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Dear Colleague 
 
DEPLOYMENT OF THE PFIZER AND MODERNA COVID-19 VACCINES IN 
GENERAL PRACTICE - GOVERNANCE, HANDLING AND PREPARATION 
REQUIREMENTS 
 
The purpose of this letter is to set out the principles and expectations necessary to 
maintain integrity, and therefore safety, quality and effectiveness, of the COVID-19 
vaccines that will be deployed in primary care settings as part of the COVID-19 booster 
vaccination programme this autumn and to highlight the resources available to assist 
general practices in their plans for deployment. The novel characteristics of the 
Comirnaty® (Pfizer / BioNTech) and Spikevax® (Moderna) vaccines make it essential 
that very careful attention is given to their receipt, storage, movement/transportation 
and preparation.  
 
Both vaccines are inherently “fragile” in nature and so must be handled carefully. The 
key component is messenger Ribonucleic Acid (mRNA) which is a delicate substance. 
The mRNA is encased in microscopic lipid nanoparticles both to protect it and to help 
it get into cells. Once inside the cell, the mRNA instructs the cell to produce particular 
coronavirus proteins, and it is this that leads to the immune response that protects us. 
These nanoparticles are delicate and so this is why the vaccine is distributed in the 
frozen state so that the nanoparticles do not degrade, including when being 
transported. Similarly, if the thawed vial is shaken rather than gently inverted during 
preparation, the lipid nanoparticles may again degrade, or release the mRNA which is 
destroyed and therefore deactivated. 
 
Background 
 

Pfizer / BioNTech have been granted a Conditional Marketing Authorisation (CMA) for 
their vaccine by the European Medicines Agency (EMA), branded as Comirnaty®. The 
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Summary of Product Characteristics (SmPC) for Comirnaty® is available on the EMA 
website. 
 
The COVID-19 Vaccine Moderna (Spikevax®) vaccine is also authorised for use in 
Northern Ireland in line with a Conditional Marketing Authorisation issued by the EMA. 
The SmPC for the Spikevax® product is available on the EMA website. 
 
Both vaccines have specific requirements for their preparation, including the need for 
aseptic non-touch technique (ANTT) when preparing doses for administration, as well 
as defined time limitations for onward transport once thawed and for administration 
once the vial is first punctured. These requirements are likely to be updated as more 
information becomes available, and so practices should always refer to the 
relevant SmPC which contains the most up to date information about the 
characteristics of each vaccine to inform local planning. 
 
Legal basis and expectations for deployment 
 
Healthcare organisations and healthcare professionals are subject to medicines 
legislation requirements and good governance arrangements.  
 
The Human Medicines Regulations 2012 (HMR) provide that any person who wishes 
to engage in the wholesale supply of medicines is entitled to do so only if holding a 
Wholesale Dealer Authorisation (WDA). Wholesaling dealing is defined as the sale or 
supply of medicines to a person for the purpose of (a) selling or supplying them or (b) 
administering them in the course of their business. 
 
Therefore, any supply of stock from one legal entity to another legal entity is therefore 
subject to regulatory control and would result in a change of legal ownership and 
physical possession of the medicines and therefore be an activity which would require 
the supplying organisation to possess a WDA. 
 
The HMRs permit all professionally justified acts of preparation and assembly of 
COVID-19 vaccines to be undertaken by or under the supervision of a doctor, nurse 
or pharmacist without precipitating the need for a manufacturer’s licence or marketing 
authorisation – provided those acts are done under NHS/HSC arrangements.  
 
The HMRs also allow for authorised medicinal products used for the reformulation of 
COVID-19 vaccines (for example, diluents) to be re-assembled at the end of the 
medicines supply chain without the resultant products needing marketing 
authorisations in order to be supplied. 
 
These exemptions from the need for any additional licensing can be utilised provided 
that the medicinal product is supplied to a patient of that doctor in the course of the 
treatment of that patient or to a patient of another doctor who is a member of the same 
medical practice. 
 
For the purposes of the national vaccination programme against COVID-19, there may 
be a number of different settings in which doctors and nurses will be undertaking the 
final dilution and drawing up of the vaccine, or will be responsible for another health 

https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#product-information-section
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#product-information-section
https://www.ema.europa.eu/en/documents/product-information/spikevax-previously-covid-19-vaccine-moderna-epar-product-information_en.pdf
https://www.sps.nhs.uk/articles/preparing-doses-of-vaccines-using-aseptic-non-touch-technique-antt/
https://www.sps.nhs.uk/articles/preparing-doses-of-vaccines-using-aseptic-non-touch-technique-antt/


 

    

care professional undertaking the final dilution and drawing up of the vaccine in their 
name, for administration to patients who are under their care.  
 
Where this is being undertaken in a professionally appropriate manner, both for the 
person doing the final preparation and, if different, the person in whose name the final 
preparation is being carried out, this will be treated as compliant with relevant 
legislation. 
 
In practice, the professional expectations are as follows: 
 
Delivery of centrally procured vaccine stocks to General Practices constitutes a 
change of legal ownership, whereby the practice receiving the delivery is legally 
responsible for the safe storage, handling and administration of the vaccine within the 
business of the practice. As outlined above, any subsequent supply of stock from 
one general practice to another practice would result in a further change of legal 
ownership and physical possession of the medicines and therefore be an 
activity which would require the supplying practice to possess a WDA issued 
by the MHRA. It is therefore expected that practices will use the vaccines supplied to 
them to only vaccinate their patients within the JCVI cohorts as soon as practically 
possible. 
 
Regulatory compliance by the General Practitioner (GP) with the requirements for final 
administration of the vaccine under the HMRs, means they have to understand the 
process being carried out in their name and are accountable for. However, it is not 
essential that the final dilution and preparation of the vaccine in general practice 
settings is undertaken by a GP or pharmacy professionals. What is essential is that it 
is being undertaken by doctors acting within their professional competence or by 
someone acting on the doctor’s behalf who is acting within their professional 
competence, for example registered nurses or pharmacists who will also have the right 
qualifications, skills and experience. 
 
Supporting deployment of the Pfizer and Moderna vaccines in general practice 
 
It is recognised that general practice is familiar with handling other COVID-19 
vaccines, including multi-dose vaccines, with over 835,000 doses of the AstraZeneca 
vaccine administered in general practice since early January 2021. However, general 
practices may not be accustomed to dealing with vaccines of this fragile nature. As 
described above, both Comirnaty® and Spikevax® mRNA vaccines have very specific 
storage, handling and reconstitution and expiry date requirements as set out in the 
respective SmPC.  
 
GPs are accountable for their safe and effective use in their patients, and so a series 
of measures are being put in place to support GPs. All general practices in Northern 
Ireland have access to pharmaceutical advice and support from their HSCB 
Pharmacy teams.  General practice based pharmacy teams can also be engaged 
to support the operational delivery of the COVID-19 vaccination programme in 
their practices to ensure that the mRNA vaccines are used in a safe and effective 
manner. All those involved in the delivery of the COVID-19 vaccination programme 
must be aware of the recommended storage requirements for the particular vaccine 
product in question and should refer to the relevant SmPC as required. 



 

    

Technical Standard Operating Procedures (SOP)  
 
To mitigate the risks of inadvertently inactivating the vaccines, a suite of technical 
SOPs and other resources has been developed by the NHS Specialist Pharmacy 
Service (SPS) which general practice pharmacy teams may find useful. 
 
Both the Comirnaty® and Spikevax® vaccines are sensitive to light and movement 
and so have specific transport requirements including temperature and time 
constraints which may impact on the ability to deploy the vaccine in off-site locations. 
Practices considering the use of mRNA vaccines in off-site locations should refer to 
the NHS SPS resources developed to support the appropriate use of COVID-19 
vaccines in temporary vaccination sites. Due to the characteristics of the Pfizer 
(Comirnaty®) and Moderna (Spikevax®) vaccines, which require dedicated areas for 
preparation of the vaccine and observation following administration, the use of “drive-
through” temporary vaccination site models is not appropriate. 
 
Training resources 
 
The Public Health Agency (PHA) has developed a range of professional guidance and 
information resources on the COVID-19 vaccination programme, including a detailed 
training resource with vaccine specific information for each of the approved COVID-
19 vaccines in use in Northern Ireland. 
 
In addition, Pfizer has produced an online educational resource containing bespoke 
information for healthcare professionals in Northern Ireland, including a video 
demonstrating the handling and preparation of the Comirnaty® vaccine. 
 
Handling multiple vaccines 
 
As more COVID-19 vaccines become available, it is important to ensure procedures 
are in place to make certain that each person gets the right dose of the right vaccine 
at the right time and that the vaccine has been stored and handled as specified in 
the product’s authorisation documentation. 
  
The different COVID-19 vaccines have different storage, handling and preparation 
requirements, different dosages and different observation periods following 
vaccination. There may also be differences in the contraindications for each vaccine 
and in the advice that should be given about possible anticipated side effects. 
 
The NHS Specialist Pharmacy Service has put together guidance on safe practice for 
handling multiple vaccines from receipt through to administration. Vaccinators are 
encouraged to read through this guidance in order to minimise the risk of errors where 
multiple vaccines are available.  
 
Support from HSC Trust Medicines Information service 
 
Senior pharmacy leaders and their teams within HSC Trusts have considerable 
experience and working knowledge of both the Pfizer / BioNTech and Moderna 
vaccines. General practice teams may contact the Regional Medicines and Poisons 
Information Centre in the Belfast HSC Trust on 028 9504 0558 (Monday to Friday 

https://www.sps.nhs.uk/home/covid-19-vaccines/
https://www.sps.nhs.uk/home/covid-19-vaccines/
https://www.sps.nhs.uk/articles/using-covid-19-vaccines-appropriately-in-temporary-vaccination-sites/
https://www.publichealth.hscni.net/covid-19-coronavirus/northern-ireland-covid-19-vaccination-programme/professional-information
https://www.publichealth.hscni.net/covid-19-coronavirus/northern-ireland-covid-19-vaccination-programme/professional-information
https://www.publichealth.hscni.net/sites/default/files/2021-08/PHA%20Covid%20vaccination%20training%20slides%20Update%2008.2021.pptx
https://www.comirnatyeducation.co.uk/northern-ireland
https://www.sps.nhs.uk/home/covid-19-vaccines/general-information-and-guidance/handling-multiple-covid-19-vaccines/
https://www.sps.nhs.uk/home/covid-19-vaccines/general-information-and-guidance/handling-multiple-covid-19-vaccines/


 

    

9.00am to 5.00pm) or by email at medicineinfo@belfasttrust.hscni.net for advice and 
support with any specific queries. Please note, the resources highlighted above must 
be referred to before contacting the Regional MI service. 
 
Ordering and distribution 
 
As with the AstraZeneca vaccine used in the primary vaccination programme, 
arrangements are being put in place for practices to order supplies of the Comirnaty® 
and Spikevax® vaccines via the Movianto web based ordering system. The Health 
and Social Care Board will work with the Public Health Agency and with practices to 
agree quantities that will be available for practices to order, and further details will be 
provided in the coming days. 
 
Vaccines, consumables and associated equipment will be delivered to base sites. Due 
to the fragile nature of mRNA vaccines, onward transport should be minimised where 
possible. Where transport to an off-site location is required, practices should ensure 
that processes are in place to support the appropriate transport of the vaccine to the 
end-user location in line with the requirements outlined in the relevant SmPC. Cold-
chain requirements and the advice provided in the NHS SPS resources highlighted 
above must be adhered to in order to preserve the nature of the vaccines. Care should 
be taken to pack vaccines securely to minimise movement during transit. It is 
recommended that only the quantities of vaccine required for a particular off-
site clinic are transported to the end location. 
 
Comirnaty® 
 
At this time the Comirnaty® vaccine is currently supplied to practices in packs of 195 
vials, with 6 doses available from each vial. This is a total of 1170 doses per pack. 
Practices will also need to order the required consumables from Movianto along with 
the required quantities of vaccine - combined needles and syringes for dilution, 
combined needles and syringes for administration, sodium chloride 0.9% injection for 
dilution and the relevant Patient Information Leaflet (PIL). Comirnaty® is currently 
distributed in packs measuring approximately 229mm x 229mm x 40mm, and practices 
should ensure that there is sufficient refrigerated storage available to accommodate 
this.  
 
As outlined above, any supply of stock from one practice to another would 
constitute wholesale supply and necessitate the supplying practice to hold a 
WDA. We recognise that the need to apply for and hold a WDA is not likely to be 
feasible for most general practices and so the Department is actively working to put a 
solution in place to provide smaller packs for use by general practices. At this time it 
is envisaged that smaller pack sizes will be made available to support practices from 
the end of October 2021. Further information will be made available in due course.  
 
The vaccine will be delivered to practices designated to receive Comirnaty® at a 
temperature of 2-8°C following defrosting by Movianto. The process of defrosting and 
distribution may take 3 to 5 days. The vaccine has a 1 month expiry date following 
defrosting when stored at 2-8°C. Therefore, it is important to note that on receipt by 
the practice, the actual expiry date will be less than 1 month due to the time required 
for the defrosting and distribution process. This will be clearly indicated on a label 
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added by Movianto and will typically be 27 to 28 days (but with a minimum of 25 days) 
available to practices on delivery.  
 
Following defrosting, within the 1 month expiry date at 2-8°C, the Comirnaty® vaccine 
can be transported for up to 12 hours. This will include the transport time to deliver the 
vaccine to practices from Movianto. Practices should plan any further transport to off-
site locations on the basis that there is a maximum of 2 hours available for onward 
transport following initial delivery from Movianto. 
 
Spikevax® 
 
The Spikevax® vaccine is supplied in packs of 10 vials, each containing 10 full doses 
of 0.5mL. Each pack measures approximately 60mm x 51mm x 126mm. JCVI have 
recommended administration of a half dose of 0.25mL as part of the COVID-19 
booster programme. Actions are progressing to support administration of a half dose 
of the Moderna vaccine, including updating the regional Vaccine Management System 
(VMS), training and PIL. We will issue further advice on this as soon as possible. 
NOTE Practices should not administer a half dose Moderna booster to patients until 
instructed to do so.  
 
The vaccine will be delivered to practices designated to receive Spikevax® at a 
temperature of 2-8°C following defrosting by Movianto. The vaccine has a 30 day 
expiry date following defrosting when stored at 2-8°C. However the actual expiry date 
will be less than this due to the time required for the defrosting and distribution process 
and this will be indicated on a label added by Movianto. The process of defrosting and 
distribution may take 3 to 5 days and so the actual expiry date will typically be 26 to 
27 days from delivery, with a minimum of 24 days available to practices on delivery.  
 
Following defrosting, the Spikevax® vaccine can be transported for up to 12 hours at 
2-8°C, within the 30 day expiry date. This will include the transport time to deliver the 
vaccine to practices from Movianto. Practices should plan any further transport to off-
site locations on the basis that there is a maximum of 2 hours available for onward 
transport following initial delivery from Movianto. 
 
While every effort is being made to ensure timely delivery of orders that are placed 
with Movianto, practices should not schedule vaccination clinics before deliveries of 
vaccine have been confirmed. 
 
Monitoring and reporting 
 
Healthcare professionals are reminded that all suspected adverse reactions to 
medicines or devices related to the management of COVID-19 should be reported to 
the MHRA via the Yellow Card Scheme https://coronavirus-yellowcard.mhra.gov.uk/ 
 
Conclusion 
 
We would like to offer our sincere thanks to general practice teams across Northern 
Ireland for their efforts in delivering the primary COVID-19 vaccination programme. 
Your efforts have been instrumental in the delivery of a programme that has been 
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successful in protecting people from serious illness and has ultimately saved many, 
many lives. 
  
Introducing a booster programme this autumn will help to prolong protection from 
COVID-19 in those most at risk from this virus and will help to reduce hospitalisations 
as we head into colder weather and what will be a challenging period for our health 
service. 
 
Yours sincerely 
 

     
 

PROF SIR MICHAEL McBRIDE   MRS CATHY HARRISON  
Chief Medical Officer    Chief Pharmaceutical Officer 
 

 

 

  
This letter is available on the Department of Health website at    

https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-

advice/hssmd-letters-and-urgent-communications 

 

https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-advice/hssmd-letters-and-urgent-communications
https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-advice/hssmd-letters-and-urgent-communications
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