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CRF 1 ELIGILIBILITY INSTRUCTIONS
1. UNIQUE ID is marked continuously from the onset of study of all patients screened. Patient Unique ID is obtained from the randomization service

2. Patient initials are entered as F (Family), M (Middle Name) and L (Last name)

3. Cross all boxes as indicated
4. Enter date in DD-MM-YY format only
5. Diagnosis of Obstructive Sleep apnea, myocardial ischemia, pneumonia, COPD and bronchial asthma are as determined by the clinician treating the patient
6. Patient is eligible for the COHERE-OSA trial if  responses to Inclusion Criteria 1 AND 2 = YES and 3 to 6= No, and AT LEAST TWO OF 7 TO 12 is “Yes”
7. BMI is calculated by dividing the weight in kilograms by the square of the height in meters
8. To measure neck circumference, overlap the measuring tape at the level of the thyroid cartilage or the level of maximum visual thickness and indicate the circumference in centimeters.

CRF 2 CONTACT FORM
1. Complete all columns

2. Write as legibly as possible

3. Indicate as many possible contact numbers as available
DEFINITIONS FOR PRE-OPERATIVE ASSESSMENT CRF 3 PAGE 1/5
4. Waist circumference: is measured by running the tape midway between the iliac crest and lowermost rib and noting the waist circumference in centimeters (WHO site)
a) Standing to the side of the patient, locate and mark the inferior margin (lowest point) of the last rib and the crest of the ilium (top of the hip bone) with a fine pen. 

b) With a tape measure, find the midpoint and mark the point. This is a tape measure and mark the point. 

c) Apply the tension tape over the marked midpoint and ask the participant to wrap it round themselves 

d) NOTE: Check that the tape is horizontal across the back and front of the patient. 

e) Ask the patient to: 

i. Stand with their feet together, 

ii. Place their arms at their side with the palms of their hands facing inwards, and 

iii. Breathe out gently. 

f) Measure waist circumference and read the measurement at the level of the tape to the nearest 0.1 cm. 

5. Hip circumference: The hip is recorded at the widest part of the hips; usually this corresponds to the groin level for women and about 2-3 inches below the navel in men
a) Stand to the side of the patient, and ask them to help place the tape around below their hips. 

b) Position the measuring tape around the maximum circumference of the buttocks. For women this is usually at groin level. For men it is normally about 2 -4 inches below the navel. 

c) Ask the patient to: 

i. Stand with their feet together 

ii. Place their arms at their side with palms of their hands facing inwards, and breathe out gently. 

iii. Check that the tape position is horizontal all around the body. 

d) Measure the hip circumference and read the measurement at the level of the tape to nearest 0.1 cm. 
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6. Neck Circumference: Measure the neck circumference at the level of the cricothyroid and read the measurement at the level of the tape to nearest 0.1 cm 
7. Use of alcohol: If answer to question on use of alcohol is yes, then question the product that is consumed by the patient. Convert this into grams per week using the below table. If more than one product is consumed routinely, then repeat the process for all products and add the grams obtained for total intake per week in grams

	Type
	%ethanol
	Dose in mL
	Ethanol in grams

	Beer
	4
	360
	11.5

	Wine
	12
	120
	11.5

	Spirits
	43
	30
	10.3

	Others
	If known, calculate
	
	


8.  COPD: Physician diagnosed chronic obstructive pulmonary disease or the presence of sputum for more than three months for two consecutive months in a year

9. Tuberculosis: Diagnosed by sputum smear examination or chest radiographs AND response to anti-tubercular medication
10. Asthma: Physician diagnosed asthma or symptoms of wheeze AND prompt response to salbutamol in a non-smoker
	Symptom
	Controlled
	Partly Controlled
	Uncontrolled

	Daytime symptoms
	None (≤ 2/ wk)
	> 2/ wk
	Three or more features of partly controlled

asthma present in

any week

	Limitations of activities
	None
	Any
	

	Nocturnal symptoms
	None
	Any
	

	Need for reliever
	   None (≤ 2/ wk)
	> 2/ wk
	

	Lung function
	Normal
	<80% pred
	

	Exacerbations
	None
	One or more/year
	One in any wk


11. Coronary artery disease: A current or prior history of any one i. Angina ii. myocardial infarction or acute coronary syndrome. iii. A segmental cardiac wall motion abnormality on echocardiography or a segmental fixed defect on radionuclide imaging iv. A positive radionuclide exercise or pharmacological cardiovascular stress test demonstrating cardiac ischemia v. Coronary angiographic or CT coronary angiographic evidence of atherosclerotic stenosis ≥ 50% of the diameter of any coronary artery vi. ECG with pathological Q waves in two contiguous leads
12. Congestive cardiac failure– A physician diagnosis of of a current or prior episode of congestive heart failure or prior radiographic evidence of vascular redistribution, interstitial pulmonary edema, or frank alveolar pulmonary edema 

13. Active Cancer –Patient with a diagnosis of cancer who is or has received active treatment for their cancer (e.g., chemo, radiation, or surgery) within the previous 6 months, except non-melanoma skin cancers

14. Diabetes – A physician diagnosis of diabetes
15 Hypertension-Physician diagnosis of hypertension or currently on anti-hypertensive medications

16. ASA status
	ASA Class
	Definition
	Rates of PPC%

	I
	A normally healthy patient healthy patient 
	1.2 

	II 
	A patient with mild systemic disease 
	5.4 

	III 
	A patient with severe systemic disease that is not incapacitating 
	11.4 

	IV 
	An incapacitating systemic disease constant threat to life 
	10.9 

	V 
	A moribund patient who is not expected to survive for 24 h with or without operation 
	NA 

	VI 
	A declared brain-dead patient whose organs are being removed for donor purposes
	NA 


PRE-OPERATIVE ASSESSMENT BERLIN QUESTIONNAIRE CRF 3, 2/5
First apply all the questions indicated in the questionnaire

The questionnaire consists of three categories related to the risk of having OSA.

Categories and scoring:

Category 1: items 1, 2, 3, 4, and 5

Item 1: If yes is the response, assign 1 point.

Item 2: If c or d is the response, assign 1 point.

Item 3: If a or b is the response, assign 1 point.

Item 4: If a is the response, assign 1 point.

Item 5: If a or b is the response, assign 2 points.

Category 1 is positive if the total score is 2 or more points.

Category 2: items 6, 7, and 8 (item 9 should be noted separately)

Item 6: If a or b is the response, assign 1 point.

Item 7: If a or b is the response, assign 1 point.

Item 8: If a is the response, assign 1 point.

Category 2 is positive if the total score is 2 or more points.

Category 3 is positive if the answer to item 10 is yes or if the BMI of the patient is greater than 30 kg/m2.

High risk of OSA: two or more categories scored as positive

Low risk of OSA: only one or no category scored as positive

PRE-OPERATIVE ASSESSMENT ASA QUESTIONNAIRE CRF 3, 3/5
1. First apply all the questions indicated in the questionnaire

Scoring:
For moderate risk
If two or more items in category 1 are positive, category 1 is positive.

If two or more items in category 2 are positive, category 2 is positive.

If one or more items in category 3 are positive, category 3 is positive
Severe Risk: If one or more signs are markedly increased e.g BMI or neck circumference, respiratory pauses that are frightening to the observer, patient regularly falls asleep within minutes after being left unstimulated),then the score is given as high risk 
Low risk: If neither moderate nor high risk

2. OSA Scoring System

1. Severity of sleep apnea based on clinical indicators (0=no risk, 1=low risk, 2=moderate, 3=high risk)

2. Invasiveness of surgery and anesthesia. Point score _____ (0–3)
	Sl. No
	Type of surgery
	Score

	1
	Superficial surgery under local or peripheral nerve block anesthesia without sedation
	0

	2
	Superficial surgery with moderate sedation or

general anesthesia
	1

	3
	Peripheral surgery with spinal or epidural

anesthesia
	1

	4
	Peripheral surgery with general anesthesia
	2

	5
	Airway surgery with moderate sedation
	2

	6
	Major surgery, general anesthesia
	3

	7
	Airway surgery, general anesthesia
	3


3. Requirement for post-operative opioid

	Sl. No
	Opioid requirement
	Score

	1
	None
	0

	2
	Low dose
	1

	3
	High-dose oral opioids, parenteral or Neuraxial opioids
	1


Estimation of peri-operative risk: Overall score equals “A” plus whichever is greater “B” or “C”. Point score= ___ (0-6). Add one point if paCO2 is elevated. <4-low risk; 5=moderate; 6=high-risk

4. PRE-OPERATIVE ASSESSMENT BERLIN QUESTIONNAIRE CRF 3, 4/5
1. First apply all the questions indicated in the questionnaire. 

2. Score as below

a. High risk of OSA: answering yes to three or more items

Low risk of OSA: answering yes to less than three items 

3. PRE-OPERATIVE ASSESSMENT BERLIN QUESTIONNAIRE CRF 3, 5/5
1. Make sure the re-chargeable batteries are charged overnight each day

2. Attach the batteries to the screener

3. Switch on the device by pressing the start button once

4. Attach the device by the cable to the USB port of the computer which has the apnea link program installed

5. Once the device is attached, open the apnea link program

6. Once the program is open, enter the details of the patient and initialize device

7. Once the device is initialized, disconnect from the USB port

8. Attach the flow and pulse oximeters channel to the device and attach to the patient

9. Once the device is attached and starts sensing correctly, the green light blinks with respiration

10. Red light indicates the pulse oximeters channel is not attached correctly

11. Call the Principal Investigator for further troubleshooting

12. After overnight recording, scrub and clean the flow channel and pulse oximeters channel

13. Charge the batteries for next study

14. Attach the device again (see 5)and download data (follow 4-7)

15. Open the report page for entering data in the appendix
Attach a printed report to the CRF

16. DEFINITIONS FOR PRE & INTRA-OPERATIVE EXAMINATION CRF 4 PAGE 2
1. 3b. Highest recorded creatinine 

2. 3c. If more than one fasting blood sugar is available, record the sugar value with the longest period of fasting and off IV dextrose/ glucose/TPN/ enteral nutrition
3. The hemodynamic values entered should be the values recorded prior to surgery. If the interview is two days prior to surgery record this value. If the interview is on the night prior to surgery, re-confirm the values of blood pressure and heart rate by cross-checking with the patient’s in-patient chart
4. Perform bedside spirometry in all patients. Record the values even if the maneuver is unacceptable and does not meet ATS/ERS criteria. Enter comments on why the maneuver was unacceptable. Enter code as to why the maneuver was unacceptable as below
5.1 Unable to blow out six seconds
5.2 Unable to complete inspiratory maneuver till TLC
5.3 Persistent cough and inability to perform forced blowing out
5.4 Unable to complete forced breaths for six seconds without taking in a breath

5.5 Others (specify)
5. Mention all the drugs that the patient was on in the time prior to surgery
DEFINITIONS FOR OPERATIVE ASSESSMENT CRF 5 PAGE 1
Type of surgery performed: Check all surgeries that were performed

1. General Surgery

Complex visceral resection (surgery involving liver, esophagus, pancreas or multiple organs)

Partial or total colectomy-removal of part of or most of the large intestine
Gastric surgery-stomach surgery
Other intra-abdominal surgery (gallbladder, appendix, adrenals, spleen)

2. Major Orthopedic Surgery

Major hip or pelvic surgery (hemi/total hip arthroplasty, internal fixation)
Internal fixation of femur or other long bones under general anesthesia
Knee or pelvic arthroplasty, above knee amputations and lower leg amputation (amputation below knee but above foot)

3. Major Urology Surgery 

Visceral resection (nephrectomy, ureterectomy, bladder resection, retroperitoneal tumor resection, exenteration)

Cytoreductive surgery “debulking” done when cancer has spread in the abdominal area, to remove as much of the tumor as possible

4. Gynecology Surgery

Hysterectomy is surgery to remove the uterus and usually the cervix 
Radical hysterectomy is surgery to remove the uterus, cervix and part of the vagina

Cytoreductive surgery for ovarian or endometrial cancer, “debulking” done when cancer has spread in the abdominal area, to remove as much of the tumor as possible
Time of Surgery: Start: Refers to time when the surgeon begins the procedure. End: the time the surgeon closes the wound
Time of anesthesia: Start: Refers to time when the anesthetist starts administration of anesthetic. End: the time the anesthetist stops administration of anesthetic
 INTRAOPERATIVE ASSESSMENT INSTRUCTIONS CRF 6 PAGE 1
Hemodynamics: Systolic Blood Pressure < 100 mmHg: For any time period (e.g., intraop) in which the patient had ≥ 1 episode of SBP < 100 mmHg check Yes and record the lowest SBP during that applicable time period.

Duration (min) < 90 mmHg: If the systolic blood pressure was less than 90 mmHg please record the cumulative time the SBP was < 90 mmHg. This is determined by assuming that the first recorded value < 90 mmHg represents the start of the episode and the first noted SBP > 89 represents the end of the episode. If more than one episode occurs during the identified time period (e.g., intraop) then record the cumulative time the SBP was < 90 mmHg for all episodes
Duration (min) 90- 99 mmHg: If the systolic blood pressure was noted to be 90-99 please record the cumulative time the SBP was 90-99. Once again this is determined by assuming that the first recorded value 90-99 represents the start of the episode and the first noted SBP > 99 represents the end of the episode. If more than one episode when the SBP is between 90-99 mmHg occurs during the identified time period (e.g., intraop) then record the cumulative time the SBP was between 90-99 mmHg for all episodes.

POD4 to Discharge: Record the event resulting in the longest duration of hypotension (systolic blood pressure < 100 mmHg), then record the lowest value within that period. Record the start date of this longest hypotensive episode  

For SBP>160, Heart rate <55 and >100 and Respiratory rate <10/min, record similar to above

TREATMENT CODES (If >1 Rx, please record the one with the highest code number)

	Systolic Blood Pressure < 100mmHg

	0
	No treatment

	1
	Initiation, increased rate, or bolus of intravenous crystalloid fluids 

	2
	Initiation, increased rate, or bolus of intravenous colloid fluids
	4
	Inotrope or vasopressor agents

	3
	Blood Transfusion
	5
	Intra-aortic balloon pump


CRF 6 INTRAOPERATIVE ASSESSMENT & CPAP INSTITIUTION INSTRUCTIONS PAGE 2
TREATMENT CODES (If >1 Rx, please record the one with the highest code number)
	Heart Rate < 55 beats per minute

	0
	0
	No treatment

	1
	1
	Discontinuation of heart rate controlling medication

	2
	2
	Atropine 

	3
	3
	Sympathomimetic agents

	4
	4
	Temporary pacemaker insertion

	5
	5
	Permanent pacemaker insertion


TREATMENT CODES (If >1 Rx, please record the one with the highest code number)

	For Respiratory Rate < 10 and Pulse Oxymetry < 90%. record Rx code of highest value

	0
	No treatment 

	1
	Supplemental oxygen

	2
	Arousal of patient

	3
	Reduction or discontinuation of opioids

	4
	Naloxone IV

	5
	Transfer to monitored ward

	6
	 Bag and mask respiration

	7
	Intubation and mechanical ventilation


DEFINITIONS FOR CLINICAL EVENTS DURING HOSPITALIZATION CRF 7 PAGE 1/2
1. Death: Please indicate date, location where death was certified and probable cause of death

2. Pneumonia will be defined as 

a. Chest radiography showing new or progressive infiltrate, consolidation, cavitation, or pleural effusion AND any of the following

i. New onset of purulent sputum or change in character of sputum

ii. Isolation of organism from blood culture

iii. Isolation of pathogen from specimen obtained by trans-tracheal aspirate, bronchial brushing, or biopsy

b. Crepitations or dullness to percussion on physical examination of chest AND any of the following

i. New onset of purulent sputum or change in character of sputum

ii. Isolation of organism from blood culture

iii. Isolation of pathogen from specimen obtained by trans-tracheal aspirate,

iv. bronchial brushing or biopsy

3. Sepsis/infection: Infection is defined as a pathologic process caused by the invasion of normally sterile tissue or fluid or body cavity by pathogenic or potentially pathogenic organisms. Sepsis is a clinical syndrome defined by the presence of both infection and a systemic inflammatory response. Systemic inflammatory response requires 2 or more of the following factors

a. Core temperature > 38 ºC or < 36 ºC

b. Heart rate > 90 bpm

c. Respiratory rate > 20 breaths/min

d. White blood cell count > 12 x 109/L or < 4 x 109/L

4. Respiratory failure will be defined as 

a. Persistent hypoxemia, defined as arterial oxygen saturation lower than 85% despite the use of the FiO2 of 0.5 for >10 minutes. 

b. Respiratory acidosis (arterial pH level <7.30 with PaCO2 >50 mm Hg)

DEFINITIONS FOR CLINICAL EVENTS DURING HOSPITALIZATION CRF 7 PAGE 2/2
5.
Re-intubation will be defined as intubation after initial extubation following general anesthesia; the indication for re-intubation needs to be specified by the treating physician

6. Exacerbation of underlying lung disease: New onset of at least3 out of the below 1) Fever 2) Increased cough 3) Increased breathlessness 4) Increased Wheeze 5) Worsening of sputum 6)New chest infiltrates 7)Tachypnea RR>20% from baseline 8)Increased heart rate >20% from baseline

7. Radiologist diagnosis of pleural effusion
8. Severe post-operative desaturation: Episodes of desaturation <80%
9. Myocardial infarction: will be defined as 

a. ischemic signs or symptoms (i.e., chest, arm, neck or jaw discomfort; shortness of breath)

b. development of pathologic Q waves present in any two contiguous leads that are ≥ 30 milliseconds

c. ECG changes indicative of ischemia (i.e., ST segment elevation [≥ 2 mm in leads V1, V2, or V3 OR ≥ 1 mm in the other leads], ST segment depression [≥ 1 mm], or symmetric inversion of T waves ≥ 1 mm) in at least two contiguous leads

d. Elevated troponin levels or increasing troponin levels in the absence of renal failure

e. coronary artery intervention (i.e., PCI or CABG surgery)

f. new or presumed new cardiac wall motion abnormality on echocardiography or new or presumed new fixed defect on radionuclide imaging
10. Congestive cardiac failure: Diagnosis of Heart Failure requires at least one of the following clinical signs (i.e. any of the following signs: elevated jugular venous pressure, respiratory rales/crackles, crepitations, or presence of S3) and at least one of the following radiographic findings (i.e., vascular redistribution, interstitial pulmonary edema, or frank alveolar pulmonary edema)
11. New onset clinically significant arrhythmia: Is defined as new arrhythmia that results in angina, congestive heart failure, symptomatic hypotension, or that requires treatment with a rate controlling drug, anti-arrhythmic drug, or electrical cardioversion

12. Stroke: Stroke is defined as a new focal neurological deficit thought to be vascular in origin with signs and symptoms lasting more than 24 hours

13. Post-operative delirium: Is defined as presence of the presence of acute onset of fluctuating sensorium AND inattention plus either disorganized thinking OR altered level of consciousness. Diagnosis requires confirmation by a physciatrist OR symptoms AND response to administration of anti-psychotics
14. New onset renal failure: will be defined as oliguria persisting 12 hours, doubling of serum creatinine or a 50% reduction in the estimated glomerular filtration rate 
DEFINITIONS FOR 30-DAY FOLLOW-UP CRF 8 PAGE 1/1
Patients should be contacted as per the target visit schedule. The 30 Day Follow-Up must occur on or after day 30. If the patient cannot be reached at the scheduled date, it is required that the follow-up take place as soon as possible after that time. A 30 Day Follow-Up contact is mandatory.

1. Please record the date of the 30 Day Follow-Up contact. If the patient has died since the hospital discharge, please complete the 30 Day Follow-Up CRF. Record the date of death as the date of the 30 Day Follow-Up and record all applicable information from the time of hospital discharge up to and including the date of death. Please complete a Death Report (Appendix A)

2. Please indicate whether this patient has completed the 30 Day Follow-Up visit. Please record a reason if the patient has not completed the 30 Day Follow-Up visit.

3. If the patient has been re-hospitalized, please record the date of the hospitalization and the reason for the same. If more than one admission occurred within the 30 day period, record the admission that was for the longest length of stay.
4. Clinical events at 30-day follow-up: Please check CRF for definitions of clinical events during hospitalization for definition of events.
