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Cold Chain Information and Resource Pack.
The aim of this information and resource pack is to provide practices with a single point of information on the vaccination cold chain process in relation to the safe storage of vaccinations in Primary Care.
Please use as little or as much of these resources as you feel you require. For more information on cold chain practice please contact:  DNHS Dorset Medicines Management Team on 01305 368049 or email medicine.question@nhsdorset.nhs.uk. 
[bookmark: _Hlk33174465]In the case of a cold chain breach please contact the manufacturers of the vaccines involved (Appendix H) and the NHS England Screening and Immunisation Team Wessex via england.swcqrs@nhs.net.
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	Vaccination cold chain – current evidence and guidance.
· Vaccines may irreversibly lose their effectiveness if they are stored outside of the recommended +2◦C to +8◦C
· Ensure there are two nominated individuals in the practice who are trained to check the refrigerator temperatures daily and take action as required
· Ensure the practice has a cold chain protocol available for staff to access in the event of an incident (refer to appendix A for an example that could be adopted)
· Store items at the correct temperature in a dedicated vaccine refrigerator immediately on receipt of stock
· The vaccine refrigerator should be of a pharmaceutical grade and not a domestic refrigerator
· The refrigerator should be maintained and serviced annually to ensure that the contents are stored at the correct temperature and it is not damaged
· Stock rotation should be maintained, to ensure stock is used before its use by date




Introduction
Vaccines can lose their effectiveness if they become too hot or too cold at any time during manufacturing, transportation and storage.
The storage of vaccines at +2◦C to +8◦C will slow down the natural biodegradation process of the vaccine.  Storage outside of the recommended temperature range – including during transport – may speed up loss of potency, which cannot be reversed. This may result in the failure of the vaccine to create the desired immune response and consequently provide poor protection, potentially putting the patient at risk of acquiring and transmitting infectious diseases.   Inappropriate storage and transport also results in wastage and unnecessary costs to the NHS. 
Many vaccine antigens are bound to an adjuvant in order to elicit a strong and lasting immune response. Temperatures below zero can cause the adjuvant to precipitate, resulting in loss of adjuvant effect and vaccine potency.  Freezing can also cause hairline cracks in the glass vials and glass spicules (small sharp pointed fragments) to enter the vaccine.
Vaccines that have not been transported or stored according to the manufacturer’s instructions are no longer within the terms of the marketing authorisation (product licence) and should not be used without a risk assessment based on a thorough understanding of the likely impact of the temperature variation on the vaccine. Any use of vaccines that have deviated from the recommended storage or transportation conditions is the responsibility of the user and they may be legally accountable for any adverse effects.  
Advice and support following a cold chain breach should be sought from the Public Health England Immunisation Team via  england.swcqrs@nhs.net


Cold chain management principles 
	Vaccine leads
	All primary care facilities that store vaccines should have two named individuals nominated as vaccine leads (a nurse and an administrator/manager).
The Leads should be trained in the care and management of the vaccines, this includes the ordering, receipt and care of vaccines.
Contact the NHS England Screening and Immunisation Team Wessex via england.swcqrs@nhs.net for information on training courses

	Checking & cleaning
	The vaccine leads are responsible for the daily checking of temperatures (Appendix H)
Monthly clean and check of the refrigerator (appendix D)
The lead should have oversight of the cold chain process, but each trained practice nurse should able to manage a cold chain breach event
An annual cold chain audit should be completed (appendix E).

	Stock
	The nominated staff members should monitor the vaccine stock to avoid shortages, under or over-ordering or stockpiling.
All staff who administer vaccines should also contribute to the monitoring of stock.
Vaccination providers should have no more than two to four weeks’ supply of vaccines at any time 1,2,6.  This will be sufficient for routine provision

	Ordering
	Best practice is to order small quantities on a regular, scheduled basis to ensure that there is always an adequate supply
This reduces the risk of out of date stock, over stocking of the refrigerator causing uneven temperature distribution and large product loss in the event of a cold chain incident.

	Education
	All staff in the team should be made aware of the importance of correct vaccine storage.
Named staff can delegate the monitoring of the refrigerator to other staff, but should ensure that staff undertaking this task understand all aspects of the process.
This can be facilitated by using the ‘four Rs’: Read, Record, Reset, React. (appendix C)





Correct storage facilities for pharmaceutical products 
Specialised pharmaceutical refrigerators are available for the storage of vaccines and diluents.  Ordinary domestic refrigerators must not be used. Food, drink and clinical specimens must never be stored in the same refrigerator as vaccines. The following illustration shows factors to consider in ensuring that the vaccine refrigerator is maintained at the correct temperature.

Pharmaceutical refrigerators and what to consider (also refer to appendix B)
The temperature gauge should be easy to read without opening the refrigerator door1,2,6. 

It is recommended that a data logger is attached to the fridge. 
The refrigerator should be locked or kept within a locked room



[image: ]Fitted with an audio or visual alarm2
Glass doors reduce the time the refrigerator door is open
Records should be kept of servicing, defrosting, cleaning, calibration and electrical testing. All maintenance actions should be recorded on a log sheet that should be kept with the vaccine refrigerator1,2,6
There is a maintenance contract that allows for yearly servicing and calibration of the temperature gauge1,2,6
Correct size for your needs – refrigerator contents should be no more than 66% of internal volume2
Forced air cooling to provide quick temperature draw down after door opening2







Planning prior to refrigerator installation
Consider prior to installation of a refrigerator whether: 
· Steps have been taken to reduce the probability of accidental interruption of electricity supply, such as installing switchless socket or clearly labelling the refrigerator plug.
· The refrigerator is placed in a suitable position (ventilated and away from heat sources). Ideally it is not placed against an external wall – to protect against external temperature variations. 


Adequate refrigerator storage (also refer to appendix B)
Check if there is sufficient capacity in the refrigerator for seasonal/additional vaccination programmes such as the annual influenza campaign

[image: ]Do not store any vaccines in the door of the refrigerator or plastic drawer in the base of the refrigerator, unless it is a wire basket in a pharmaceutical refrigerator.
Do not allow the vaccine packaging to touch the back or sides of the refrigerator. Follow the guidance from the manufacturers, if this is not available – aim for a 4cm gap
Opening the refrigerator door should be kept to a minimum in order to maintain a constant temperature
Check there is sufficient space around the vaccine packages for air to circulate




Regular refrigerator checks (also refer to appendix D)
The refrigerator is maintained in a clean condition
A review of vaccine refrigerator temperatures and stock records should be completed at least annually2 or as frequently as every three months6


[image: ]The refrigerator should be defrosted monthly (where the refrigerator does not have automatic defrosting1,2,6
If defrosting is necessary, vaccines should be temporarily stored in a suitable alternative refrigerator or in a validated medical grade cool box, but for the minimum possible time
The refrigerator contents should be checked weekly
The refrigerator is regularly inspected and portable appliance (PAT) testing is carried out
The seal should be checked regularly to ensure that it is in good condition and there is nothing preventing the seal working fully i.ie thermometer wires
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Recording of refrigerator temperatures (also refer to appendix H)
· The refrigerator should have at least one thermometer which is not powered by the mains supply1, therefore the use of two thermometers is best practice.
· Digital thermometers are the most reliable, and some digital thermometers now have built in alarms and data loggers
· Ideally the thermometer should record the temperature to 1 decimal place.
· The temperature of the refrigerator must be monitored carefully with a minimum-maximum thermometer with an accuracy of -/+ 0.5-1.0 degrees centigrate
· The thermometers should be recalibrated yearly and the calibration certificate should be kept for your records
· The temperature should be recorded (either electronically or on a paper form2) at least once each working day to ensure that any deviation outside the +2oC to +8oc is identified and actioned as quickly as possible
· All refrigerators have a unique identifier, such as a serial number1 – this should be used to identify the refrigerator on the temperature log
· Ideally the temperature should be checked at the same time every day, and should not be recorded immediately after the refrigerator door has been opened
· The min/max record on the thermometer should be reset after each temperature check to ensure accurate records1,2,6. This can be checked by checking the temperature again (i.e. the min, max and current temperature should be the same). 
· Temperature records should be retained for the life of the vaccines


Examples of good practice
· Examples of good practice include:
· Aiming for +5°C, the midpoint in the +2°C to +8°C range1,2,6
· Designating areas within the refrigerator for different vaccines so that all staff know where specific vaccines are stored1,2,6
· Glass doors or labels on the outside of refrigerators can reduce the time the door needs to be open1,2,6
· Rotating vaccine stocks within the refrigerator so that those with shorter expiry dates are at the front and used first1,2,6



Actions to take on receipt of vaccines (also refer to appendix A)
On receipt of vaccines an initial check should be made to ensure that the vaccines have been stored and transported correctly.
	Check
	Check for any damage or evidence of freezing (hairline cracks, precipitate, spicules)1,2,6
Check if they have been transported outside of the correct temperature (+2◦C to +8◦C)
If there is any concern regarding the transportation of the vaccines, the vaccines should not be accepted 1,2,6
Pharmaceutical distributors and manufacturers will not accept any vaccine for return once it has left their control

	Refrigerate
	Once the vaccines have arrived and checked they should be immediately stored in the vaccination refrigerator at +2◦C to +8◦C 1,2,6

	Document
	Document vaccines on stock sheet



Storage of reconstituted vaccines
· For some vaccines, there is a need to reconstitute the vaccine using a diluent. Storage requirements for the reconstituted vaccines vary, the packaging insert should be consulted to identify the specific requirements for these vaccines1
· It is not good practice to reconstitute vaccines in advance, however in some cases it can be considered, such as using multi-dose vials.
· If a vaccine is reconstituted but not used immediately, it is good practice to label the vaccine with date and time of reconstitution and the initials of the person reconstituting the vaccine1. These reconstituted vaccines should be stored in line with the guidance given in the SPC or packaging insert1


Transportation of vaccinations
The following should be adhered to when transporting vaccines away from the vaccine refrigerator.
	Cool boxes
	Validated cool boxes and cool packs from a recognised medical supply company should be used in conjunction with validated maximum– minimum thermometers1,2,6
With time and use, cool boxes may no longer be able to maintain this temperature range for extended periods so monitoring is always required1,2
The manufacturer should provide sufficient evidence for assurance that a stable temperature within the range of the cold chain can be maintained for several hours
Example of a validated vaccine cool box

	Preparation
	Cool packs should be stored in accordance with the manufacturer’s instructions, usually at +2˚C to +8˚C to ensure they maintain the cold chain at the right temperature
Do not use ice packs and frozen cool packs unless they are specified in the cool box manufacturer’s instructions1
Individual manufacturer’s instructions should be strictly adhered to1,2

	Storage
	Keep vaccines in the original packaging, wrapped in bubble wrap (or similar insulation material)
Place into a cool box with cool packs as per the manufacturer’s instructions1,2,7

	When out
	Only the amount of vaccines necessary for the session should be removed from the vaccine refrigerator1,2,7
The cool box should be opened as little as often to maintain the correct temperature1
Regular monitoring of the cool box temperatures

	On return
	If there are any unused vaccines left over at the end of a vaccination session, providing there is evidence that the cold chain has been maintained, the vaccines can be returned to the vaccine refrigerator.
Returned vaccines should be labelled and used at the earliest opportunity.
If the cold chain cannot be guaranteed, a risk assessment should be done, as per the cold chain breach protocol1,2,6





Managing a cold chain breach (also refer to appendices F, G, H)
In the event of a cold chain breach, such as a refrigerator breakdown or refrigerator door being left open the provider should ensure the following points are considered.
	Quarantine
	Close the refrigerator door. Quarantine the vaccines and clearly label them ‘not for use’ in a working refrigerator which is at the correct temperature +2oC and +8oC 1,2,4,6.
Inform NHS England Screening and Immunisation Team Wessex via england.swcqrs@nhs.net
Investigate the incident and document all relevant information1,2,6 – use the cold chain breach investigation form in appendix F

	Monitor
	In the event of a power failure the door of the refrigerator should be kept closed and the temperature monitored with the battery powered thermometer until the electricity supply is reinstated or alternative storage or power can be found2
It is advisable to have back up storage and/or power (battery pack or generator) available in the event of a power cut1,2,6

	Gather information
	When was the last time the refrigerator temperature could be guaranteed to be between +2oc to +8oC?
Estimated time period of refrigerator outside of +2oc to +8oC
Temperature range during this period
List of vaccines which were in the refrigerator

	Advice and support
	Do not dispose of any vaccines without seeking guidance. Advice and support should be sought from vaccine manufacturers1,2,6
Other useful contacts:
· NHS England Screening and Immunisation Team Wessex – england.swcqrs@nhs.net
· Dorset CCG Medicines Management – telephone 01305 368049 or email medicine.question@dorsetccg.nhs.uk. 

	Using off label vaccines
	A risk assessment and decision to use the vaccine after it has been stored at an incorrect temperature must be made on a case-by-case basis.
If vaccines are risk assessed as still safe to use, the patients should be provided with the NHS leaflet on use of vaccines stored outside the recommended temperature range. The patients verbal consent to the vaccine being given should be clearly documented.
A Patient Specific Direction (PSD) should be written.
There is also a factsheet available for healthcare professionals on use of vaccines ‘off-label’.

	Legal
	Any use of vaccines which have been stored or used outside of their licence conditions is the responsibility of the user. The use of an off label vaccine is acceptable in certain circumstances however if not carried out correctly could put the individuals’ registration at risk1
The responsibility and liability, if the vaccines are used, rests with the immunising practitioner, health service provider and/or advisory bodies such as PHE and CCG



Adapted from a document from West Hampshire CCG		10

Disposal of out of date or damaged vaccines
Any vaccine which is out of date or damaged should be disposed of in a yellow lidded sharps container. In the event of a large quantity of vaccines requiring disposal the provider should contact NHS England who will provide a large yellow lidded sharps bin (at a cost).

References and supporting evidence
1. Storage, distribution and disposal of vaccines: the green book, chapter 3 (UKHSA, 2013)
2. Guidance on vaccine storage and handling (Public Health Scotland, 2023) 
3. Vaccine incident guidance: actions to take in response to vaccine errors (Public Health England, 2022)
4. Vaccine incident guidance: responding to vaccine errors (UKHSA, 2022)
5. Protocol for ordering, storing and handling vaccines (Public Health England, 2014) 
6. Chiodini J (2014) Safe storage and handling of vaccines. Nursing Standard. 28, 25, 45-52 (accessed 11/07/2024) 
7. 

[bookmark: appA]Appendix A: Vaccine Cold Chain ProtocolPlace vaccines immediately into a DESIGNATED VACCINE REFRIGERATOR in original packaging
RECEIPT OF VACCINES
Correctly transported at +2oC to +8oC

Checked for leakage/damage and details recorded 
Do not accept any item where there is a concern regarding damage or temperature control during transport
Check and record refrigerator temperature at least once every working day
ALWAYS RESET the minimum-maximum thermometer after each reading
Refrigerator outside of expected temperature range
+2oC to +8oC
Refrigerator inside of expected temperature range
+2oC to +8oC
No further action – record daily.























Inform nominated person for vaccines
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· Record temperature every 15 minutes
· When temperature returns to +2oC to +8oC range, reset thermometer
· Clearly record reason for deviation on chart
CONTACT FOR ADVICE
NHS England Screening and Immunisation Team Wessex 
manufacturer for risk
Assessment and authorisation to use vaccines, or instructions to discard vaccines
NOTIFY PUBLIC HEALTH
NHS England Screening and Immunisation Team Wessex 
england.swscreeningandimms@nhs.net.
Refrigerator inside of expected temperature range
+2oC to +8oC
ALWAYS RESET the minimum-maximum thermometer after each reading
Expected temporary deviation – eg refrigerator door left open for delivery of vaccines
Unexplained deviation
IMMEDIATE ACTIONS
· Do not discard vaccines
· Keep refrigerator door shut
· Clearly label vaccines ‘DO NOT USE’
· Collect essential information use the cold chain incident report form

Appendix B: Vaccine Cold Chain Action card

	Action
	Rationale

	Store items immediately on receipt of stock
Do not accept any item where there is a concern regarding damage or temperature during transport
	This ensures that the vaccines are not stored outside of +2-+8 degrees Celsius
Vaccine manufacturers will not accept returned vaccines once they have been signed for

	Use a Pharmaceutical refrigerator rather than a domestic refrigerator.
Ensure refrigerator is serviced yearly and not placed near a heat source
	Even temperature distribution at +2- +8 degrees Celsius
Rapid temperature decrease after the door has been opened
Calibrated electronic min/max thermometer, with an accuracy of ±0.5-1.0 degrees Celsius
Thermometers that can be read without opening the refrigerator door
Lockable
Audio or visual alarm system
Availability of glass fronted doors giving greater visibility to stock levels

	At least one Min/Max thermometer which is powered separately to the mains power
Ideally two thermometers should be used
	This ensures that the temperature readings are reliable and accurate
The thermometer will continue to work in a power cut
Consider the use of a data logger as the second thermometer

	Ensure the temperature is recorded at
least daily and is maintained at +2oc to +8oC degrees Celsius
Reset the Min/Max after every reading
	This ensures that any breach in the cold chain is identified and actioned quickly

	Recalibrate and PAT test thermometers yearly 
	This ensures that the temperature readings are accurate and reliable

	Do not over fill
Do not store items in the door or base of the refrigerator
	Maintain stock at no more than 66% of the internal capacity
Allows for a 4cm gap between the edge of the contents and the walls of the refrigerator
Allows air circulation and equal cooling to all areas

	Stock rotation
Keep 2-4 weeks of stock only
	Ensure stock with the longest use by date is put to the back of the refrigerator.
Reduces the risk of stock going out of date and reduces wastage if there is a breach in the cold chain

	Clean, check and defrost the refrigerator on a monthly basis
	Ensures that the refrigerator is maintained
Reduces the risk of damage to the vaccines

	Lockable refrigerator 
	To ensure the safety and security of the contents of the refrigerator

	Wired into switchless socket
	To ensure that the refrigerator cannot be accidently switched off

	Ensure at least two members of staff
are trained to check the temperatures
	This ensures that the refrigerator is checked daily (when the practice is open)
There should always be someone available who knows what action to take in the event of a cold chain breach




[bookmark: appC]Appendix C: The Cold Chain 4 R’s




READ
Read temperatures at least daily
RECORD
Read temperatures on a standard form, including signing
RESET
Reset after each temperature reading
REACT
React by taking action of the temperature is outside of +2oc and +8oc and document action taken. 
Escalate any breaches in cold chain. 




	




















[bookmark: appD]Appendix D Refrigerator maintenance and cleaning log (vaccine refrigerators)

For all cleaning procedures: -
· Put on PPE; disposable gloves and plastic apron
· Assemble the cleaning items required: - General purpose detergent diluted in warm water and sufficient colour coded disposable cloths/paper for both washing and drying (for more information refer to the section on cleaning in the infection control policy).

Every working day
· Check the drug refrigerator temperature and record on temperature chart (the same time each day)
· Comparisons should be made between present and previous readings and the safe zone temperatures for refrigerators, stated on the recording chart (2-8ºC). Report any deviations from this to the Practice Lead and ensure action(s) completed within agreed timescale
· Maximum and minimum temperature memory on refrigerators must be re-set each day after recording previous 24 hours maximum and minimum temperatures. Temperature memory should also be reset after cleaning, stock takes and expiry checks once the temperature has returned to the safe zone (2-8°C)

Monthly clean
1. Remove all vaccines from the refrigerator which is to be cleaned and carefully pack them into a suitable thermal container
2. Clean all surfaces thoroughly then dry with a disposable cloth or paper
3. Allow the refrigerator temperature to return to within limits (2˚C - 8˚C) before replacing any of the stock
4. When replacing stock do a stock and expiry check
5. Reset the Min/Max on the thermometers
6. Sign and date register
7. If refrigerator is not self-defrosting defrost monthly

Refrigerator appliance number:	Year:

	Month
	Date cleaned
	Date defrosted
	Signature
(for cleaning and defrosting)
	Date serviced
Annually
	Date
thermometers calibrated
	PAT tested
Biannual

	January
	
	
	
	
	
	

	February
	
	
	
	
	
	

	March
	
	
	
	
	
	

	April
	
	
	
	
	
	

	May
	
	
	
	
	
	

	June
	
	
	
	
	
	

	July
	
	
	
	
	
	

	August
	
	
	
	
	
	

	November
	
	
	
	
	
	



[bookmark: appE]Appendix E: Vaccine Storage Audit Tool
	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. See below as where to locate guidance.
· Set a time scale to address the action and then perform the audit again.
· This tool should be used in conjunction with ‘Immunisation against Infectious Diseases’, (The Green Book 2013), ‘Chapter 3, Storage, distribution and disposal of vaccines and the DH Protocol for ordering, storing and handling vaccines’. https://www.gov.uk/government/collections/immunisation
· A record of this audit should be kept. Audits should be completed annually unless issues identified require earlier repeat audits.


	Policy & Procedures

	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, been trained to follow policies to ensure cold chain compliance?
	YES
	NO

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

	Ordering and monitoring of stock  

	4. Are vaccine stocks monitored prior to ordering?
	YES
	NO

	5. Is there more than four weeks supply of vaccine in the refrigerator? (excluding influenza vaccine) 
	YES
	

	6. Are vaccine stocks audited weekly and records of vaccine stock audited (at least) monthly? 
	YES
	NO

	7. Is a routine vaccine management review completed quarterly? 
	YES
	NO

	8. Are the expiry dates of vaccines monitored and close to expiry stock clearly labelled?
	Yes
	NO

	9. Is out-of-date stock clearly labelled, removed from the refrigerator and destroyed promptly and reported on ImmForm?
	Yes
	NO

	Receipt of vaccines

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

	11. 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

	12. Are vaccines refrigerated immediately on receipt? 
	YES
	NO

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

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

	14. 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

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

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

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

	18. Is the electricity supply safe, e.g. switchless plugs or cautionary notices in place to prevent accidental unplugging?
	YES
	NO

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

	20. Are there records of regular servicing, defrosting and cleaning as per manufacturers recommendations?
	YES
	NO

	21. Is there an approved cool box with appropriate temperature monitoring or alternative refrigerator available to store vaccines during servicing, defrosting and cleaning?
	YES
	NO

	22. Are vaccines stored in the door, bottom drawers or adjacent to the freezer plate?
	YES
	NO

	Refrigerator thermometers

	23. Is the temperature continually monitored with a maximum– minimum thermometer?
	YES
	NO

	24. Is there a second min/max thermometer independent of mains electricity supply in the refrigerator?
	YES
	NO

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

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

	27. Are temperature records readily accessible and retained until the next audit?
	YES
	NO

	28. Are thermometers calibrated and serviced annually?
	YES
	NO

	Storage of vaccines

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

	30. Are vaccines ever left at room temperature during immunisation clinics?
	YES
	NO

	31. If you need to transport vaccines to outlying clinics, schools etc. do you use validated cool boxes with maximum-minimum thermometers and ice packs? (only complete if applicable)
	YES
	NO


This audit was completed by (PRINT name): 									Signature:			
Date of completion:
Practice Name:												Practice J Code:
Actions required (use action plan below):
	Issue (refer to audit tool):
	Action to be taken
	By whom
	By when
	Outcome (has the issue been resolved)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Date of next audit:											
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Appendix F: Cold chain breach investigation form
	Name of practice
	
	Name of person completing form
	

	Telephone
	
	Email address
	

	Serious incident reference
	
	Date of last refrigerator service
	

	Date thermometer last calibrated
	
	Date of last clean/defrost
	

	Temperature at time of discovery
	Date
	
	Time
	
	Description of incident

	
	Current
	
	Min
	
	Max
	
	

	Temperature at 1 hour post time of discovery
	Date
	
	Time
	
	

	
	Current
	
	Min
	
	Max
	
	

	Date and time refrigerator was last recorded as +2oC and +8oC
	Date
	
	Time
	
	

	
	Current
	
	Min
	
	Max
	
	

	Estimated time refrigerator outside of +2oC and +8oC
	Date
	
	Time
	
	

	
	Current
	
	Min
	
	Max
	
	

	Temperature range during this period
	Date
	
	Time
	
	

	
	Current
	
	Min
	
	Max
	
	

	Name of vaccine
	Number of vaccines
	Manufacturer
	Usual stock turnover
	Expiry date(s) on packaging
	Advice provided by manufacturer 
	Viable (Y/N)
	Comments

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Company
	Med info tel no
	Email/webpage 
	Company
	Med info tel no
	Email/webpage 

	Baxter Healthcare Limited
	01635 206071
	medinfo_uki@baxter.com 
	Crucell UK Ltd
	0844 800 3908
	www.crucell.co.uk

	GlaxoSmithKline UK
	0800 221 441
	ukmedinfo@gsk.com 
	Novartis Vaccines
	01276 698 370
	medinfo.uk@novartis.com 

	Pfizer
	01304 616161
	www.pfizermedicalinformation.co.uk 
	Sanofi Pasteur MSD
	0800 035 2525
	uk-medicalinformation@sanofi.com 
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Appendix G 
[image: ]
Image taken from guidance published by WHO and PATH (2014) Temperature Sensitivity of vaccines accessed July 
[bookmark: _Toc237165544][bookmark: app1][bookmark: appH][bookmark: _Toc315093335][bookmark: _Toc355858186][bookmark: _Toc237165545]APPENDIX H		DAILY MEDICINES REFRIGERATOR MONITORING FORM
FRIDGE LOCATION ___________________________________________________________
MONTH_____________________________ 	YEAR_____________________________
	Date
	Time
	Temperature °C
	Checked by (Initials)
	Thermometer Reset (Tick)

	
	
	Actual
	Maximum
	Minimum
	
	

	1
	
	
	
	
	
	

	2
	
	
	
	
	
	

	3
	
	
	
	
	
	

	4
	
	
	
	
	
	

	5
	
	
	
	
	
	

	6
	
	
	
	
	
	

	7
	
	
	
	
	
	

	8
	
	
	
	
	
	

	9
	
	
	
	
	
	

	10
	
	
	
	
	
	

	11
	
	
	
	
	
	

	12
	
	
	
	
	
	

	13
	
	
	
	
	
	

	14
	
	
	
	
	
	

	15
	
	
	
	
	
	

	16
	
	
	
	
	
	

	17
	
	
	
	
	
	

	18
	
	
	
	
	
	

	19
	
	
	
	
	
	

	20
	
	
	
	
	
	

	21
	
	
	
	
	
	

	22
	
	
	
	
	
	

	23
	
	
	
	
	
	

	24
	
	
	
	
	
	

	25
	
	
	
	
	
	

	26
	
	
	
	
	
	

	27
	
	
	
	
	
	

	28
	
	
	
	
	
	

	29
	
	
	
	
	
	

	30
	
	
	
	
	
	

	31
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