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Controlled document 

This document has been created following the Royal Devon and Exeter NHS Foundation Trust Policies, 
Procedures, Protocols, Guidelines and Standards Policy.   It should not be altered in any way without the express 

permission of the author or their representative. 
 

IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS 
BEING USED, if you are reading this in a paper format please go on-line to confirm you have the latest 

version.  

http://ian.exe.nhs.uk/welcome/directorates/research-and-development/rd-administration/policies-procedures-
guidance/ 

Research and Development 

http://ian.exe.nhs.uk/welcome/directorates/research-and-development/rd-administration/policies-procedures-guidance/
http://ian.exe.nhs.uk/welcome/directorates/research-and-development/rd-administration/policies-procedures-guidance/
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DISCLAIMER 

 
This generic R&D Standard Operating Procedure (SOP) must be followed unless; 
 

 A study specific SOP exists 

 A departmental SOP dictates a different working practice 
 

Once printed this is an uncontrolled document. 
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VERSION HISTORY LOG 
 

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions. 
 

VERSION Date Implemented Details of significant changes 

1.1 20 March 2014 Verification regarding current Pharmacy policies 
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1. BACKGROUND 

Vaccines require storage at specific temperature ranges. The usual temperature 
range for the storage of vaccines and temperature sensitive medicines is between 2  ۫  
c and 8  ۫ c but this should be checked against the manufacturer’s guidelines. Storage 
outside these ranges can result in the reduced efficacy of the drug. Maintaining a 
cold chain refers to the procedures necessary to ensure that a vaccine or other 
temperature sensitive medicine is stored and transported within the correct 
temperature range specified by the manufacturer and within the study protocol. 

 
2.  PURPOSE 

This standard operating procedure (SOP) is to ensure that a cold chain is maintained 
 during the transport of vaccines and other temperature sensitive drugs for use in 
 clinical trials.  

 Guidelines for the specific temperature range and other storage conditions for 
 vaccines and other investigational medicinal products (IMP) should be according to 
 those set out in each study protocol and study reference manual (SRM). 
 
3.  SCOPE 

 This document covers the procedure which is to be used by all research staff when 
 dealing with the transportation of vaccinations and other temperature sensitive 
 medicines. 

 
4. RESPONSIBILITIES 

Pharmacy Clinical Trials Manager  

It is the responsibility of the Pharmacy Clinical Trials Manager to ensure that 
 vaccines and other IMPs received for trials are suitable for use in the trial. 

Trials Staff  

It is the responsibility of clinical trials staff to ensure that vaccines and other IMPs are 
 packed ready for transport according to the procedures set out in this Sop and are 
appropriate to the specific guidelines of the study protocol. 

 It is the responsibility of the nurse administering the vaccine or other IMP to ensure 
 that the vaccine or other IMP is transported correctly according to the procedures set 
 out in this SOP and that these are compatible with the requirements of the study 
specific protocol and/or Investigator Brochure (IB)/Summary of Product 
Characteristics (SmPC).  

 It is the responsibility of all clinical trials staff involved with the administration of an 
IMP to read this SOP before participating in the trial.  

 
5. PROCEDURES 

For the storage and handling of vaccines on Royal Devon & Exeter (RD&E) Trust 
Sites, please refer to the R&D clinical Trials SOP ‘Transfer of the Clinical Trials Office 
to CIVAS or Clinical Areas’  

 
5.1 Transporting Vaccines 

A validated cool pack/box must be used for transporting vaccines requiring cold 
storage.  A domestic cool box should not be used to store, distribute or transport 
vaccines.  Cool packs/boxes should be transported in the boots of cars, not on car 
seats. 

Vaccines must be kept in their original packaging, wrapped in bubble wrap (or similar 
insulation material) and placed in the cool box with cool packs as recommended by 
the manufacturer.  This prevents direct contact between the vaccine and the cool 
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blocks, and protects it from damage. 

The time between removing vaccines from cold storage and use must be kept to a 
minimum. 

A maximum/minimum calibrated temperature probe, or a temperature recording 
device provided by study should be placed in the middle of the cool pack/box and 
must remain inside the cool pack/box for the duration of the journey, with the lead 
connected to the thermometer held outside the cool box.   

Vaccine temperature must be checked and within temperature prior to leaving 
pharmacy and again upon arrival at destination, prior to giving the vaccine. 
 

Appropriate action should be taken should there have been a breach of cold chain, if 
at any time in the transport procedure the temperature has not remained in the 2°-
8°C range. 
 
5.2 Unused or damaged vaccine(s) / drug(s). 

If a vaccine or study drug appears to have been damaged it should be returned 
 unused to the clinical trials pharmacy who will advise what action is needed. 

If a vaccine or study drug is not dispensed for clinical reasons, it should be returned 
 to the clinical trials pharmacy in the cool box with the cold chain maintained, and 
 returned to the clinical trials pharmacy fridge as quarantined stock. 

If no breach has occurred within the cold chain from the time of dispensing in 
 pharmacy until its return to the clinical trials pharmacy fridge, then it may be 
 appropriate for the vaccine or drug item to be re-dispensed at a later date, depending 
 on the specific study protocol.  

  
6. FURTHER READING 

RD&E Clinical Trial’s SOP titled: ‘Transfer of the Clinical Trials Office to CIVAS or 

Clinical Areas’  
 

 
APPENDIX 1 – DEFINITIONS 

 
APPENDIX 2 – ABBREVIATIONS 

 
IB  Investigator Brochure 
IMP  Investigational Medicinal Product 
RD&E  Royal Devon & Exeter 
SmPC  Summary of Product Characteristics 
SOP  Standard Operating Procedure 
SRM  Study Reference Manual 
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