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Validation Protocol – Specimen Transport Containers
1. Purpose of Validation
Validate specimen transport containers for shipping lab specimens requiring storage at either room temperature, refrigerated, or frozen.
2. Description of the System to be Validated



3. Responsibilities
The transport container validation will be overseen by _________________.
The transport container validation will be performed by ________________.
4. Validation Protocol
A. Requirements
1. Procedures to be used
The specimen transport containers will be validated using simulated transport runs in for three ambient temperature ranges as described in the testing conditions sections below. Ambient temperatures and the temperature within the containers will be documented for each run.
The data will be collected and evaluated to determine the maximum transport time for each of the specimen storage requirements in each of the seasons.
Real time runs on the courier trucks may be used in addition to the simulation as an extra measure.
2. Personnel to perform


3. Equipment needed
· Transport containers to be validated
· Refrigerator, freezer, or incubator at appropriate temperature ranges where available.
· NIST certified data logger or similar device that can record temperatures and defined intervals, inside of the closed box. Must not be expired (calibration).


4. Materials to be used
Select all that apply and provide brand, catalogue #, size, etc., as applicable.
☐ Frozen blocks ______________________________________________
☐ Refrigerated blocks __________________________________________
☐ Refrigerated Gel packs _______________________________________
☐ Frozen Ice Blanket __________________________________________
☐ Unmarked specimens to match the specimen types being transported __
☐ Absorbent Material __________________________________________
☐ Zip Lock plastic bags _________________________________________
☐ Specimen transport containers _________________________________
☐ Paper for empty space in bag __________________________________
☐ Other. Describe _____________________________________________
B. Test Samples Required
Unmarked Specimens (no patient information)
The specimen storage and transport requirements being validated in this study:
· [bookmark: _Hlk524676361]Specimens maintained at room temperature (18-24°C)
· Specimens maintained at (2-8°C)
· Specimens maintained in a frozen state (<0°C)
Sample Preparation:
Remove all patient information prior to using for validation purposes.
Determine the temperature that the sample(s) must be transported at and place it at that temperature after collection. Place the samples in the required conditions for at least 2 hours (longer may be required for frozen samples). For specimens that must be kept frozen during transport, they should be wrapped inside of an ice blanket and placed in the freezer to allow the ice blanket to freeze solid.
C. Testing conditions to be used.
All shipping containers will be evaluated at the following three seasonal conditions where the temperature refers to the ambient (room, refrigerator, or outdoor) temperatures:
1. Winter conditions: Inside freezer or outdoor locked room at ambient temperature ranges between 0°C to - 20°C. Span the range by having validation run at the low, high, and mid temperature range.
2. Spring and Fall conditions: Incubator or outdoor locked room at ambient temperatures ranges between 1°C - 10°C. Span the range by having at least one validation run at the low, high, and mid temperature range.
3. Summer conditions: Indoor or outdoor locked room at ambient temperature ranges between 11°C - 30°C. Span the range by having validation runs at the low, high, and mid temperature range. Mid-range readings can be taken at an indoor room at normal room temperatures.
D. Packing Scheme
Packaging of Specimens
· Standard lab plastic or Styrofoam tube holders.
· Test half full bags and if possible full bags of specimens including blood tubes and urine e.g., 42 blood and 9 urines.
· Leak proof zip lock bag for each rack.
· Absorbent material placed between specimen containers (primary container) and inner (secondary) container. There must be sufficient absorbent material to absorb all liquids in the collection containers (TDG requirement).
· Use packing material or paper to fill empty spaces (also serves as insulation).
· Paperwork placed in sealed biohazard bag and placed between the inner container and external bag.
· Thermometer probe should be loosely wrapped to protect sensors from direct contact with the shipping container or metal specimen racks.
· Refrigerant as described below.
Refrigerants to be used
Suggest that various refrigerant numbers and temperatures tried prior to determining final packing scheme to be used.
Examples:
· Specimens required to be kept at room temperature, use room temperature refrigerants (e.g., room temp gel packs) in numbers and placements required to maintain the specimens at room temperature.
· Specimens required to be kept at refrigerated temperature, use refrigerated refrigerants (e.g., refrigerated or frozen gel packs depending on season) in numbers and placements required to maintain the specimens at refrigerated temperature.
	Bag Used



	Refrigerant

	Room Temperature
	Brand:
Model:
	· Describe refrigerants used here.


	Refrigerated
	Brand:
Model:
	· Describe refrigerants used here.



	Frozen
	Brand:
Model:
	· Describe refrigerants used here.



E. Data to be collected
After a minimum of 24 hours open packaging and retrieve the temperature recording device.
Retrieving temperature recordings from the Data Logger:
1. From the desktop double click on the Data Logger Analyzer icon.
2. Insert Data Logger into docking station hooked up to computer to view the temperature readings.
Record the data i.e., how long temperatures were maintained, onto a form or spreadsheet.
Data can be evaluated to determine the maximum transport time for each of the three specimen temperature requirements in each of the three seasons.
F. Acceptance Criteria
Transport times will be determined as acceptable by the shortest time span that each packing scheme is found to maintain the required temperatures within the transport bag.
Examples:
· If refrigerated specimens maintain the 2-8°C within the container for 24 hours with every validation run in all seasons, then it has been validated for 24-hour transport.
· If refrigerated specimen maintain the 2-8°C within the container for 24 hours during spring and summer conditions but only for 16 hours during winter conditions, then the container has been validated for 16-hour transport in winter and 24 otherwise.

G. Protocol Approval
1. Prepared by: ________________________________________________
2. Protocol Approved by: _________________________________________


5. Conclusion
A. Validation Results
During the validation it was shown that the purposed specimen transport containers are maintained:
☐ room temperature specimens
☐ refrigerated specimens
☐ frozen specimens 
☐ within the desired temperature range for _______ (hours).
The data has been collected and evaluated to determine the maximum transport time for each of the specified storage/transport requirements in each of the seasons.
Please see the attached data chart.
B. Comments/Actions








C. Results Acceptable?
1. ☐ Yes 	☐ No
2. Comments








D. Signatures
1. Validation Performed by (print): _________________________________________ 
Signature _____________________________	Date (DD/MON/YYYY):  _______________

2. Validation Data Reviewed by (print): ______________________________________ 
Signature _____________________________	Date (DD/MON/YYYY): ________________

3. Validation Approved by (print): _______________________________________ 
Signature _____________________________	Date (DD/MON/YYYY): ________________
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