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The Medicine Optimisation Team has developed a Vaccine Fridge Audit Tool. This will allow Practices to 
self-audit against CQC Standards and The Green Book guidance. It is a CQC requirement that all staff handling vaccines, from receipt to administration should be trained to follow policies to ensure ‘cold chain compliance.’All staff involved in immunisation should follow these policies to store and manage vaccines properly.
· Vaccines may lose their effectiveness if they become too hot or too cold at any time.
· Vaccines naturally biodegrade over time. Being stored outside the recommended temperature range, including during transport, may speed up loss of potency. This cannot be reversed.
· A vaccine may then fail to create the desired immune response and give protection.
· Storing and transporting vaccines inappropriately causes waste and unnecessary cost.
[image: A picture containing logo  Description automatically generated]
During a CQC inspection, inspectors will expect to see evidence of maintenance of the cold chain. Providers will be asked to show how they follow the PHE recommendations. This includes receipt of vaccines into the practice until administration to the patient. Inspectors may also ask to see evidence of the log of fridge temperatures, maintenance checks and a policy for what to do if a temperature breach occurs. Inspectors may also check the fridge to see if the vaccines are being stored appropriately.


The audit is available in both Word and Excel format.


               
If you have any queries, please contact your Medicines Optimisation Team Technician. 

To contact the Medicines Optimisation Team please phone 01772 214302
If you have any suggestions for future topics to cover in our prescribing tips please contact Nicola.schaffel@nhs.net
All content accurate and correct on the date of issue of this tip.
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Vaccine Fridge – Storage Audit

		Audit procedure 



		· Work through each of the questions below and tick box, yes or no as appropriate.



		· If you have ticked all white boxes then the audit is complete and no further action is needed.



		· If you have ticked any boxes that are shaded grey it means that you are not following national cold chain guidance and action must be taken in order to be compliant. 



		· Set a time scale to address the action and then perform the audit again.



		· A record of this audit should be kept. Audits should be completed annually unless issues identified require earlier repeat audits.







		Policy & Procedures

		 

		 

		Comments 



		1. Does the practice have an up-to-date cold chain policy (reviewed within the last two years) that is accessible to all staff?

		YES

		NO

		 



		2. Have all staff handling vaccines, from receipt to administration, completed the relevant cold chain management modules on e-Learning for Health (e-lfh.org.uk)

		YES

		NO

		 



		3. Are there at least two trained people responsible for the ordering, receipt and care of vaccines?

		YES

		NO

		 



		Receipt of vaccines

		 

		 

		Comments 



		4. Are vaccines checked against the order for discrepancies and leakage or damage before signing for them?

		YES

		NO

		 













		Receipt of vaccines cont. 

		 

		 

		Comments 



		5. Is there a procedure for recording the date and time at which vaccine types, brands, quantities, batch numbers and expiry dates were received?

		YES

		NO

		 



		6. Is there a running total kept of vaccine stock?

		YES

		NO

		 



		7. Are vaccines refrigerated immediately on receipt?

		YES

		NO

		 



		Vaccine refrigerator(s) (if several fridges are used only tick if it applies to all)

		Comments 



		8. Is the refrigerator specialised for the storage of pharmaceutical products?

		YES

		NO

		 



		9. Is the refrigerator of adequate size to store correctly the volume of vaccines required, including during times of increased demand, e.g. annual influenza programme?

		YES

		NO

		 



		10. Is the fridge clean and free from ice?

		YES

		NO

		 



		11. Is anything other than vaccines stored in the refrigerator (including specimens, food & drink)?

		YES

		NO

		 



		12. Is the refrigerator either both lockable and locked or in a locked room?

		YES

		NO

		 



		13. Is the refrigerator properly ventilated and not located near any heat source, e.g. radiator, window?

		YES

		NO

		 



		14. Is the electricity supply hard wired, covered by a cage or the plug clearly labelled that it must not be unplugged? 

		YES

		NO

		 



		15. Are there arrangements in place in the event of a refrigerator failure or power cut including back up facilities?

		YES

		NO

		 













		Vaccine refrigerator(s) (if several fridges are used only tick if it applies to all) cont. 

		Comments



		16. Does the fridge have a unique identifier, such as a serial number?

		YES

		NO

		 



		17. Is the fridge safe e.g. PAT tested?

		YES

		NO

		 



		18. Is there is a maintenance contract that allows for at least yearly servicing and calibration of the temperature gauge?  
Records should be kept of regular servicing, defrosting and cleaning, 
calibration and electrical testing. All maintenance actions should be recorded on a log sheet, which should be kept with the vaccine refrigerator.

		YES

		NO

		 



		Refrigerator thermometers

		Comments



		19. Are the minimum, maximum and actual temperatures in the refrigerator monitored and recorded at least once each working day on a suitable form and acted upon if necessary?

		YES

		NO

		 



		20. Are all the entries on the temperature record sheet signed?

		YES

		NO

		 



		21. Are thermometers reset after being read, according to the manufacturer’s guidance?

		YES

		NO

		 



		22. Are temperature records readily accessible (near or on the fridge) and retained for 5 years (Chapter 3, The Green Book)?

		YES

		NO

		 



		23. Is there a second min/max thermometer independent of mains electricity supply in the fridge? This should be allowed to dangle freely in the centre of the fridge. If NO see next question

		YES

		NO

		 



		24. Where available, Is the fridge fitted with batteries to record the temperature in event of a power failure? 

		YES

		NO

		 













		Refrigerator thermometers cont. 

		Comments



		25. If available, Is the T2 set up in a dummy substrate? 

		YES

		NO

		 



		26. Is there an SD card facility and is there an SD card available?

		YES

		NO

		 



		27. If there is no SD card facility, is there a data logger? 

		YES

		NO

		 



		28. Is the data logger set to read temperatures every 10 minutes? 

		YES

		NO

		 



		29. Are staff aware of what to do if they suspect a cold chain breach?

		YES

		NO

		 



		30. Is there an alarm set and functioning to alert if temperature is outside of +2 to +8 °C.

		YES

		NO

		 



		Storage of vaccines

		 

		 

		Comments 



		31. Are there systems to minimise refrigerator door opening during immunisation clinics?

		YES

		NO

		 



		32. Are vaccines stored in the original packaging, directly on the shelves of the fridge and not touching the sides, back or base on the fridge? Storage baskets should not be used, air flow must be maintained around the vaccines.

		YES

		NO

		 



		33. Is there sufficient space within the fridge for vaccines to allow for air to circulate freely? The fridge should be no more than 50% full.

		YES

		NO

		 



		34. Is there a robust stock rotation system in place?

		YES

		NO

		 



		35. Is out of date stock clearly labelled, removed from the refrigerator immediately and disposed of according to local policies?

		YES

		NO

		 



		36. If you need to transport vaccines to outlying clinics, schools etc. do you use validated cool boxes with maximum-minimum thermometers and cool packs/ice packs as per manufacturer’s instructions? (Only complete if applicable)

		YES

		NO

		 













		This audit was completed by: 

		



		Site/Practice Name: 

		



		Fridge name/location:

		



		Person Name: 

		



		Designation: 

		



		Date of completion: 

		



		If any grey boxes are ticked, date when audit will be reviewed: 

		



		

		

		

		



























		FAQs



		Q. What should I do if we do not have a cold chain policy?



		A. All providers should have a policy have which includes how to handle vaccines to maintain the cold chain from the point of delivery to administration. It should include transport of vaccines outside the practice, actions to take in the event of a breach in the cold chain and details of how the practice will ensure learning from cold chain incidents.
An example policy can be found at: 



		https://www.sps.nhs.uk/articles/policy-for-maintaining-the-vaccine-cold-chain-primary-care/



		



		Q. How can I access training for cold chain management? 



		A. e-Learning for Healthcare has a Vaccine Storage online course and assessment. This module covers all aspects of cold chain management. You will need to create an account to access the online training. 



		https://www.e-lfh.org.uk/



		



		Q. What are T1 & T2 temperatures?



		A. T1 is the air temperature within the fridge.



		A. T2 is the load temperature, it should be set up using a dummy substrate to mimic the actual temperature of the vaccine.



		



		Q. Where can I obtain an SD Card for my LabCold Fridge?



		A. These can be bought directly from LabCold - you will need one SD card per fridge, otherwise you risk data being lost or overwritten. 



		



		Q. Where can I obtain a Data Logger?



		A. There are many different data loggers available on the internet, you will need to purchase one that will record temperatures every 10 minutes at a minimum. 



		

FAQs Cont. 







		Q. How often should I download the SD card/data logger?



		A. For LabCold fridges: - It is recommended you perform a download of this data on a weekly basis to prevent data being over written and the download failing. 



		A. For Data loggers: - You need to check the manufacturer's recommendations as each brand of data logger is different. However, it is recommended to download data loggers weekly to aid timely identification of cold chain breaches. 



		



		Q. What should I do if I suspect there has been a breach in the cold chain?



		Take the following immediate actions: 



		· Do not destroy any vaccines at this point.



		· Clearly label and store the affected vaccines and store in a cold chain compliant fridge.  



		· If there is any doubt that a fridge is not functioning correctly the fridge itself should be quarantined and reviewed by an engineer.  



		· Do not use the vaccines.  



		· Consider whether the next scheduled clinic/appointment will have the required vaccines available.  



		· Download the temperature log (for the relevant time period) from the SD card or the data logger to establish how long the temperature has been out of range.



		· Then contact the Screening and Immunisation Team (SIT) with this information and which vaccines are stored in the fridge so the SIT team can establish if the vaccines are still ok for use.



		·  The SIT team can be contacted via email england.lancashiresit@nhs.net 



		· If any patients have received a compromised vaccine, you must inform the SIT immediately for further advice.   



		· No vaccines should be used or discarded until you have received advice on what action to take from the SIT.



		



		







FAQs Cont. 







		Are there any useful resources available?



		GP mythbuster 17: Vaccine storage and fridges in GP practices - Care Quality Commission (cqc.org.uk)



		Green_Book_Chapter_3_v3_0W.pdf (publishing.service.gov.uk)
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		Vaccine Fridge - Storage Audit 

		Audit procedure 

		·  Work through each of the questions below and tick box, yes or no as appropriate.

		·  If you have ticked all white boxes then the audit is complete and no further action is needed.

		·  If you have ticked any boxes that are shaded grey it means that you are not following national cold chain guidance and action must be taken in order to be compliant. 

		·  Set a time scale to address the action and then perform the audit again.

		·  A record of this audit should be kept. Audits should be completed annually unless issues identified require earlier repeat audits.



		Policy & Procedures						Comments 

		1. Does the practice have an up-to-date cold chain policy (reviewed within the last two years) that is accessible to all staff?		YES		NO

		2. Have all staff handling vaccines, from receipt to administration,  completed the relevant cold chain management modules on e-Learning for Health (e-lfh.org.uk)? 		YES		NO

		3. Are there at least two trained people responsible for the ordering, receipt and care of vaccines?		YES		NO

		Receipt of vaccines						Comments 

		4. Are vaccines checked against the order for discrepancies and leakage or damage before signing for them?		YES		NO

		5. Is there a procedure for recording the date and time at which vaccine types, brands, quantities, batch numbers and expiry dates were received?		YES		NO

		6. Is there a running total kept of vaccine stock?		YES		NO

		7. Are vaccines refrigerated immediately on receipt?		YES		NO

		Vaccine refrigerator(s) (if several fridges are used only tick if it applies to all)						Comments 

		8. Is the refrigerator specialised for the storage of pharmaceutical products?		YES		NO

		9. Is the refrigerator of adequate size to store correctly the volume of vaccines required, including during times of increased demand, e.g. annual influenza programme?		YES		NO

		10. Is the fridge clean and free from ice?		YES		NO

		11. Is anything other than vaccines stored in the refrigerator (including specimens, food & drink)?		YES		NO

		12. Is the refrigerator either both lockable and locked or in a locked room?		YES		NO

		13. Is the refrigerator properly ventilated and not located near any heat source, e.g. radiator, window?		YES		NO

		14. Is the electricity supply hard wired, covered by a cage or the plug clearly labelled that it must not be unplugged? 		YES		NO

		15. Are there arrangements in place in the event of a refrigerator failure or power cut including back up facilities?		YES		NO

		16. Does the fridge have a unique identifier, such as a serial number?		YES		NO

		17. Is the fridge safe e.g. PAT tested?		YES		NO

		18. Is there is a maintenance contract that allows for at least yearly servicing and calibration of the temperature gauge?  
Records should be kept of regular servicing, defrosting and cleaning, 
calibration and electrical testing. All maintenance actions should be recorded on a log sheet, which should be kept with the vaccine refrigerator.		YES		NO

		Refrigerator thermometers						Comments 

		19. Are the minimum, maximum and actual temperatures in the refrigerator monitored and recorded at least once each working day on a suitable form and acted upon if necessary?		YES		NO

		20. Are all the entries on the temperature record sheet signed?		YES		NO

		21. Are thermometers reset after being read, according to the manufacturer’s guidance?		YES		NO

		22. Are temperature records readily accessible (near or on the fridge) and retained for 5 years (Chapter 3, The Green Book)?		YES		NO

		23. Is there a second min/max thermometer independent of mains electricity supply in the fridge? This should be allowed to dangle freely in the centre of the fridge. If NO see next question		YES		NO

		24. Where available, Is the fridge fitted with batteries to record the temperature in event of a power failure? 		YES		NO

		25. If available, Is the T2 set up in a dummy substrate? 		YES		NO

		26. Is there an SD card facility and is there an SD card available?		YES		NO

		27. If there is no SD card facility, is there a data logger? 		YES		NO

		28. Is the data logger set to read temperatures every 10 minutes? 		YES		NO

		29. Are staff aware of what to do if they suspect a cold chain breach?		YES		NO

		30. Is there an alarm set and functioning to alert if temperature is outside of +2 to +8 °C.		YES		NO

		Storage of vaccines						Comments 

		31. Are there systems to minimise refrigerator door opening during immunisation clinics?		YES		NO

		32. Are vaccines stored in the original packaging, directly on the shelves of the fridge and not touching the sides, back or base on the fridge? Storage baskets should not be used, air flow must be maintained around the vaccines.		YES		NO

		33. Is there sufficient space within the fridge for vaccines to allow for air to circulate freely? The fridge should be no more than 50% full.		YES		NO

		34. Is there a robust stock rotation system in place?		YES		NO

		35. Is out of date stock clearly labelled, removed from the refrigerator immediately and disposed of according to local policies?		YES		NO

		36. If you need to transport vaccines to outlying clinics, schools etc. do you use validated cool boxes with maximum-minimum thermometers and cool packs/ice packs as per manufacturer's instructions? (Only complete if applicable)		YES		NO



		This audit was completed by: 

		Site/Practice Name: 

		Fridge name/location:

		Person Name: 

		Designation: 

		Date of completion: 

		If any grey boxes are ticked, date when audit will be reviewed: 











FAQs

		FAQs

		Q. What should I do if we do not have a cold chain policy?

		A. All providers should have a policy have which includes how to handle vaccines to maintain the cold chain from the point of delivery to administration. It should include transport of vaccines outside the practice, actions to take in the event of a breach in the cold chain and details of how the practice will ensure learning from cold chain incidents.
An example policy can be found at: 

		https://www.sps.nhs.uk/articles/policy-for-maintaining-the-vaccine-cold-chain-primary-care/



		Q. How can I access training for cold chain management? 

		A. e-Learning for Healthcare has a Vaccine Storage online course and assessment. This module covers all aspects of cold chain management. You will need to create an account to access the online training. 

		https://www.e-lfh.org.uk/



		Q. What are T1 & T2 temperatures?

		A. T1 is the air temperature within the fridge.

		A. T2 is the load temperature, it should be set up using a dummy substrate to mimic the actual temperature of the vaccine.



		Q. Where can I obtain an SD Card for my LabCold Fridge?

		A. These can be bought directly from LabCold - you will need one SD card per fridge, otherwise you risk data being lost or overwritten. 



		Q. Where can I obtain a Data Logger?

		A. There are many different data loggers available on the internet, you will need to purchase one that will record temperatures every 10 minutes at a minimum. 



		Q. How often should I download the SD card/data logger?

		A. For LabCold fridges: - It is recommended you perform a download of this data on a weekly basis to prevent data being over written and the download failing. 

		A. For Data loggers: - You need to check the manufacturer's recommendations as each brand of data logger is different. However, it is recommended to download data loggers weekly to aid timely identification of cold chain breaches. 



		Q. What should I do if I suspect there has been a breach in the cold chain?

		Take the following immediate actions: 

		·  Do not destroy any vaccines at this point.

		·  Clearly label and store the affected vaccines and store in a cold chain compliant fridge.  

		·  If there is any doubt that a fridge is not functioning correctly the fridge itself should be quarantined and reviewed by an engineer.  

		·  Do not use the vaccines.  

		·  Consider whether the next scheduled clinic/appointment will have the required vaccines available.  

		·  Download the temperature log (for the relevant time period) from the SD card or the data logger to establish how long the temperature has been out of range.

		·  Then contact the Screening and Immunisation Team (SIT) with this information and which vaccines are stored in the fridge so the SIT team can establish if the vaccines are still ok for use.

		·  The SIT team can be contacted via email england.lancashiresit@nhs.net 

		·  If any patients have received a compromised vaccine, you must inform the SIT immediately for further advice.   

		·  No vaccines should be used or discarded until you have received advice on what action to take from the SIT.





		Are there any useful resources available?:  

		GP mythbuster 17: Vaccine storage and fridges in GP practices - Care Quality Commission (cqc.org.uk)

		Green_Book_Chapter_3_v3_0W.pdf (publishing.service.gov.uk)











https://www.sps.nhs.uk/articles/policy-for-maintaining-the-vaccine-cold-chain-primary-care/https://www.cqc.org.uk/guidance-providers/gps/gp-mythbuster-17-vaccine-storage-fridges-gp-practiceshttps://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/223753/Green_Book_Chapter_3_v3_0W.pdfhttps://www.e-lfh.org.uk/mailto:england.lancashiresit@nhs.net
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