-JUN-2018 13:49 2 1 3

BO141 Group B3 Day 2 F2 5 ug Yes 24-JUN-2018 13:49 2 1 3

BO141 Group B3 Day 2 F3 5 ug Yes 24-JUN-2018 13:49 2 1 3

B0141 Group B3 Day 4 F1 5 ug Yes 26-JUN-2018 14:15 2 1 3

B0141 Group B3 Day 4 F2 5 ug Yes 26-JUN-2018 14:15 2 1 3

BO141 Group B3 Day 4 F3 5 ug Yes 26-JUN-2018 14:15 2 1 3

B0141 Group B3 Day 8 F1 5 ug Yes 30-JUN-2018 13:51 0 0 0

B0141 Group B3 Day 8 F2 5 ug Yes 30-JUN-2018 13:51 0 0 0

BO141 Group B3 Day 8 F3 5 ug Yes 30-JUN-2018 13:51 0 0 0

B0141 Group B3 Day 22 F1 5 ug Yes 14-JUL-2018 14:31 0 0 0

B0141 Group B3 Day 22 F2 5 ug Yes 14-JUL-2018 14:31 0 0 0

B0141 Group B3 Day 22 F3 5 ug Yes 14-JUL-2018 14:31 0 0 0

BO141 Group B3 EOS/ET (Day 61) F1 5 ug Yes 23-AUG-2018 13:51 0 0 0

BO141 Group B3 EOS/ET (Day 61) F2 5 ug Yes 23-AUG-2018 13:51 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0141 Group B3 EOS/ET (Day 61) F3 5 ug Yes 23-AUG-2018 13:51 0 0 0

B0142 Group B5 Day 1 Pre-dose F1 5 ug Yes 23-JUN-2018 12:02 0 0 0

B0O142 Group B5 Day 1 Pre-dose F2 uncoated Yes 23-JUN-2018 12:02 0 0 0

B0O142 Group B5 Day 1 Pre-dose F3 uncoated Yes 23-JUN-2018 12:02 0 0 0

BO142 Group B5 Day 1 10 min F1 5 ug Yes 23-JUN-2018 13:48 2 1 3

B0O142 Group B5 Day 1 10 min F2 uncoated Yes 23-JUN-2018 13:48 2 1 3

B0O142 Group B5 Day 1 10 min F3 uncoated Yes 23-JUN-2018 13:48 2 1 3

BO142 Group B5 Day 1 1 hour F1 5 ug Yes 23-JUN-2018 14:38 3 1 4

BO142 Group B5 Day 1 1 hour F2 uncoated Yes 23-JUN-2018 14:38 3 1 4

B0O142 Group B5 Day 1 1 hour F3 uncoated Yes 23-JUN-2018 14:38 3 1 4

BO142 Group B5 Day 1 2 hour F1 5 ug Yes 23-JUN-2018 15:38 2 1 3

B0142 Group B5 Day 1 2 hour F2 uncoated Yes 23-JUN-2018 15:38 2 1 3

B0O142 Group B5 Day 1 2 hour F3 uncoated Yes 23-JUN-2018 15:38 2 1 3

B0142 Group B5 Unscheduled F1 5 ug Yes 23-JUN-2018 14:38 3 1 4 MO notifies

as repeat
B0142 Group B5 Unscheduled F2 uncoated Yes 23-JUN-2018 14:38 3 1 4 MO notifies
as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0142 Group B5 Unscheduled F3 uncoated Yes 23-JUN-2018 14:38 3 1 4 MO notifies
as repeat

B0142 Group B5 Day 2 F1 5 ug Yes 24-JUN-2018 14:09 3 1 4

B0O142 Group B5 Day 2 F2 uncoated Yes 24-JUN-2018 14:09 1 0 1

BO142 Group B5 Day 2 F3 uncoated Yes 24-JUN-2018 14:09 1 0 1

B0142 Group B5 Day 4 F1 5 ug Yes 26-JUN-2018 08:49 2 0 2

B0O142 Group B5 Day 4 F2 uncoated Yes 26-JUN-2018 08:49 0 0 0

B0O142 Group B5 Day 4 F3 uncoated Yes 26-JUN-2018 08:49 0 0 0

B0142 Group B5 Day 8 F1 5 ug Yes 30-JUN-2018 11:11 2 2 4

B0142 Group B5 Day 8 F2 uncoated Yes 30-JUN-2018 11:11 1 1 2

B0142 Group B5 Day 8 F3 uncoated Yes 30-JUN-2018 11:11 1 1 2

B0142 Group B5 Day 22 F1 5 ug Yes 14-JUL-2018 13:30 0 0 0

BO142 Group B5 Day 22 F2 uncoated Yes 14-JUL-2018 13:30 0 0 0

B0142 Group B5 Day 22 F3 uncoated Yes 14-JUL-2018 13:30 0 0 0

B0142 Group B5 EOS/ET (Day 61) F1 5 ug Yes 25-AUG-2018 11:57 0 0 0

B0142 Group B5 EOS/ET (Day 61) F2 uncoated Yes 25-AUG-2018 11:57 0 0 0

B0142 Group B5 EOS/ET (Day 61) F3 uncoated Yes 25-AUG-2018 11:57 0 0 0

Printed: 04APR2019 (Final) CONFIDENTIAL Page 272 of 291

Response Key:

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 -

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0143 Group B6 Day 1 Pre-dose F1 uncoated Yes 23-JUN-2018 12:10 0 0 0

B0143 Group B6 Day 1 Pre-dose F2 uncoated Yes 23-JUN-2018 12:10 0 0 0

B0143 Group B6 Day 1 Pre-dose F3 2.5 ug Yes 23-JUN-2018 12:10 0 0 0

B0143 Group B6 Day 1 10 min F1 uncoated Yes 23-JUN-2018 13:58 2 2 4

B0143 Group B6 Day 1 10 min F2 uncoated Yes 23-JUN-2018 13:58 2 2 4

B0143 Group B6 Day 1 10 min F3 2.5 ug Yes 23-JUN-2018 13:58 2 1 3

B0143 Group B6 Day 1 1 hour F1 uncoated Yes 23-JUN-2018 14:48 3 1 4

B0143 Group B6 Day 1 1 hour F2 uncoated Yes 23-JUN-2018 14:48 3 2 5

B0143 Group B6 Day 1 1 hour F3 2.5 ug Yes 23-JUN-2018 14:48 3 2 5

B0143 Group B6 Day 1 2 hour F1 uncoated Yes 23-JUN-2018 15:48 2 1 3

B0143 Group B6 Day 1 2 hour F2 uncoated Yes 23-JUN-2018 15:48 2 1 3

B0143 Group B6 Day 1 2 hour F3 2.5 ug Yes 23-JUN-2018 15:48 2 2 4

B0143 Group B6 Unscheduled F1 uncoated Yes 23-JUN-2018 14:49 3 1 4 MO notifies

as repeat
B0143 Group B6 Unscheduled F2 uncoated Yes 23-JUN-2018 14:49 3 2 5 MO notifies
as repeat
Printed: 04APR2019 (Final) CONFIDENTIAL Page 273 of 291

Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0143 Group B6 Unscheduled F3 2.5 ug Yes 23-JUN-2018 14:49 3 2 5 MO notifies
as repeat

B0143 Group B6 Day 2 F1 uncoated Yes 24-JUN-2018 11:53 2 0 2

B0143 Group B6 Day 2 F2 uncoated Yes 24-JUN-2018 11:53 2 0 2

B0143 Group B6 Day 2 F3 2.5 ug Yes 24-JUN-2018 11:53 2 2 4

B0143 Group B6 Day 4 F1 uncoated Yes 26-JUN-2018 12:10 2 0 2

B0143 Group B6 Day 4 F2 uncoated Yes 26-JUN-2018 12:10 2 0 2

B0143 Group B6 Day 4 F3 2.5 ug Yes 26-JUN-2018 12:10 3 2 5

B0143 Group B6 Unscheduled F3 2.5 ug Yes 26-JUN-2018 12:18 3 4 7 MO notifies

as repeat

B0143 Group B6 Day 8 F1 uncoated Yes 30-JUN-2018 12:14 0 0 0

B0143 Group B6 Day 8 F2 uncoated Yes 30-JUN-2018 12:14 0 0 0

B0143 Group B6 Day 8 F3 2.5 ug Yes 30-JUN-2018 12:14 0 0 0

B0143 Group B6 Day 22 F1 uncoated Yes 14-JUL-2018 13:43 0 0 0

B0143 Group B6 Day 22 F2 uncoated Yes 14-JUL-2018 13:43 0 0 0

B0143 Group B6 Day 22 F3 2.5 ug Yes 14-JUL-2018 13:43 0 0 0

B0143 Group B6 EOS/ET (Day 61) F1 uncoated Yes 22-AUG-2018 13:09 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0143 Group B6 EOS/ET (Day 61) F2 uncoated Yes 22-AUG-2018 13:09 0 0 0

B0143 Group B6 EOS/ET (Day 61) F3 2.5 ug Yes 22-AUG-2018 13:09 0 0 0

B0O144 Group B6 Day 1 Pre-dose F1 2.5 ug Yes 23-JUN-2018 12:20 0 0 0

B0O144 Group B6 Day 1 Pre-dose F2 uncoated Yes 23-JUN-2018 12:20 0 0 0

B0144 Group B6 Day 1 Pre-dose F3 uncoated Yes 23-JUN-2018 12:20 0 0 0

B0144 Group B6 Day 1 10 min F1 2.5 ug Yes 23-JUN-2018 2 2 4

B0O144 Group B6 Day 1 10 min F2 uncoated Yes 23-JUN-2018 2 1 3

B0144 Group B6 Day 1 10 min F3 uncoated Yes 23-JUN-2018 2 1 3

B0144 Group B6 Day 1 1 hour F1 2.5 ug Yes 23-JUN-2018 14:58 2 3 5

B0144 Group B6 Day 1 1 hour F2 uncoated Yes 23-JUN-2018 14:58 2 3 5

B0144 Group B6 Day 1 1 hour F3 uncoated Yes 23-JUN-2018 14:58 2 3 5

B0144 Group B6 Day 1 2 hour F1 2.5 ug Yes 23-JUN-2018 15:58 2 2 4

B0144 Group B6 Day 1 2 hour F2 uncoated Yes 23-JUN-2018 15:58 2 2 4

B0144 Group B6 Day 1 2 hour F3 uncoated Yes 23-JUN-2018 15:58 2 2 4

B0144 Group B6 Unscheduled F1 2.5 ug Yes 23-JUN-2018 14:58 2 3 5 MO notifies

as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0144 Group B6 Unscheduled F2 uncoated Yes 23-JUN-2018 14:58 2 3 5 MO notifies
as repeat
B0144 Group B6 Unscheduled F3 uncoated Yes 23-JUN-2018 14:58 2 3 5 MO notifies
as repeat

B0144 Group B6 Day 2 F1 2.5 ug Yes 24-JUN-2018 12:22 2 1 3

B0144 Group B6 Day 2 F2 uncoated Yes 24-JUN-2018 12:22 2 0 2

B0144 Group B6 Day 2 F3 uncoated Yes 24-JUN-2018 12:22 2 0 2

B0144 Group B6 Day 4 F1 2.5 ug Yes 26-JUN-2018 12:22 2 0 2

BO144 Group B6 Day 4 F2 uncoated Yes 26-JUN-2018 12:22 0 0 0

B0144 Group B6 Day 4 F3 uncoated Yes 26-JUN-2018 12:22 0 0 0

B0144 Group B6 Day 8 F1 2.5 ug Yes 30-JUN-2018 13:05 1 0 1

BO144 Group B6 Day 8 F2 uncoated Yes 30-JUN-2018 13:05 0 0 0

B0144 Group B6 Day 8 F3 uncoated Yes 30-JUN-2018 13:05 0 0 0

B0144 Group B6 Day 22 F1 2.5 ug Yes 16-JUL-2018 13:11 1 0 1

B0144 Group B6 Day 22 F2 uncoated Yes 16-JUL-2018 13:11 0 0 0

B0144 Group B6 Day 22 F3 uncoated Yes 16-JUL-2018 13:11 0 0 0

B0144 Group B6 EOS/ET (Day 61) F1 2.5 ug Yes 23-AUG-2018 17:04 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0144 Group B6 EOS/ET (Day 61) F2 uncoated Yes 23-AUG-2018 17:04 0 0 0

B0O144 Group B6 EOS/ET (Day 61) F3 uncoated Yes 23-AUG-2018 17:04 0 0 0

B0O145 Group B3 Day 1 Pre-dose F1 5 ug Yes 23-JUN-2018 12:31 0 0 0

B0O145 Group B3 Day 1 Pre-dose F2 5 ug Yes 23-JUN-2018 12:31 0 0 0

B0145 Group B3 Day 1 Pre-dose F3 5 ug Yes 23-JUN-2018 12:31 0 0 0

B0145 Group B3 Day 1 10 min F1 5 ug Yes 23-JUN-2018 14:18 2 1 3

B0145 Group B3 Day 1 10 min F2 5 ug Yes 23-JUN-2018 14:18 2 1 3

B0145 Group B3 Day 1 10 min F3 5 ug Yes 23-JUN-2018 14:18 2 1 3

B0145 Group B3 Day 1 1 hour F1 5 ug Yes 23-JUN-2018 15:08 2 3 5

B0145 Group B3 Day 1 1 hour F2 5 ug Yes 23-JUN-2018 15:08 2 3 5

B0145 Group B3 Day 1 1 hour F3 5 ug Yes 23-JUN-2018 15:08 2 3 5

B0145 Group B3 Day 1 2 hour F1 5 ug Yes 23-JUN-2018 16:08 2 1 3

B0145 Group B3 Day 1 2 hour F2 5 ug Yes 23-JUN-2018 16:08 2 2 4

B0145 Group B3 Day 1 2 hour F3 5 ug Yes 23-JUN-2018 16:08 2 2 4

B0145 Group B3 Unscheduled F1 5 ug Yes 23-JUN-2018 15:08 1 3 4 MO notifies

as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0145 Group B3 Unscheduled F2 5 ug Yes 23-JUN-2018 15:08 2 3 5 MO notifies
as repeat
B0145 Group B3 Unscheduled F3 5 ug Yes 23-JUN-2018 15:08 2 3 5 MO notifies
as repeat

B0145 Group B3 Day 2 F1 5 ug Yes 24-JUN-2018 14:05 2 1 3

B0145 Group B3 Day 2 F2 5 ug Yes 24-JUN-2018 14:05 2 1 3

B0145 Group B3 Day 2 F3 5 ug Yes 24-JUN-2018 14:05 2 1 3

B0145 Group B3 Day 4 F1 5 ug Yes 26-JUN-2018 10:44 3 0 3

B0145 Group B3 Day 4 F2 5 ug Yes 26-JUN-2018 10:44 3 0 3

B0145 Group B3 Day 4 F3 5 ug Yes 26-JUN-2018 10:44 2 0 2

B0145 Group B3 Day 8 F1 5 ug Yes 30-JUN-2018 08:16 0 2 2

B0145 Group B3 Day 8 F2 5 ug Yes 30-JUN-2018 08:16 0 2 2

B0145 Group B3 Day 8 F3 5 ug Yes 30-JUN-2018 08:16 0 2 2

B0145 Group B3 Day 22 F1 5 ug Yes 14-JUL-2018 09:00 1 0 1

B0145 Group B3 Day 22 F2 5 ug Yes 14-JUL-2018 09:00 1 0 1

B0145 Group B3 Day 22 F3 5 ug Yes 14-JUL-2018 09:00 1 0 1

B0145 Group B3 EOS/ET (Day 61) F1 5 ug Yes 22-AUG-2018 10:39 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0145 Group B3 EOS/ET (Day 61) F2 5 ug Yes 22-AUG-2018 10:39 0 0 0

B0145 Group B3 EOS/ET (Day 61) F3 5 ug Yes 22-AUG-2018 10:39 0 0 0

B0O146 Group B7 Day 1 Pre-dose F1 uncoated Yes 28-JUN-2018 09:12 0 0 0

B0O146 Group B7 Day 1 Pre-dose F2 uncoated Yes 28-JUN-2018 09:12 0 0 0

B0146 Group B7 Day 1 Pre-dose F3 uncoated Yes 28-JUN-2018 09:12 0 0 0

B0O146 Group B7 Day 1 10 min F1 uncoated Yes 28-JUN-2018 11:28 1 0 1

B0O146 Group B7 Day 1 10 min F2 uncoated Yes 28-JUN-2018 11:28 1 1 2

B0146 Group B7 Day 1 10 min F3 uncoated Yes 28-JUN-2018 11:28 1 0 1

B0146 Group B7 Day 1 1 hour F1 uncoated Yes 28-JUN-2018 12:18 2 1 3

B0O146 Group B7 Day 1 1 hour F2 uncoated Yes 28-JUN-2018 12:18 2 2 4

B0146 Group B7 Day 1 1 hour F3 uncoated Yes 28-JUN-2018 12:18 2 1 3

BO146 Group B7 Day 1 2 hour F1 uncoated Yes 28-JUN-2018 13:18 2 1 3

B0O146 Group B7 Day 1 2 hour F2 uncoated Yes 28-JUN-2018 13:18 2 2 4

B0146 Group B7 Day 1 2 hour F3 uncoated Yes 28-JUN-2018 13:18 2 1 3

B0146 Group B7 Day 2 F1 uncoated Yes 29-JUN-2018 11:21 1 0 1

B0146 Group B7 Day 2 F2 uncoated Yes 29-JUN-2018 11:21 1 0 1

B0146 Group B7 Day 2 F3 uncoated Yes 29-JUN-2018 11:21 1 0 1
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Response Key:

Administration Site Key: FA = Forearm; UA= Upper arm

0 -

No erythema/No oedema; 1

2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);

3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

4 -

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug, as 2018 Afluria

15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM,
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O146 Group B7 Day 4 F1 uncoated Yes 01-JUL-2018 08:17 1 0 1

B0O146 Group B7 Day 4 F2 uncoated Yes 01-JUL-2018 08:17 1 0 1

B0146 Group B7 Day 4 F3 uncoated Yes 01-JUL-2018 08:17 1 0 1

B0O146 Group B7 Day 8 F1 uncoated Yes 05-JUL-2018 08:44 0 0 0

BO146 Group B7 Day 8 F2 uncoated Yes 05-JUL-2018 08:44 0 0 0

BO146 Group B7 Day 8 F3 uncoated Yes 05-JUL-2018 08:44 0 0 0

B0146 Group B7 Day 22 F1 uncoated Yes 19-JUL-2018 08:14 0 0 0

B0146 Group B7 Day 22 F2 uncoated Yes 19-JUL-2018 08:14 0 0 0

BO146 Group B7 Day 22 F3 uncoated Yes 19-JUL-2018 08:14 0 0 0

B0146 Group B7 EOS/ET (Day 61) F1 uncoated Yes 28-AUG-2018 12:50 0 0 0

B0146 Group B7 EOS/ET (Day 61) F2 uncoated Yes 28-AUG-2018 12:50 0 0 0

B0146 Group B7 EOS/ET (Day 61) F3 uncoated Yes 28-AUG-2018 12:50 0 0 0

B0147 Group B9 Day 1 Pre-dose D1 [IM] Yes 28-JUN-2018 09:03 0 0 0

B0147 Group B9 Day 1 10 min D1 [IM] Yes 28-JUN-2018 11:11 0 0 0

B0147 Group B9 Day 1 1 hour D1 [IM] Yes 28-JUN-2018 12:03 0 0 0

B0147 Group B9 Day 1 2 hour D1 [IM] Yes 28-JUN-2018 13:05 0 0 0

B0147 Group B9 Day 2 D1 [IM] Yes 29-JUN-2018 11:21 0 0 0
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Response Key: 0 -

2 .
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0147 Group B9 Day 4 D1 [IM] Yes 01-JUL-2018 11:45 0 0 0

B0147 Group B9 Day 8 D1 [IM] Yes 05-JUL-2018 11:59 0 0 0

B0147 Group B9 Day 22 D1 [IM] Yes 19-JUL-2018 12:59 0 0 0

B0147 Group B9 EOS/ET (Day 61) D1 [IM] Yes 27-AUG-2018 11:44 0 0 0

B0148 Group B5 Day 1 Pre-dose F1 5 ug Yes 28-JUN-2018 09:16 0 0 0

B0148 Group B5 Day 1 Pre-dose F2 uncoated Yes 28-JUN-2018 09:16 0 0 0

B0148 Group B5 Day 1 Pre-dose F3 uncoated Yes 28-JUN-2018 09:16 0 0 0

B0148 Group B5 Day 1 10 min F1 5 ug Yes 28-JUN-2018 11:38 2 2 4

B0148 Group B5 Day 1 10 min F2 uncoated Yes 28-JUN-2018 11:38 2 1 3

B0148 Group B5 Day 1 10 min F3 uncoated Yes 28-JUN-2018 11:38 2 1 3

B0148 Group B5 Day 1 1 hour F1 5 ug Yes 28-JUN-2018 12:28 2 1 3

B0148 Group B5 Day 1 1 hour F2 uncoated Yes 28-JUN-2018 12:28 2 1 3

B0148 Group B5 Day 1 1 hour F3 uncoated Yes 28-JUN-2018 12:28 2 1 3

B0148 Group B5 Day 1 2 hour F1 5 ug Yes 28-JUN-2018 13:38 1 2 3

B0148 Group B5 Day 1 2 hour F2 uncoated Yes 28-JUN-2018 13:38 1 1 2

B0148 Group B5 Day 1 2 hour F3 uncoated Yes 28-JUN-2018 13:38 1 2 3

B0148 Group B5 Day 2 F1 5 ug Yes 29-JUN-2018 09:50 3 2 5
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Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0148 Group B5 Day 2 F2 uncoated Yes 29-JUN-2018 09:50 1 0 1

B0148 Group B5 Day 2 F3 uncoated Yes 29-JUN-2018 09:50 1 0 1

B0148 Group B5 Day 4 F1 5 ug Yes 01-JUL-2018 09:52 4 0 4

B0148 Group B5 Day 4 F2 uncoated Yes 01-JUL-2018 09:52 0 0 0

B0O148 Group B5 Day 4 F3 uncoated Yes 01-JUL-2018 09:52 0 0 0

B0148 Group B5 Unscheduled F1 5 ug Yes 01-JUL-2018 10:29 3 0 3 MO notifies

as repeat

B0148 Group B5 Day 8 F1 5 ug Yes 05-JUL-2018 09:39 2 1 3

B0O148 Group B5 Day 8 F2 uncoated Yes 05-JUL-2018 09:39 0 0 0

B0148 Group B5 Day 8 F3 uncoated Yes 05-JUL-2018 09:39 0 0 0

B0148 Group B5 Day 22 F1 5 ug Yes 18-JUL-2018 10:18 0 0 0

B0O148 Group B5 Day 22 F2 uncoated Yes 18-JUL-2018 10:18 0 0 0

B0O148 Group B5 Day 22 F3 uncoated Yes 18-JUL-2018 10:18 0 0 0

B0148 Group B5 EOS/ET (Day 61) F1 5 ug Yes 27-AUG-2018 11:20 0 0 0

B0148 Group B5 EOS/ET (Day 61) F2 uncoated Yes 27-AUG-2018 11:20 0 0 0

B0148 Group B5 EOS/ET (Day 61) F3 uncoated Yes 27-AUG-2018 11:20 0 0 0

B0149 Group B8 Day 1 Pre-dose D1 5 ug Yes 28-JUN-2018 09:34 0 0 0
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Response Key: 0
2
3
4

Treatments Part A:
Treatments Part B:

No erythema/No oedema;

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

1

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug, as 2018 Afluria

A/Sing Mono IM,

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O149 Group B8 Day 1 Pre-dose D2 5 ug Yes 28-JUN-2018 09:34 0 0 0

B0149 Group B8 Day 1 Pre-dose D3 5 ug Yes 28-JUN-2018 09:34 0 0 0

B0149 Group B8 Day 1 10 min D1 5 ug Yes 28-JUN-2018 11:48 2 1 3

B0149 Group B8 Day 1 10 min D2 5 ug Yes 28-JUN-2018 11:48 2 1 3

B0149 Group B8 Day 1 10 min D3 5 ug Yes 28-JUN-2018 11:48 2 1 3

B0149 Group B8 Day 1 1 hour D1 5 ug Yes 28-JUN-2018 12:38 2 2 4

B0O149 Group B8 Day 1 1 hour D2 5 ug Yes 28-JUN-2018 12:38 2 2 4

B0149 Group B8 Day 1 1 hour D3 5 ug Yes 28-JUN-2018 12:38 2 2 4

B0149 Group B8 Day 1 2 hour D1 5 ug Yes 28-JUN-2018 13:39 2 1 3

B0O149 Group B8 Day 1 2 hour D2 5 ug Yes 28-JUN-2018 13:39 2 2 4

B0O149 Group B8 Day 1 2 hour D3 5 ug Yes 28-JUN-2018 13:39 2 2 4

B0149 Group B8 Day 2 D1 5 ug Yes 29-JUN-2018 08:57 2 1 3

B0O149 Group B8 Day 2 D2 5 ug Yes 29-JUN-2018 08:57 2 2 4

B0149 Group B8 Day 2 D3 5 ug Yes 29-JUN-2018 08:57 2 1 3

B0149 Group B8 Day 4 D1 5 ug Yes 01-JUL-2018 10:30 2 0 2

B0149 Group B8 Day 4 D2 5 ug Yes 01-JUL-2018 10:30 2 0 2

B0O149 Group B8 Day 4 D3 5 ug Yes 01-JUL-2018 10:30 2 0 2
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0149 Group B8 Day 8 D1 5 ug Yes 05-JUL-2018 09:36 2 1 3

B0149 Group B8 Day 8 D2 5 ug Yes 05-JUL-2018 09:36 2 1 3

B0149 Group B8 Day 8 D3 5 ug Yes 05-JUL-2018 09:36 2 1 3

B0149 Group B8 Day 22 D1 5 ug Yes 19-JUL-2018 11:44 0 0 0

B0149 Group B8 Day 22 D2 5 ug Yes 19-JUL-2018 11:44 0 0 0

B0149 Group B8 Day 22 D3 5 ug Yes 19-JUL-2018 11:44 0 0 0

B0149 Group B8 EOS/ET (Day 61) D1 5 ug Yes 27-AUG-2018 12:04 0 0 0

B0149 Group B8 EOS/ET (Day 61) D2 5 ug Yes 27-AUG-2018 12:04 0 0 0

B0149 Group B8 EOS/ET (Day 61) D3 5 ug Yes 27-AUG-2018 12:04 0 0 0

B0O150 Group B4 Day 1 Pre-dose F1 5 ug Yes 28-JUN-2018 09:40 0 0 0

B0O150 Group B4 Day 1 Pre-dose F2 5 ug Yes 28-JUN-2018 09:40 0 0 0

B0150 Group B4 Day 1 Pre-dose F3 uncoated Yes 28-JUN-2018 09:40 0 0 0

B0150 Group B4 Day 1 10 min F1 5 ug Yes 28-JUN-2018 11:58 2 1 3

B0150 Group B4 Day 1 10 min F2 5 ug Yes 28-JUN-2018 11:58 2 1 3

B0150 Group B4 Day 1 10 min F3 uncoated Yes 28-JUN-2018 11:58 2 1 3

B0150 Group B4 Day 1 1 hour F1 5 ug Yes 28-JUN-2018 12:48 2 2 4

B0150 Group B4 Day 1 1 hour F2 5 ug Yes 28-JUN-2018 12:48 2 2 4

Printed: 04APR2019 (Final) CONFIDENTIAL Page 284 of 291

Response Key: 0 -

Administration Site Key: FA = Forearm; UA= Upper arm

2 -
3 -
4 -

No erythema/No oedema; 1

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0O150 Group B4 Day 1 1 hour F3 uncoated Yes 28-JUN-2018 12:48 2 1 3

B0150 Group B4 Day 1 2 hour F1 5 ug Yes 28-JUN-2018 13:50 2 2 4

B0150 Group B4 Day 1 2 hour F2 5 ug Yes 28-JUN-2018 13:50 2 2 4

B0O150 Group B4 Day 1 2 hour F3 uncoated Yes 28-JUN-2018 13:50 2 2 4

B0150 Group B4 Day 2 F1 5 ug Yes 29-JUN-2018 10:20 3 2 5

B0150 Group B4 Day 2 F2 5 ug Yes 29-JUN-2018 10:20 2 1 3

B0150 Group B4 Day 2 F3 uncoated Yes 29-JUN-2018 10:20 2 1 3

B0150 Group B4 Day 4 F1 5 ug Yes 01-JUL-2018 09:21 2 1 3

B0150 Group B4 Day 4 F2 5 ug Yes 01-JUL-2018 09:21 2 1 3

B0O150 Group B4 Day 4 F3 uncoated Yes 01-JUL-2018 09:21 0 0 0

B0150 Group B4 Day 8 F1 5 ug Yes 05-JUL-2018 14:39 2 1 3

B0150 Group B4 Day 8 F2 5 ug Yes 05-JUL-2018 14:39 2 1 3

B0150 Group B4 Day 8 F3 uncoated Yes 05-JUL-2018 14:39 0 0 0

B0150 Group B4 Day 22 F1 5 ug Yes 19-JUL-2018 15:15 1 0 1

B0150 Group B4 Day 22 F2 5 ug Yes 19-JUL-2018 15:15 1 0 1

B0O150 Group B4 Day 22 F3 uncoated Yes 19-JUL-2018 15:15 0 0 0

B0150 Group B4 EOS/ET (Day 61) F1 5 ug Yes 28-AUG-2018 13:33 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B0150 Group B4 EOS/ET (Day 61) F2 5 ug Yes 28-AUG-2018 13:33 0 0 0

B0150 Group B4 EOS/ET (Day 61) F3 uncoated Yes 28-AUG-2018 13:33 0 0 0

B1019 Group B8 Day 1 Pre-dose D1 5 ug Yes 19-MAY-2018 10:30 0 0 0

B1019 Group B8 Day 1 Pre-dose D2 5 ug Yes 19-MAY-2018 10:30 0 0 0

B1019 Group B8 Day 1 Pre-dose D3 5 ug Yes 19-MAY-2018 10:30 0 0 0

B1019 Group B8 Day 1 10 min D1 5 ug Yes 19-MAY-2018 11:24 0 3 3

B1019 Group B8 Day 1 10 min D2 5 ug Yes 19-MAY-2018 11:24 0 3 3

B1019 Group B8 Day 1 10 min D3 5 ug Yes 19-MAY-2018 11:24 0 3 3

B1019 Group B8 Day 1 1 hour D1 5 ug Yes 19-MAY-2018 12:11 0 2 2

B1019 Group B8 Day 1 1 hour D2 5 ug Yes 19-MAY-2018 12:11 0 2 2

B1019 Group B8 Day 1 1 hour D3 5 ug Yes 19-MAY-2018 12:11 0 2 2

B1019 Group B8 Day 1 2 hour D1 5 ug Yes 19-MAY-2018 13:22 1 2 3

B1019 Group B8 Day 1 2 hour D2 5 ug Yes 19-MAY-2018 13:22 1 1 2

B1019 Group B8 Day 1 2 hour D3 5 ug Yes 19-MAY-2018 13:22 1 2 3

B1019 Group B8 Unscheduled D1 5 ug Yes 19-MAY-2018 11:34 0 3 3 MO notifies

as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B1019 Group B8 Unscheduled D3 5 ug Yes 19-MAY-2018 11:36 0 3 3 MO notifies
as repeat

B1019 Group B8 Day 2 D1 5 ug Yes 20-MAY-2018 13:43 1 1 2

B1019 Group B8 Day 2 D2 5 ug Yes 20-MAY-2018 13:43 1 0 1

B1019 Group B8 Day 2 D3 5 ug Yes 20-MAY-2018 13:43 1 2 3

B1019 Group B8 Day 4 D1 5 ug Yes 22-MAY-2018 12:05 0 0 0

B1019 Group B8 Day 4 D2 5 ug Yes 22-MAY-2018 12:05 0 0 0

B1019 Group B8 Day 4 D3 5 ug Yes 22-MAY-2018 12:05 0 0 0

B1019 Group B8 Day 8 D1 5 ug Yes 28-MAY-2018 14:08 0 0 0

B1019 Group B8 Day 8 D2 5 ug Yes 28-MAY-2018 14:08 0 0 0

B1019 Group B8 Day 8 D3 5 ug Yes 28-MAY-2018 14:08 0 0 0

B1019 Group B8 Day 22 D1 5 ug Yes 13-JUN-2018 14:48 0 0 0

B1019 Group B8 Day 22 D2 5 ug Yes 13-JUN-2018 14:48 0 0 0

B1019 Group B8 Day 22 D3 5 ug Yes 13-JUN-2018 14:48 0 0 0

B1019 Group B8 EOS/ET (Day 61) D1 5 ug Yes 20-JUL-2018 13:50 0 0 0

B1019 Group B8 EOS/ET (Day 61) D2 5 ug Yes 20-JUL-2018 13:50 0 0 0

B1019 Group B8 EOS/ET (Day 61) D3 5 ug Yes 20-JUL-2018 13:50 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)

Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),
15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B1076 Group B5 Day 1 Pre-dose F1 5 ug Yes 16-JUN-2018 10:44 0 0 0

B1076 Group B5 Day 1 Pre-dose F2 uncoated Yes 16-JUN-2018 10:44 0 0 0

B1076 Group B5 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 10:44 0 0 0

B1076 Group B5 Day 1 10 min F1 5 ug Yes 16-JUN-2018 11:48 2 3 5

B1076 Group B5 Day 1 10 min F2 uncoated Yes 16-JUN-2018 11:48 2 1 3

B1076 Group B5 Day 1 10 min F3 uncoated Yes 16-JUN-2018 11:48 2 0 2

B1076 Group B5 Day 1 1 hour F1 5 ug Yes 16-JUN-2018 12:36 2 3 5

B1076 Group B5 Day 1 1 hour F2 uncoated Yes 16-JUN-2018 12:36 2 0 2

B1076 Group B5 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 12:36 2 0 2

B1076 Group B5 Day 1 2 hour F1 5 ug Yes 16-JUN-2018 13:38 2 1 3

B1076 Group B5 Day 1 2 hour F2 uncoated Yes 16-JUN-2018 13:38 2 1 3

B1076 Group B5 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 13:38 2 0 2

B1076 Group B5 Unscheduled F1 5 ug Yes 16-JUN-2018 12:34 2 3 5 MO notifies

as repeat
B1076 Group B5 Unscheduled F1 5 ug Yes 16-JUN-2018 13:40 2 4 6 MO notifies
as repeat
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and
tion Site Was Eschar Total Unscheduled
Number Group Visit Number Treatment performed? Date Time Formation Oedema Score Reason
B1076 Group B5 Unscheduled F1 5 ug Yes 16-JUN-2018 2 3 5 MO notifies
as repeat

B1076 Group B5 Day 2 F1 5 ug Yes 17-JUN-2018 11:38 2 1 3

B1076 Group B5 Day 2 F2 uncoated Yes 17-JUN-2018 11:38 1 0 1

B1076 Group B5 Day 2 F3 uncoated Yes 17-JUN-2018 11:38 1 0 1

B1076 Group B5 Day 4 F1 5 ug Yes 19-JUN-2018 12:39 3 0 3

B1076 Group B5 Day 4 F2 uncoated Yes 19-JUN-2018 12:39 0 0 0

B1076 Group B5 Day 4 F3 uncoated Yes 19-JUN-2018 12:39 0 0 0

B1076 Group B5 Day 8 F1 5 ug Yes 23-JUN-2018 10:45 0 0 0

B1076 Group B5 Day 8 F2 uncoated Yes 23-JUN-2018 10:45 0 0 0

B1076 Group B5 Day 8 F3 uncoated Yes 23-JUN-2018 10:45 0 0 0

B1076 Group B5 Day 22 F1 5 ug Yes 07-JUL-2018 10:22 0 0 0

B1076 Group B5 Day 22 F2 uncoated Yes 07-JUL-2018 10:22 0 0 0

B1076 Group B5 Day 22 F3 uncoated Yes 07-JUL-2018 10:22 0 0 0

B1076 Group B5 EOS/ET (Day 61) F1 5 ug Yes 15-AUG-2018 13:42 0 0 0

B1076 Group B5 EOS/ET (Day 61) F2 uncoated Yes 15-AUG-2018 13:42 0 0 0

B1076 Group B5 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 13:42 0 0 0
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Response Key: 0 - No erythema/No oedema;

Administration Site Key: FA = Forearm; UA= Upper arm

3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

beyond area of exposure)

Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

= A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA),

A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy

A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6
Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM,

15 ug; A3 = Placebo MAP (FA); A4

15 ug, as 2018 Afluria

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);

A/Sing Mono IM,

15 ug (UA)

A/Sing MAP, 2.5 ug (FA)
Quad (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site
Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B1080 Group B7 Day 1 Pre-dose F1 uncoated Yes 16-JUN-2018 10:55 0 0 0

B1080 Group B7 Day 1 Pre-dose F2 uncoated Yes 16-JUN-2018 10:55 0 0 0

B1080 Group B7 Day 1 Pre-dose F3 uncoated Yes 16-JUN-2018 10:55 0 0 0

B1080 Group B7 Day 1 10 min F1 uncoated Yes 16-JUN-2018 11:58 2 0 2

B1080 Group B7 Day 1 10 min F2 uncoated Yes 16-JUN-2018 11:58 2 0 2

B1080 Group B7 Day 1 10 min F3 uncoated Yes 16-JUN-2018 11:58 2 0 2

B1080 Group B7 Day 1 1 hour F1 uncoated Yes 16-JUN-2018 12:49 2 0 2

B1080 Group B7 Day 1 1 hour F2 uncoated Yes 16-JUN-2018 12:49 2 1 3

B1080 Group B7 Day 1 1 hour F3 uncoated Yes 16-JUN-2018 12:49 2 1 3

B1080 Group B7 Day 1 2 hour F1 uncoated Yes 16-JUN-2018 13:48 2 1 3

B1080 Group B7 Day 1 2 hour F2 uncoated Yes 16-JUN-2018 13:48 2 1 3

B1080 Group B7 Day 1 2 hour F3 uncoated Yes 16-JUN-2018 13:48 2 0 2

B1080 Group B7 Day 2 F1 uncoated Yes 17-JUN-2018 13:34 2 0 2

B1080 Group B7 Day 2 F2 uncoated Yes 17-JUN-2018 13:34 2 0 2

B1080 Group B7 Day 2 F3 uncoated Yes 17-JUN-2018 13:34 2 0 2

B1080 Group B7 Day 4 F1 uncoated Yes 19-JUN-2018 12:30 0 0 0

B1080 Group B7 Day 4 F2 uncoated Yes 19-JUN-2018 12:30 0 0 0
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Response Key:

0 -
2 .
3 -
4 -

No erythema/No oedema; 1

Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);

beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A:
Treatments Part B:

A1
B1
B3
B7

A/Sing MAP,
A/Sing MAP,
A/Sing MAP,

15 ug (FA); A2 = Afluria Quad IM (UA),

15 ug (FA) with biopsy; B2 =

15 ug; A3 = Placebo MAP (FA); A4 =
Placebo MAP (FA) with biopsy
15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 =

Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria

A/Sing Mono IM,

- Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);

A/Sing MAP, 2.5 ug (FA)
Quad (UA)

Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending

15 ug (UA)



Vaxxas Pty Ltd Protocol No.: SP-1207-022
Listing 16.2.9.4
Skin Irritation Index per Site

Part B
Randomisa Erythema and

tion Time Site Was Eschar Total Unscheduled
Number Group Visit Point Number Treatment performed? Date Time Formation Oedema Score Reason
B1080 Group B7 Day 4 F3 uncoated Yes 19-JUN-2018 12:30 0 0 0

B1080 Group B7 Day 8 F1 uncoated Yes 23-JUN-2018 12:58 0 0 0

B1080 Group B7 Day 8 F2 uncoated Yes 23-JUN-2018 12:58 0 0 0

B1080 Group B7 Day 8 F3 uncoated Yes 23-JUN-2018 12:58 0 0 0

B1080 Group B7 Day 22 F1 uncoated Yes 07-JUL-2018 13:12 0 0 0

B1080 Group B7 Day 22 F2 uncoated Yes 07-JUL-2018 13:12 0 0 0

B1080 Group B7 Day 22 F3 uncoated Yes 07-JUL-2018 13:12 0 0 0

B1080 Group B7 EOS/ET (Day 61) F1 uncoated Yes 15-AUG-2018 09:37 0 0 0

B1080 Group B7 EOS/ET (Day 61) F2 uncoated Yes 15-AUG-2018 09:37 0 0 0

B1080 Group B7 EOS/ET (Day 61) F3 uncoated Yes 15-AUG-2018 09:37 0 0 0
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Response Key: 0 - No erythema/No oedema; 1 - Very slight erythema (barely perceptible)/Very slight oedema (barely perceptible);
2 - Well-defined erythema/Slight oedema (edges of area well defined by definitive raising);
3 - Moderate to severe erythema/Moderate oedema (area raised approximately 1 mm);
4 - Severe erythema (beet redness) to slight eschar formation (injuries in depth)/Severe oedema (raised more than 1 mm and extending
beyond area of exposure)
Administration Site Key: FA = Forearm; UA= Upper arm
Treatments Part A: A1 = A/Sing MAP, 15 ug (FA); A2 = Afluria Quad IM (UA), 15 ug; A3 = Placebo MAP (FA); A4 = A/Sing Mono IM, 15 ug (UA)
Treatments Part B: B1 A/Sing MAP, 15 ug (FA) with biopsy; B2 = Placebo MAP (FA) with biopsy
B3 = A/Sing MAP, 15 ug (FA); B4 = A/Sing MAP, 10 ug (FA); B5 = A/Sing MAP, 5 ug (FA); B6 = A/Sing MAP, 2.5 ug (FA)
B7 Placebo MAP (FA); B8 = A/Sing MAP, 15 ug (UA); B9 = A/Sing IM, 15 ug, as 2018 Afluria Quad (UA)



