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Changes made in this update:

· Full policy review and amendment against national policy


1. Introduction

Vaccine efficacy depends on maintaining the vaccine ‘cold chain’ at every stage from the manufacturer to the recipient. Vaccines are biological substances, that may lose their effectiveness quickly if they become too hot or too cold at any time, especially during transport and storage.

Vaccines naturally biodegrade and storage outside of the recommended temperature range - including during transport and storage - may speed up this loss of potency, which cannot be reversed. This may result in the vaccine failing to protect the recipient or result in vaccine wastage.

Each stage in the cold chain requires rigorous quality control, clear designation of responsibilities to named individuals, as well as regular audit.

2. Purpose and scope
The purpose of the policy is to set out the procedures to be undertaken at PMG to maintain the cold chain and actions to be undertaken where a temperature excursion occurs.
This document applies to all staff employed by Priory Medical Group (PMG), working onsite at PMG premises, within a patients' own home, or care settings owned by other agencies or organisations.

3. Policy monitoring
It is the responsibility of the IPC lead to review and update this policy..



POLICY

STAFF TRAINING
Maintenance of the cold chain forms part of all staff immunisation training update.


4. Vaccine Ordering and Receipt 
4.1 ORDERING VACCINES
· Vaccines (other than some seasonal vaccines) should be ordered through Immform  via Sign in | ImmForm | UKHSA (phe.gov.uk)
· Order to be placed according to need and in sufficient time that adequate supply is maintained for upcoming vaccinations. 
· Audit and rotation of stock to occur minimum each calendar month.

4.2 RECEIPT of VACCINES
· Vaccine should be transferred to the vaccine fridge immediately upon delivery, to maintaining the cold chain. 
· The receiver must check there are no leakages, damage or discrepancies in the order received. Where a data logger is received with the vaccines the temperature on receipt should be recorded via Checkit.
· Stock is added in line with rotation– shortest expiry date placed so as to be used first.
· Received stock is added to the dispensing module of systm1.

5. Refrigerator requirements
All refrigerators used must meet with the standards as laid out in the Green Book chapter 3 p28
In short the refrigerator must:
· ONLY be used to store vaccines and medicines.
· Have a Unique Identifier (see appendix 1)
· Be safe – (inc. being regularly PAT tested.)
· Be lockable or be kept in a locked room.
· Be a size large enough to store the vaccines and allow for air circulation.
· Placed in a suitable location to allow for ventilation and away from heat sources.
· Be kept clean and defrosted as per manufacturer instructions.
· Serviced and temperature calibrated annually.
· Identified to avoid loss of electricity supply i.e. plug marked "DO NOT SWITCH OFF" and where protected energy supply is available this should be used)
Vaccines should be stored within a temperature range of +2 to +8 degrees Celsius unless otherwise specified by the manufacturer. Ideally in the midrange at approx. +5 degrees Celsius.



6. Stock Management 
· Vaccines to remain in their original packaging.
· Rotate stock so those with the shortest expiry date are used first.
· Make fridge temperature checks at least once a week in the morning to allow temperatures to regulate. 
· Ensure sufficient space allowed in the refrigerator to allow circulation of air.
· Expired stock must be removed and discarded as appropriate. Reporting wastage to the operational management team and Immform.
· There should be no more than 4 weeks worth of stock at any one time in the Fridge. (unless for seasonal campaign). 

7. Monitoring of fridge temperatures
The fridge temperature should be read at the same times each day as well as continuous monitoring and recorded via "Check It" 
· The temperature is to be recorded as part of the morning routine before clinics start to ensure that any cold chain breach overnight is identified before vaccines are administered to patients.
· Record the temperature at the end of each day. 
· Checking the temperature at both these times will enable early detection of temperature excursions.
· Fridge data recorded temperature records to be downloaded weekly as a spreadsheet. And stored – any breach to be reported as an incident.
The person responsible for vaccine storage should ensure that:
· The temperature is recorded, ideally twice a day, on a fridge temperature monitoring sheet or spreadsheet (one for each fridge)
· The temperature monitoring sheet is displayed on or next to the fridge so that those taking vaccines from the fridge can easily see the temperature history as well as the displayed actual temperature
· If temperatures are being recorded on a digital platform rather than manually, these temperatures must be regularly reviewed (at least weekly)
· A stock information system is in place to keep track of orders, expiry dates and running totals of vaccines – (dispensing log on systmone)

8. Routine Fridge Maintenance 
· The fridge must be maintained in a clean condition.
· There is a maintenance contract that allows for calibration of temperature gauge.
· The Fridge will be cleaned by the nurse or HCA as part of Routine Treatment room maintenance. 
· All refrigerators are frost free, so surface cleaning only is required using Clinell wipes – a cleaning report should be completed and returned to the IPC Lead ( the report can be found in the shared drive or via the IPC tile on the staff portal). 
· In order to maintain the cold chain vaccines should be transferred to another fridge or vaccine cool bags with cool packs while the fridge is being cleaned, and returned once the fridge is clean and dry.




9. Home visits and transportation of vaccines within the practice.
Only validated cool boxes and cool packs from a recognised medical supply company should be used – and instructions for their use adhered to.

Vaccines must be kept in the original packaging, wrapped in bubble wrap (or similar
insulation material) and placed into a cool box with cool packs as recommended by the manufacturers’ instructions. This will prevent direct contact between the vaccine and the cool packs and will protect the vaccine from any damage, such as being frozen.

Vaccines being transported in a bag should have a data logger inside the bag to monitor the minimum and maximum temperature when the bag does not have this as a built-in feature.

10. Vaccine temperature excursion
Sometimes, vaccines may inadvertently be temporarily exposed to temperatures above the recommended range, for example if the door is open for several minutes whilst placing new stock in the fridge. Except for one-off fluctuations of a fridge temperature lasting for less than 20 minutes, e.g. whilst restocking the fridge any breach of the cold chain needs immediate action to determine the minimum and maximum temperatures reached and the duration of the breach.

If the temperature is out of range for 20 minutes or less, the reason should be documented on the fridge temperature recording sheet, the thermometer reset and if the fridge goes back to within the +2°C to +8°C range within 20 minutes, no further action is needed.
If the temperature is out of range for more than 20 minutes or does not revert back to the recommended range within 20 minutes, then the breach of temperature is outside of the manufacturer’s licence.
Any vaccines found to heave breached the cold-chain should be quarantined, marked not for use and the manufacturer of each vaccine contacted for advice – some vaccines can be used but will need additional measures – these should be marked with a sticker so the clinician using the vaccine is aware (see appendix 2)
This should also be reported as an Incident and any vaccines supplied by immform requiring destruction should be reported to immform.
If a vaccine is being used “off label” then the patient must be informed and offered a patient information Leaflet as per the link below.
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1136323/Use_of_vaccines_stored_outside_cold-chain_parents_leaflet.pdf
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Appendix 1 
List of Fridges including back up fridges at each site. 


	PMC Fridge A
7000-3535-8775-343
	Back up Fridge 

	PMC Fridge B
7000-3535-8770-8320
	Back up Fridge

	PMC Fridge Treatment Rm 12 
7000-3535-8775-1619
	Travel Vaccines only

	PMC Drug Cupboard Fridge 
7000-3535-8774-2147
	Child Imms/Routine Vaccinations 

	LG Vaccines Fridge ( Treatment Rm)
7000-3535-8778-4479
	Child Imms/Routine Vaccinations

	LG Back up Fridge   ( Upstairs Office)
7000-3535-8778-5047
	Back Up Fridge

	RS Vaccine Fridge  ( Treatment Rm)
7000-3535-8778-4968
	Child Imms/Routine Vaccinations

	RS Back up Fridge ( Upstairs Office) 
7000-3535-8778-4974
	Back up fridge 

	HG Vaccine Fridge ( Drugs Cupboard) 
7000-3535-8778-5120
	Child Imms/Routine Vaccinations

	HG Back Up fridge ( Treatment Rm) 
7000-3535-8778-4941
	Back up Fridge 

	VW Vaccine Fridge (Treatment Rm) 
7000-3535-8778-5500
	Child Imms/Routine Vaccinations

	VW  ( Treatment Rm) 
7000-3535-8778-4792
	Travel  Fridge

	THL Vaccine Fridge ( Store Cupboard)
7000-3535-8778-4917
	Child imms/routine Vaccinations

	PV Vaccine fridge ( Treatment Rm) 
700-3535-8792-8258
	Child Imms/Routine Vaccinations

	PV Back up Fridge ( Office) 
7000-3535-8778-4735
	Back up Fridge 

	FS Vaccine Fridge ( Upstairs kitchen)
7000-3535-8778-4941
	Child Imms/Routine Vaccinations

	FS Back up Fridge (Upstairs Kitchen)
7000-3535-8778-5450
	Back up Fridge

	CS Vaccine Fridge ( Treatment Rm) 
7000-3535-8778-4859
	Child  Imms/Routine Vaccinations










APPENDIX 2 
Stickers to apply to vaccine when Off Label/PSD is required.

You can Copy and Paste this into word “mailings” and it will create a sheet of labels to print on Label paper


WARNING
THIS VACCINE is OFF LABEL due to a  TEMPERATURE EXCURSION
It can still be used but the Patient MUST be informed and if you are not a Prescribing clinician a PSD MUST be added BEFORE it is given.
NEW EXPIRY DATE..............................................................
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