


DRAFTED DURING THE 2017 HURRICANE RESPONSE

BY THE CDC LABORATORY TEAM
INFECTIOUS DISEASE AND MEDICAL COUNTERMEASURES TASK FORCE       
Laboratory Team Response Manual Template
FOR EMERGENCY RESPONDERS

[bookmark: _gjdgxs]Instructions for Using the Laboratory Team Manual Template
[bookmark: _30j0zll]The purpose of this document is to facilitate creating a manual for organizations involved in public health laboratory restoration activities following an emergency. This customizable document template can be adapted to fit specific needs. Please note that using the Laboratory Team Manual Template is not a CDC requirement.
This template was created as part of the Hurricane Maria Response in Puerto Rico (2017). More information about this template, downloadable spreadsheets, and the Quality Management approach to emergency response (Fig. 1) can be found in the associated publication, Hardy et al. 2019. Lessons from the Reestablishment of Public Health Laboratory Activities in at the Puerto Rico Department of Health after Hurricane Maria. 
[image: ]
Figure 1. The 12 laboratory quality system essentials (QSEs). QSEs provide a useful framework for an emergency response. After assuring the safety of all the personnel, facilities should be assessed and the organization of the response established. By controlling the process of how equipment is excessed (if damaged) or purchased and inventoried, the response can move quickly into the second phase of restoring local diagnostic and surveillance testing. Maintaining documents and records at this time is key to ensure items are received and qualified and that service and maintenance contracts are procured. In the third phase, managing the information and communicating with stakeholders (including internal and external partners) is key. If there are nonconforming events they should be managed and used to inform the continual improvement process. Phase 3 is particularly important because the handover to local partners occurs during this time.  
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[bookmark: _1fob9te]Abbreviations and Acronyms
	Abbreviation
	Translation

	ID/MCM
	Infectious Disease and Medical Countermeasures Task Force  

	PHL
	Public Health Laboratory

	QSE
	Quality System Essential

	QTY
	Quantity (also note the unit size, e.g., carton of 25; pack of 1,000)

	SME
	Subject Matter Expert




[bookmark: _2et92p0]Laboratory Team Emergency Contact Information
In emergency situations, identifying clear roles and responsibilities of local and responding laboratory personnel is critical to ensure all staff are aware of who is in charge of what, and how they can be contacted. An organizational chart or similar overview of the response structure may also be useful. 
	Name (LAST, First)
	Title
	Response Role
	Cell Phone 
	Email

	
	e.g. Laboratory Director
	e.g. Team Lead
	
	

	
	e.g. Facility Manager
	e.g. Site Lead
	
	

	
	e.g. Engineer
	e.g. FEMA Assignee
	
	

	
	e.g. Biosafety SME
	e.g. EOC Deployer
	
	

	
	e.g. Lab SME
	e.g. CDC Lab Deployer
	
	

	
	e.g. Program Officer
	e.g. CDC SME
	
	










[bookmark: _tyjcwt]Laboratory Team Activities
As the response moves through different stages, it is useful to have an overview of current and past team activities. This enables responders and local personnel to have a record of what actions were taken, when, and why. In this section, list current laboratory team activities at the top.
	Current Activities 

	1
	

	2
	

	3
	

	4
	

	Past Activities

	6
	

	7
	

	8
	



[bookmark: _3dy6vkm]Examples of Activities that Could be Considered
· Conduct laboratory needs assessment 
· Perform facility assessments
· Engage vendors to provide generators to the laboratory 
· Identify partner laboratories that could assume testing for local laboratory
· Identify additional labs (e.g. state labs) that could assist in the event maximum testing capacity is reached at testing (e.g. CDC) laboratory
· Provide educational materials to local laboratory staff
· Assist local laboratory communications with hospital/clinic sample logistics
· Develop sample tracking sheet for local laboratory staff
· Initiate sample transport system
· Assist local laboratory in communicating with physicians regarding suspected outbreak cases
· Procurement of reagents, labels, tubes, shipping boxes, dry ice and must have items
· Procurement of equipment 
· Coordinate procurement of laboratory supplies 
· Assist with sample shipping logistics
· Samples: Hospitals → local lab → CDC
· Results: CDC → local lab → local lab epi → hospitals
· Provide guidance on laboratory operations, including applying for accreditation waivers and Quality Management Systems (QMS) on an ad hoc basis
· Track updates on local laboratory testing capacity
· Prepare and submit laboratory Sample Shipping Log 
· Prepare and submit Sample Shipment Log
· Prepare and submit daily updates 



[bookmark: _1t3h5sf]Reporting
List the procedure for submitting update reports. Add or remove steps as necessary. 
	Step 1
	

	Step 2
	

	Step 3
	

	Step 4
	

	Step 5
	



[bookmark: _4d34og8]Example Procedure for Daily Updates
· Maintain a current list of people who should receive the daily update: current team members, other personnel (list name and email), and Team Lead. 
· Prepare and submit daily updates by 4:00 pm. 
· Keep updates to about one page; insert a new page before the previous day to capture all the daily updates in a single document in reverse chronological order. 
· Save the document using the current date (Word and PDF), found in: INSERT LINK TO SHARE DRIVE
· Send the document as a PDF so the information cannot be changed and the file can be easily opened
· Include Action Items and Updates in the body of the email. 

[bookmark: _2s8eyo1]Example Daily Update Report
Personnel:
a. Jessica Doe (Local PHL)
b. Jose Cruz (X Team)
c. Jane Smith (Y Team)
Action Items: 
· Complete initial review of repairs needed for the X and Y laboratories. The laboratory team will review the draft with a Subject Matter Expert (SME) to make sure all equipment, equipment status, and the condition of the facilities are documented in the report. 
· Continue to review equipment performance qualification status with lab SMEs. 
· Implement quality checks in the packaging and shipping processes to ensure sample delivery within the next business day. 
Updates: 
· Reviewed X and Y laboratory reagent list. Reagents were added to the Equipment and Reagents spreadsheet. 
· Received 100 sample shipping boxes 
· Worked on Z lab assessment report. 


[bookmark: _17dp8vu]Daily Cadence 
Each day will have its own rhythm; there will be some activities that happen every day, and others that happen only on certain days of the week. In this list include the activities that happen each day, like reporting.
Safety always comes first during a response. Include the daily accountability reporting steps, including the individuals to which the accountability report should be sent. As the response continues, staff may turnover and keeping a current list of who should receive the information may change. 
	Step 1
	

	Step 2
	

	Step 3
	

	Step 4
	

	Step 5
	



[bookmark: _3rdcrjn]Examples of Accountability Steps
· Each person on the team sends email to appropriate contacts in the response
· Personnel check in each day by 8:00 am
· Personnel check in when going out into the field
· Personnel check in upon return from the field 

[bookmark: _26in1rg]Accountability Email Example

Good morning,

Checking in as alive and well and heading to the local Public Health Lab located in [City].

Thanks,

[Name]
Laboratory Team
[Organization/Unit]













[bookmark: _lnxbz9]Weekly Activity Calendar
Prepare a weekly activity calendar to capture recurring tasks and meetings. 

	BY
	MONDAY
	TUESDAY
	WEDNESDAY
	THURSDAY
	FRIDAY
	SATURDAY
	SUNDAY

	7AM
	Accountability (when arriving in the lab) 
	Day Off

	
	
	
	
	
	
	
	

	11
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	2PM
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	3PM
	
	
	
	
	
	
	

	4PM
	Send Daily Update
	

	8PM
	Accountability (when returning to hotel)
	



[bookmark: _35nkun2]Sample Activity Weekly Calendar
	BY
	MONDAY
	TUESDAY
	WEDNESDAY
	THURSDAY
	FRIDAY
	SATURDAY
	SUNDAY

	7AM
	Accountability (when arrive in the lab) 
	Day Off

	
	9 AM Email John Smith weekly plan
	8:30 AM Lab Meeting
	
	8:30 AM Lab Meeting
	
	9 AM Lab Team Call
	

	11
	Email packing slips for received items 
	
	

	
	
	
	
	
	
	
	

	2PM
	
	
	Task Force meeting
	
	
	
	

	
	Request sample shipping information
	


	

	
	

	3PM
	· Update and Send Sample Shipment Log email 
· Email packing slips for received items in the afternoon
	Request shipping information if needed
	Update testing status chart (Statistics) 
	

	4PM
	Send Daily Update
	

	8PM
	Accountability (when returning to hotel)
	


[bookmark: _1ksv4uv]Sample Packaging, Shipping, and Tracking Procedures
[bookmark: _44sinio]Depending on the sample type and shipping method, the packaging and shipping process can vary. List detailed instructions for packaging below, including any requirements for courier forms, labels, and boxes. Once samples are appropriately packaged (Fig. 2), a manual shipping log (with a copy of each waybill number or sticker) and electronic shipping log (with detailed information in an electronic spreadsheet) should be prepared to ensure packages reach their destinations within the correct timeframe. This also facilitates awareness with testing laboratories.  

[bookmark: _2jxsxqh]Packaging Procedure
List materials and procedures for packaging. 
	Step 1
	

	Step 2
	

	Step 3
	

	Step 4
	

	Step 5
	



[bookmark: _z337ya][image: ]
Figure 2. Example of a packaging procedure.  The package consists of an inner and outer box. Inner Box: [Brand] [Catalog/Product Number].  Outer Box: [Brand] [Catalog/Product Number].  Requires dry ice (approximately 1 kg per shipment), “UN3373 (Category B) Hazard” label, “Keep Frozen” label, “Dry Ice UN1845” label, “Up arrow” printed on box, completed Shipper and Consignee form.



Manual Shipping Log
Prepare a shipping log detailing the total number of samples shipped per test per day. Local laboratory staff will complete the manual shipping log each day to notify of shipments sent or received; track the courier number to confirm delivery. Provide the shipment status in daily reports and by emailing the appropriate contacts. 
[bookmark: _3j2qqm3]Example of a Manual Shipping Log
	PHL Shipping Lab
	Shipper Initials
	Recipient
	Pathogen
	Cases (Total # Patients)
	Samples (Total #)
	Courier Tracking Number
	Shipping Conditions
	Date PHL Shipped

	
	
	
	
	
	
	
	
	



[bookmark: _1y810tw]Electronic Sample Shipment Log
Prepare a detailed electronic sample shipment log. Data may include (but is not limited to): 
· Patient unique identifier 
· PHL unique identifier
· Collection date
· Reason for submission (e.g. surveillance) 
· Submitting laboratory
· Hospital sample originated from
· City sample originated from (may add State and County)
· Receiving laboratory
· Testing laboratory
· Sample type (serum, blood, etc.)
· Infection stage: Acute (≤5 days), Convalescent (7-14 days)
· Test requested 
· Date Test was requested
· Date isolates were shipped out (submitting laboratory)
· Shipping mechanism used (courier name, Charter Plane, etc.)
· Courier tracking number
· Shipping conditions (dry ice, cold packs, ice, room temperature)
· Where were laboratory samples shipped to (e.g. CDC or PHL)
· Status (waiting to ship, in transit, delivered)
· Date samples arrived at testing laboratory
· Total “shipping” travel time – can be inserted as a formula in excel
· Email the electronic sample shipment log daily to the submitting and receiving laboratories. 

[bookmark: _4i7ojhp]Example of an Electronic Sample Shipment Log
	Sample ID
	Collection Date
	Sample Source
	State
	Hospital
	Courier & Tracking #
	Date Shipped
	Date Received
	Shipping TAT (Days)

	1234
	MO/DAY/YR
	NPS
	State
	Hospital A
	567891011
	MO/DAY/YR
	MO/DAY/YR
	1


[bookmark: _2xcytpi]Ordering
List procedures for ordering laboratory supplies, including equipment, consumables, reagents, and for services (e.g., preventative maintenance or repair). Include procedures for order tracking, record keeping, and inventory management. As appropriate, guidelines or policies can be appended for operational qualification (OQ), installation qualification (IQ), and performance qualification (PQ).

[bookmark: _1ci93xb]Example of an Ordering Procedure
· Request quotes and save the information in the appropriate electronic folder. 
· Maintain a list of lab supplies with links to the vendor. 
· Identify dry ice supplier and logistics for dry ice delivery or pick up.  
· Prepare a master ordering spreadsheet in order to track orders. 
· Track progress of orders by items pending, ordered and delivered status. 
· Update inventory records and laboratory needs on a weekly basis.   
· Upon receiving item, local receiving staff sign a copy of the packaging slip indicating which items from the packing list have been received
· Scan and email a copy of the packing slip to the appropriate contacts. 
· File a hardcopy of the packing slip. 
· Note items that were not received or are backordered and follow up with vendor.

[bookmark: _3whwml4]Example of a Lab Supplies List
	Items (include hyperlink)
	Catalog #
	Cost/Unit ($)
	QTY
	Vendor

	Screw Cap Tube, pack of 1000
	xxxxx
	$xxxx
	n
	xxxx

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




[bookmark: _2bn6wsx]Example of an Electronic Master Ordering Tracking Sheet 
	Lab
	Item Description
	Unit
	QTY
	Vendor
	Catalog #
	Unit Cost
	Total Cost
	Status
	Date Ordered
	Date Delivered

	
	
	
	
	
	
	
	
	
	
	





[bookmark: _qsh70q]Appendix A: Emergency Laboratory Quality Kit
This is a partial list of useful equipment to have on hand in the event of an emergency; add other items that are specific to other workflows or laboratory activities. 
	Equipment
	Justification

	Tape Measure
	To ensure the correct size equipment is procured (measure the final location, as well as stairways, elevators, and doors).

	Level
	To ensure the final location for sensitive equipment is flat.

	Tachometer
	For centrifuge calibration.

	NIST Thermometers 
	To assess refrigerator and freezer functionality.

	Thermometers that alarm, ideally  with SMS alert function
	To notify personnel in the event of a failure, also may serve as the “canary in the coal mine” for facilities during a disaster. Inexpensive options with a web interface can also enable remote monitoring.

	Uninterrupted Power Source (UPS)
	Maintains power to instruments during the transition from generators to grid power. Also allows time for a controlled shutdown if power goes down without backup, or for the generator to come online. 

	Autoclave Indicators
	Biological and process indicators for steam sterilization.

	Standard Panels
	Checking instrument accuracy.

	Calibration Panels
	Checking instrument precision.

	Proficiency Testing Panels
	As needed for accreditation; apply for waivers until testing is back online.
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