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1. [bookmark: _Toc136000642]Introduction 

The Community Infrastructure (CI) Programme is one of the four key strategic priorities of the Strategic Programme for Primary Care, and a core part of its 24/7 work stream. Its vision is;

 ‘Enabling people to live well, at home through prevention, choice, wellbeing and independence’

The CI ambition is to define the fundamental infrastructure required to deliver a place-based 24/7 integrated, multi-professional community model. It focusses on how Primary and Community Care services work collaboratively together, delivering seamless, coordinated, effective, efficient, value-based, person-centred care and support closer to home. 

The Community Infrastructure Programme recognizes the breadth of initiative-taking and responsive services that operate within communities and support individuals over the age of sixteen. It has recognised though, that this work often stands alone and has not had traction. This Programme provides the opportunity to build on, coordinate and give profile to this work. 

Multi-professional working is central to the CI programme and underpins the ambition of the Primary Care model for Wales,: 

· Multi-professional teams working at cluster level.
· Safe & effective systems to direct people to the right care in the right place and at the right time.  
· Integrated team working ensuring a holistic approach to care.   
· Seamless 24/7 services.

Collaboration through place-based systems of care offers the best opportunity to meet the holistic needs of individuals and of the local population. This will challenge some of the traditional boundaries between professions and between services. This report discusses one of the pieces of work carried out as part the CI programme in 2022.

2. [bookmark: _Toc136000643]Background 

In Wales, there are 1,304 Care Homes for 26,063 people of all ages (Care Inspectorate Wales                         Data Tool | Care Inspectorate Wales accessed 23/03/22). Of these; 

· 766 homes are for adults and older people, total number of residents 12,805 and 
· 252 are Nursing Homes, total number of residents 12016  

[bookmark: _Hlk133333257]This equates to 24,821 adults and older people in care homes supported by 19,871 adult care home workers, (What is registration? | Social Care Wales, accessed 19/04/22).  Public Health Wales (accessed 17/04/23) recommends that people 50 years and over receive a yearly flu vaccination. In addition, immunization schedules for older people include one off pneumococcal and shingle vaccines given after the age of 65 and 70 respectively, (Public Health Wales accessed 17/04/23) . To reduce the risk and occurrence of serious complications from seasonal influenza in nursing homes, vaccination of both residents and professionals is an essential measure, (Borgey et al, 2019) 

[bookmark: _Toc136000644]2.1 Immunisations for Residents

Prior to the Covid-19 pandemic, yearly vaccinations such as Flu (influenza) - have been provided to nursing home residents via the GMS contract either by GP’s, general practice nurses or by other healthcare professionals such as district nurses on behalf of the practice.  Historically, while there are some examples of nursing home registered nurses vaccinating their own residents, this is not wide spread practice. In addition, there are no systems in place, where nursing homes with registered nurses are able to vaccinate their own staff.
The Covid pandemic resulted in a mass vaccination programme, where vaccinations have been provided to nursing home residents via teams of clinical staff from Health Boards, General Practice and other independent contractors. This has included in addition to nurses from different disciplines, dentists, occupational therapists, physiotherapists, health care support workers and student nurses. 
The pandemic demonstrated the ability to support a wider workforce to develop skills in immunisations. However, work from a national perspective has not been carried out recently, regarding how registered nurses in nursing homes could support flu vaccinations to residents, or as part of a peer to peer model to staff.
[bookmark: _Toc136000645]2.2 Immunisations for Care workers

Care home workers have been able to obtain covid-19 vaccines from mass vaccination centres, while flu vaccinations have been available via their GP or local pharmacies. Prior to the pandemic there was low uptake of flu vaccinations by care home workers. In 2019/20, 2844 flu vaccines were given, 4.4% of the total administered by Pharmacists (Public Health Wales, 2019) and in England in 2020/2021, care home staff vaccination levels were recorded at 30% (NHS England and Improvement, 2021). The number of care home workers who have received a flu vaccine is likely to be higher though, as these figures will not include care workers who received the vaccine at their GP practice. In 2019/20 there were 26 outbreaks of Flu in Wales, 58% of which were in care homes (Public Health Wales, 2019), which suggests the importance of promoting high vaccination rates amongst staff as well as residents. However, there is no current systemic way available to understand the numbers of care home staff who have received flu vaccinations.

In May 2022, a Task and Finish group was set up as part of the CI work to develop a nationally agreed Nursing Home Immunisation model for the administration of flu vaccines to;
a. Residents in nursing homes
b. Nursing Home staff using a peer to peer model

The work of the task and finish group included;

· Identifying clinical governance, policy and training requirements.
· Identifying options for funding.
· Testing the model to demonstrate proof of concept.
· Making recommendations on the potential for other vaccinations to be delivered via a nursing home immunisations model.

This document outlines;

1. Why immunisation by nursing home nurses should be promoted and enabled
2. What needs to be considered when developing a nursing home immunisation model for residents and staff
3. Developing a Peer to Peer Model
4. Testing Nursing Home Immunisations Model for Residents
5. Learning and outcomes from the testing of the model
6. Discussion of learning from nursing home pilot
7. Next steps 
8. Recommendations for future development of this work.



3. [bookmark: _Why_immunisation_by][bookmark: _Toc136000646]Why immunisation by Nursing Home nurses?

Nursing Homes are required to have registered nurses available 24/7 to meet the nursing needs of their residents. They are supported by care support workers, who play an important part in providing care and support to nursing home residents.
Through discussion with the task and group members, it was thought that developing a nursing home immunisation model could;
· Ensure care is more person-centred and timelier to individuals’ needs, as nursing home staff are familiar with their residents (Launder, 2021). This was supported by examples from nursing home managers. For example, new residents who arrive after vaccination has occurred for other residents in the home, or where the person is unwell. In both instances the resident has to wait for an immuniser to revisit the home. Enabling nursing home registered nurses to administer flu vaccinations can prevent these delays and external immunisers from having to return to undertake additional vaccinations. In addition, for some residents who have complex needs associated with mental illness, learning disabilities, challenging behaviour or dementia, administration by staff who are well known to them can help prevent anxiety. 
· Optimise nursing home staff skill set and recognise the valuable role all nursing home staff have, (Brady (no date) as cited in Launder, 2021).
· Enable nursing home, nurses’ ownership rather than external ownership.
· Reduce infection and prevention risks from multiple clinical staff attending the home, (Launder, 2021).
· Reduce the numbers of external immunizers required, (Launder, 2021).
· Increase the speed at which vaccines could be delivered to colleagues and residents (Padgham (no date) as cited in Launder, 2021).
· Provide flexibility in administrating vaccinations to colleagues by their peers (Donaghy and Martin, 2018).
· May increase uptake of vaccinations by staff within nursing homes in line with National Institute Clinical Guidelines (NICE, 2018)
· Support access, as nursing home staff would not need to leave the care home to receive an immunisation which can be difficult (Patel et al,  2020, cited in Patel et al, 2022))

However, the task and finish group did identify some myths regarding nursing home nurses carrying out vaccinations including;
Administering a vaccine is a specialist skill: Registered Nurses are trained early on in their careers to undertake intramuscular injections, administering an immunisation is not a specialist skill. However, there is additional underpinning knowledge that any professional administering a vaccine needs to be aware of e.g., cold chain arrangement.
Administering a vaccine to a resident by the Registered nursing home nurse is a conflict of interest: There is no conflict of interest in a Registered nurse working in a nursing home administering a vaccine, as long as the correct processes re consent, capacity and best interest are followed, as would normally be when administering any medication.
Supporting Registered Nurses in nursing homes to administer vaccines detracts them from focusing on the person’s social needs: The care home is the persons own home. All people in a care home are entitled to the same level of health care, as anyone else living outside the care home. Nursing home nurses being able to vaccinate people in their care home, supports person-centred care.



4. [bookmark: _Nursing_Home_Immunisation][bookmark: _Toc136000647]Nursing Home Immunisation Model 

The task and finish group identified several areas that would need to be considered as part of the development of a nursing home immunisation model. These included:
Clinical Governance: Registered Nurses working in a nursing home can administer vaccines to residents under a patient specific direction (PSD). Staff administering vaccines must be trained and competent and have access to the relevant emergency equipment and medicines as directed by national guidance. 
Storage of vaccines: This is managed by GP practices currently and/or Health Boards.  Additional equipment may need to be provided/purchased e.g., medicine fridges.
Funding: General Medical Services (GMS) contractors currently receive funding for vaccines provided to nursing homes. In the event of Registered Nurses in nursing homes providing this, there will need to be a review of:
· what funding may be offered as an incentive to nursing homes to participate. 
· the impact on GMS contractors if changes to funding for carrying out vaccinations in nursing homes, were made.
· how the procurement, distribution and recording of vaccines is carried out.

Recording of vaccines administered: Vaccines administered would need to be transferred into the residents general medical record held by their GP practice. 
Training: There are national minimum standards for registered nurses undertaking immunisation (Public Health England,  Royal College of Nursing, Public Health Agency and Public Health Wales, 2018). This informs the training that registered nurses are required to undertake and assessment of competency, including for those new to immunisation.  Training also includes e learning modules for flu immunisations, anaphylaxis, aseptic non touch technique and infection prevention and control, covering sharps disposal, waste management and personal, protective, equipment (PPE).
To enable new immunisers, there would need to be support and supervision offered and support for all registered nursing home nurses to refresh their training  yearly, in line with current practice requirements.
There may need to be a variety of models: Not all nursing homes may want to, or be able to administer vaccinations to their residents due to e.g., capacity, size of home. 
This was summarised into the model below which was used as the basis for developing a guidance document which covered in more detail the areas below. 
Nursing Home Immunisation Model



[image: ]








Fig 1. Nursing home immunisation model 

To support the development of the guidance and engagement with the objectives of the task and finish group, additional discussions took place with interested nursing home managers, pharmacists working in health boards, in Public Health Wales, at national level and in Welsh Government,  as well as Care Inspectorate Wales, Delivery Unit, and Immunisation coordinators. Discussions were also had with members of the  Vaccine Preventable Disease Programme (VPDP) and representatives developing the National Immunisation Framework, during the course of this work. 

During these discussions, it became apparent that testing of nursing home nurses administrating flu vaccines to their residents, would be easier than the development of a peer to peer model. This was because;

· There were already some good examples of nursing home nurses administrating flu vaccines to their residents in Wales.
· There was a lack of clarity on who would provide the legal authority for nursing home nurses to administer flu vaccines to staff working within their care home.

However, from discussions with nursing home managers the opportunity to provide a peer to peer model was of interest and for nursing homes who may already be administering flu vaccines to their residents or wanted to do so, this was a logical next step. Peer to peer vaccinations are one of the ways that can help increase uptake (NICE 2018). Peer to peer vaccinators may help influence staff and increase vaccine uptake (Donaghy & Martin, 2018) because;

· of the confidence and relationships, they already have with colleagues (Burden, Henshall, and Oshikanlu, 2021),
· the ability to address myths and concerns and provision of flexible access to the  vaccine, (Donaghy & Martin, 2018),
· the ability to identify why individuals are hesitant and opportunities to work with colleagues to promote vaccine confidence (Harrison & Wu, 2020).

Therefore, the task and finish group focused on two areas;

1. Developing the relevant standard operating procedures and guidance, which would support interested nursing homes to test out the administration of flu vaccines to staff via a peer to peer model. This was supported by the Consultant Pharmacist, National Lead for Wales: Community Healthcare.

2. Developing the relevant standard operating procedures and guidance, which would support interested nursing homes to test out the administration of flu vaccines to their residents.

5. [bookmark: _Peer_to_Peer][bookmark: _Toc136000648]Peer to Peer Model

It was quickly identified that there were three key questions crucial to developing a peer-to-peer model;

· Who provides the legal authority for Registered Nursing Home Nurses to administer flu vaccination to colleagues in their nursing home?

· How are flu vaccines  and adrenaline for use in peer-to-peer vaccinations accessed? This was also relevant for nursing home nurses administrating flu vaccines to residents. 

· How could nursing homes record the administration of flu vaccines to both residents and/or colleagues?

Advice was sought from a variety of Pharmacy and Welsh Government colleagues on these questions and a summary of the advice and information identified is provided below;

[bookmark: _Toc136000649]5.1. Who provides the legal authority for Registered Nurses to administer flu vaccinations to their nursing home colleagues?

This was a difficult issue to resolve and as yet there is no clear consensus on how this can be achieved. Legal authority can be provided in a variety of ways including Patient Groups Directions (PGD’s), Written instructions and National Protocols.

PGD’s

While the usual mechanism for vaccination would be to use a PGD, nursing homes are not authorised to work under PGDs. The Medicines and Healthcare Products Regulatory Agency (MHRA, no date) has said “PGDs do not extend to independent and public sector care homes or to those independent sector schools that provide healthcare entirely outside the NHS”. 

Sometimes employees of agencies commissioned by the NHS can work under an NHS organisation’s PGD’s. One example of this is  where independent pharmacists administer flu vaccines to nursing home staff and health board staff under a PGD.  Therefore, while PGD’s can’t be used by nursing homes in  their own right, registered nursing home nurses could work under a flu PGDif they are requested to provide flu vaccines to their colleagues by the Health Board. 

Written Instructions
 
Independent and other organisations can use a written instruction to administer flu vaccines as part of an occupational health scheme. Only registered nurses within the nursing home, could operate under a written instruction.
 
Authorisation of written instructions within organisations requires the signature of an appropriate registered doctor before they can be used. This medical signatory must be the doctor assuming responsibility for the delivery of the flu vaccination programme to staff within an organisation.  This should be an Occupational Health Physician employed by the organisation, but where there is no such doctor employed/contracted by the organisation it should be the doctor assuming responsibility for the delivery of the flu vaccination programme to staff within the organisation. Written instructions do not need to be patient specific, rather they define the class of person who is eligible to be treated under the instruction. 

However, there are few occupational health physicians within Health Boards. This means some staff carrying out peer to peer vaccinations are operating under PGD’s, rather than written instructions.  Occupational Health Physician cover could be provided via an external agency, which would enable written instructions to be provided. However, the cost of this may be prohibitive for  nursing homes to either purchase themselves, or to provide as an All Wales solution for nursing homes who would like to take part in a peer to peer scheme.

National Protocol 
 
At the time the task and finish group were trying to identify how legal authority could be provided to nursing homes to support a peer to peer model, the National Protocol for influenza (flu) vaccines was in place. This was identified as a short term way that nursing homes could provide peer to peer flu vaccinations within nursing homes, up until the 31st March 2023. After this time, the national protocol finished, as the pandemic under which it was implemented would be considered to have ended.

5.2 [bookmark: _Toc136000650] How are flu vaccines and adrenaline for use in peer-to-peer vaccinations accessed?     

This was also relevant for nursing home registered nurses, administrating flu vaccines to residents. 

Nursing homes are able to receive and hold prescription only medicines as stock items through the exemption provided by regulation 249 of the Human Medicines Regulations 2012.  This means a wholesaler could provide vaccines to a nursing home by way of wholesale dealing. A health board or community pharmacy cannot supply a nursing home other than by virtue of having a wholesale dealers authorisation (WDA). However, most health boards are now WDA holders, apart from Powys who receives medicines from ABUHB, who do hold a WDA.  

A nursing home that is not a nursing home cannot receive stock and can only take possession of prescription only medicines, where they are supplied for a named individual. 

During these discussions, it became apparent that Nursing homes have never had a formal way to obtain stock adrenaline for use in the emergency treatment of an anaphylactic reaction within the home.  Where nursing homes have had adrenaline on the premises it has either been supplied by a surgery, the health board or left behind after a flu vaccination session. In 2020, to help provide some clarity on how nursing homes could obtain adrenaline, a ‘FAQ: How can care homes obtain a supply of adrenaline for the emergency treatment of anaphylaxis post vaccination?’ was developed.  

However, access to adrenaline remains a very ad-hoc approach and the task and finish group recognised a more formalised route was required nationally, to ensure consistency in how nursing homes can access adrenaline.

To help address this a Care Home Governance Pharmacist who was on the group, developed a ‘Supplying Adrenaline to Nursing Homes - An All Wales Solution SBAR’ (Appendix 1). This SBAR outlines the rationale and possible solutions for an All Wales solution. This has since been shared with the Strategic Planning Manager for Vaccination, who has agreed to take this forward as a change and improvement initiative by the Vaccination Programme Wales.

[bookmark: _Toc136000651]5.3  How could nursing homes record the administration of flu vaccines to both residents and/or colleagues?

Welsh immunisation system (WIS) is the main system used for recording the management of COVID-19 vaccinations. This includes appointment bookings as well as the administration of the vaccine,. WIS was developed and is managed by Digital Health Care Wales (DHCW), the system is in two parts WIS Web and WIS Core, (more information on this is available in the link above).

The system is able to record flu vaccinations when given alongside a COVID-19 vaccination, but is not a complete record of the number of influenza vaccinations administered as different services use different systems (e.g., Pharmacy, GP)  

Access to WIS is through an NHS Wales Nadex Log in. Nadex log ins were provided for volunteer vaccinators (non NHS employees) who delivered COVID-19 vaccinations and managed by the relevant Health board. When queried there was no technical reason that this access couldn’t be available to Nursing home employees connected to the administration of Covid-19 vaccines.  
 
However, as registered nurses in nursing homes don’t administer covid-19 vaccinations, WIS did not provide a solution for recording vaccinations administered either for residents, or as part of a peer to peer model. Nursing homes also highlighted that while current vaccinations could be easily accessed via GP’s, the residents previous history could be more difficult due to delays in vaccination records being shared. A central way to record all vaccinations was seen as one way of ensuring residents were supported to remain up to date with their vaccinations.

The National Immunisation Framework (2022) outlines how there will be a digital offer for people, including a public portal where a person’s vaccination record is held. This should help nursing homes in the future, access a residents previous vaccination history more easily.


[bookmark: _5.4_Testing_a][bookmark: _Toc136000652]5.4 Testing a peer-to-peer model in Nursing Homes

Once clarity had been received on the above areas, a Standard Operating Procedure (SOP) on the ‘Administration of Influenza (Flu) Vaccines to Care Home Staff’ (Appendix 2) was developed, which nursing homes could use to support peer to peer vaccinations. The SOP covered education and training, anaphylaxis, infection control, accessing the vaccines, consent and best interest, legal authority, maintaining the cold chain, administration of the vaccine, record keeping and recording of incidents.  This alongside the clarity received in October 2022 that registered nursing home nurses could provide peer to peer vaccinations as part of the National Protocol, allowed an opportunity to test out this approach.

The opportunity to test out a peer to peer model was shared with nursing home members on the task and finish group. However, despite the interest all nursing homes had shown originally,  systems were by this time in place to support nursing home staff to receive flu vaccines and no nursing homes opted to test out this model.
6. [bookmark: _Toc136000653]Testing Nursing Home Immunisations for Residents 

‘An administration of Influenza (Flu) Vaccines for Care Home Residents’ (Appendix 3) was developed for  nursing homes which they could use if they wanted to, to support the administration of flu vaccines to their residents. The SOP included the same areas as for peer to peer vaccination SOP. However, the legal authority was different as it would be provided  via a Patient Specific Direction (PSD) e.g., a prescription from a GP also known as a WP10. A GP can however complete one PSD/WP10, to cover all people that have been assessed in a nursing home.

Once the SOP was completed expressions of interest were sought from nursing home members of the task and finish group. This included an option for nursing homes to seek payments for any additional equipment required such as medicine fridges, as well as payments to support nurses to access training and a payment for each vaccine administered, at the same rate as the GMS contract. A total of six nursing homes, (four care home providers) expressed an interest in taking part in this pilot.  Very early on, one nursing home was not able to get agreement from the GP practice, as the practice had already ordered the vaccines and set up for their practice nurses to see the residents at the practice. Another nursing home from the same group then stepped forward and it was agreed this home would take the 6th place instead.

Each care home provider (total 4), were contacted in December 2022 to invite them to participate in an 
interview to support the process evaluation of the intervention and to share any learning. Of the 4 groups:


a) 1 group implemented the model for residents.
b) 1 group implemented a different model with the GP vaccinating residents in the nursing home, supported by the nursing home’s registered nurses, but undertook the interview.
c) 1 group didn’t respond to invitations to participate in an interview.
d) 1 group didn’t participate in the model or interview as they said their residents had already been vaccinated by either the GP, or by nursing home registered nurses as part of an enhanced GP service, by the time the nurse-led model was finalised. A discussion between the nursing home manager and the National Nurse Lead (SPPC), to understand how this service worked also took place. The scheme is similar to that of the second group interviewed above and common themes in line with the results of interviews with group 1 and 2 above were identified.

The two interviews were conducted by Dr Diane Kirkland, Principal Public Health Practitioner of the Primary Care Division Public Health Wales (PHW). The first, a group interview with nurses who had delivered the model as planned and the second an interview with a nurse who had supported a GP to vaccinate residents in the nursing home. Data was analysed thematically, with particular focus on quality of care and on barriers and facilitators to implementation, in line with the purpose of the pilot. Data from both interviews provide insight into facilitators and some barriers which need to be addressed at a systems wide level if this model were to be successfully implemented more widely.
7. [bookmark: _Learning_and_outcomes][bookmark: _Toc136000654]Learning and outcomes from the testing of the nursing home residents vaccination model

The Quality and Safety Framework was used as a way to identify, the key learning points in terms of quality care:

I. Safety
The Standard Operating Procedure produced was comprehensive and clear, laying out Governance requirements and expectations to vaccinate safely.

Participants agreed that the Flu vaccination training modules required, provided by PHW were accessible, appropriate and gave the necessary training. 

There was recognition that part of a registered nurse’s role is to administer prescribed medication and they will have been trained and assessed to give Intramuscular injection in basic training.

There were no specific problems identified with the vaccine administration process.

There were no error or complaints reported in the pilot site that delivered the model.

The system has a potential for earlier vaccination in some cases and greater uptake; which might give greater protection of residents, where uptake via other mechanisms is less convenient or dependent on other people’s timetables.

II. [bookmark: _Hlk132359222]Person-centredness
There was consensus amongst staff from the group who delivered the flu vaccine that this model enabled them to better meet the individual needs of their residents, particularly for people with complex mental health needs or learning disabilities.

It allowed the vaccine to be delivered when the resident was relaxed, in a familiar environment, administered by a trusted and familiar member of staff, compared to GP clinics, with a focus on speed of delivery, which was unsuitable for some residents.

This model removed the necessity for travel to a GP Flu vaccination clinic, which some residents found distressing and disruptive. It also removed the need for staff to leave the nursing home, which could be stressful for the staff escorting the person to the clinic and staff remaining in the home.
III. Timeliness
The model allowed the registered nurses to have greater autonomy and control to take the opportunity to vaccinate when the resident gave consent at a time when the resident was calm.

The model holds the potential to ensure nursing home residents are vaccinated early in the season as soon as vaccine is available, irrespective of the priorities of the GP or other clinicians who might otherwise vaccinate residents.

In some nursing home settings, clearly the GP staff attend to vaccinate residents early in the season however, there was also a report that on occasions the GP had no vaccine available to vaccinate residents or didn’t have the time to vaccinate them. Therefore, residents the majority of who would be eligible for a flu vaccine, were not vaccinated as early as they might have been.

This model allows for flexibility, so that any new resident or resident who misses the GPs vaccination clinics would still be able to be vaccinated

IV. Equitable
This model allows for vaccination of new residents and people returning from hospital etc. who may miss the GP immunisation sessions to be vaccinated. It is potentially more flexible and more equitable than the current model.

V. Effective
No assessment of effectiveness could be made from this pilot, except to say the nursing home that implemented the model had excellent flu vaccination uptake rates for their residents in previous years and maintained the excellent uptake rate this year (86-100% in each home they vaccinated in). 

VI. Efficient
In each interview participants said, irrespective of who actually administered the vaccine, it was usually nursing home registered nurses who completed consent forms with residents and/ or their relatives where appropriate etc. They also prepared the residents for the vaccination and in some cases drew up the vaccines for a member of the GP practice team to administer. Given they are registered nurses, they questioned therefore if a Practice nurse or GP (who may not know the resident) is required to actually administer the vaccine.

The nurses said the model utilised their skills appropriately and felt frustrated that they were not able to do simple procedures such as this and venepuncture for their residents, where they felt it was in the person’s best interests and caused less distress.

There was no efficient ‘system’ for the nurses to record the administration of flu vaccine on the GP patient record. Therefore ‘a copy’ of the administration records was provided for the practice to enter the information manually. Manual input is error prone and slow.

The model potentially reduced the need for GP staff to visit the nursing home or the residents to visit GP Practices to be vaccinated. During the discussion both facilitators and barriers to implementation of the model were identified – see Table 1.














	Table 1 Facilitators and barriers to implementation of the model


	Facilitators
	Barriers

	
Willingness and desire by GP’s and Nursing Home Managers/Staff to work collaboratively and achieve the best outcome for the resident. 


Preparedness to change current way of working, by both Nursing home staff and GMS contractors (GPs).






Strong working relationships between the nursing home staff and GPs/GMS partners based on trust.

Confident, trained nurses.


Time for the nurses to undertake training and administer the vaccinations.








Availability of a suitable person to ‘assess competence’ to vaccinate.


Coordinated planning and preparation to ensure early access to the vaccine, completion of the consent process, processing of PSD. documentation and recording the immunisations in the care and GP records.
	
Lack of a clear ‘system’ to enable ‘assessment of competence’ or to provide practical support for nurses new to immunisation, in the private nursing home sector. This was seen as a significant barrier. 

Motivation; there was evidence of a lack of willingness by the GPs to enable the implementation of the model. In one case, this was a direct refusal, whilst in another case, there was a reluctance to ask the GP, based on them previously refusing to let a District Nurse undertake the flu vaccinations in the home. Further work to understand GP’s views and/or concerns  about this  way of working, would be helpful.

The nurses reflected there could be a concern regarding funding; flu vaccination being a revenue stream for GPs which they may be unwilling to lose. 




Motivation -  Where the GP has a Care Home DES in place, participants said since the GP is required to see each resident at least once every 28 days, they are well placed to deliver flu vaccine as part of the care package if the person prefers their GP to vaccinate them. While the Nurses interviewed did not indicate this was a request they had previously had, they recognised that in this scenario there may be no advantage to the nurse led model, from the patient’s perspective. 

Opportunity: there were a number of practicalities which may be relatively simple to address, but unless dealt with are barriers to the model i.e. 
· No process for nursing homes to order vaccine.
· Not all nursing homes may have the suitable storage facilities for the vaccine to maintain cold chain within the nursing home.
· No mechanism for sharps disposal at the quantity potentially required.
· The requirement for adrenalin ‘on site’ in order to deliver vaccinations in case of anaphylaxis.
· Staff capacity may also be a barrier if the programme is not resourced adequately.






8. [bookmark: _Discussion][bookmark: _Toc136000655]Discussion

The nursing home resident pilot has demonstrated the feasibility of nursing home registered nurses administering flu vaccinations to adult nursing home residents, in collaboration with their GP practices. This is supported by evidence from other nursing homes across Wales who as part of this work have shared that they are also providing flu vaccinations to their residents. Where implemented, the model has enabled flu vaccines to be delivered in an environment which met the needs of vulnerable individuals with complex needs, in a person-centred, timely, safe and efficient way, which demonstrates health care quality. 

The model appears to adhere to the principles of prudent health care and value; with clinicians working collaboratively to enable nursing home registered nurses to utilise their core nursing skills and competencies. Registered nurses are trained to administer medication, including injectable medications in multiple settings. A Flu vaccination is a prescription only medicine, requiring an ‘authorisation to administer’ by a prescribing clinician within a recognised governance framework, in this, it is like any other prescription only medication given by registered nurses in nursing homes

Given this, it might be questioned why trained and registered nurses (unlike Health Care Support workers, who administer vaccines in other settings) are required to be assessed as competent to administer a vaccine once they have successfully completed all of the specific vaccination training. This is not unique to a nursing home setting and does raise the question as to why an assessment of competence for registered nurses, is needed for this particular medicine. While the Immunisation Knowledge and Skills Competence Assessment Tool (Public Health England,  Royal College of Nursing, Public Health Agency and Public Health Wales 2018) strongly recommends assessment of competence for new immunisers, there does not appear to be a legal requirement to do so.

From a ‘systems wide’ perspective, it seems inefficient and professionally inequitable to have registered nurses, either from the Community or GP practice, come into the nursing home to immunise, where equally competent nursing home registered nurses provide care in that setting. In addition, from a practical perspective, Practice Nurses and District Nurses have other priority cohorts of people to vaccinate within a relatively short time frame, in addition to their ‘routine’ case load. Therefore, at a systems level, there is sense in utilising registered nurses in nursing homes to increase capacity, particularly if this enables vulnerable people both in the community and in nursing home settings to be vaccinated early in the season.

Similarly, it could be argued that the nursing home immunisation model challenges the prudence of, or need for an immunisation model which utilises ‘scarce’ GP resource, to administer routine vaccinations in the nursing home setting, given in other settings (GP practices, the community, schools, baby clinics etc.) vaccinations are administered by less qualified staff, who are equally competent to administer vaccinations, but cost far less and are less ‘scarce’ a resource.
Although limited to just two nursing home providers, insight from this pilot clearly suggests the influence of the GP is significant in relation to whether the model can be implemented in any given locality. Therefore, gaining insight from a GPs perspective to understand facilitators, concerns and barriers from their perspective, is required.

To enable more widespread implementation of this model, consideration is required by Welsh Government as to how this model would be funded, to ensure it offers value and that all parties are fairly remunerated for their part of the system deliver. Whilst this was not brought up by participants, it is unlikely that many nursing home groups would opt to implement a model which increases their workload, with no remuneration, even were it to deliver a better quality of service to their residents. Consideration needs to be given to the impact of this model on the wider system, in particularly GP practices and fair remuneration for their part of the process. As commercial enterprises, Nursing Homes and GP practices need stability and clarity in relation to both funding and workload given the pressures experienced by primary care and care systems at present.

Some barriers to implementing the nursing home immunisation model appear to be relatively small, with simple solutions at either national or local levels, e.g., provision and disposing of sharps bins, medicine fridges to store the vaccines (where not already available) etc. However, they have a financial implication which provides a potential disincentive, unless addressed adequately.
‘System wide’ facilitators to enable the nursing home immunisation model to be implemented more widely, including the administration of other vaccines such as one off pneumococcal and shingle vaccines include:

· the means for registered nurses working in the nursing home sector to be assessed as competent to vaccinate as currently this relies on nursing homes having Registered Nurses who are competent due to previous experience,
· a mechanism for nursing homes to order their own flu vaccines for their residents (and staff), 
· a more streamlined way to record the vaccine administration, 
· a mechanism to enable the nursing home to order adrenaline in case it is required.

These are factors which require ‘once for Wales’ strategic and operational solutions and governance.

[bookmark: _Hlk132701101]In this pilot, there was an intention for nursing home registered nurses to undertake peer vaccination as well as vaccinate residents. Peer vaccination has many benefits as noted in section 2 above and could help increase vaccine uptake (Donaghy & Martin, 2018) within staff working within nursing homes as well as addressing vaccine hesitancy (Harrison & Wu, 2020), thereby overcoming known barriers to vaccination.

In the event, finding a mechanism to allow ‘authorisation to administer’ flu vaccination in this context was problematic and no nursing homes were able to pilot this model in 2022. Based on estimated data, it is thought flu vaccination uptake in care home staff is low and data from previous years provides clear evidence that many outbreaks of flu occur in care home settings.

In the Covid pandemic, there was evidence of the inadvertent introduction of infection into care homes, which was transmitted to residents and to other staff members. Therefore, the peer vaccinator model would potentially provide considerable added value. It would provide a convenient, easy access to flu vaccine on site, in work time and give carers access to trained nurses to discuss the rationale for the vaccine, dispel any myths in relation to it  and encourage vaccine confidence.

9. [bookmark: _Next_Steps][bookmark: _Toc136000656]Next Steps

The task and finish group set out to develop a nursing home model and supporting documents, which could support nursing homes to carry out flu vaccinations to their residents and staff. This was only achieved in part, due to the complexities of agreeing how legal authority could be provided for a peer to peer model. However, this has led to valuable insight and areas of further work identified by the group, which need to be taken forward.
The National Immunisation Framework (NIF) published in October 2022 offers an opportunity for this work to continue within its remit, via the Vaccination Programme Wales. These  boards will be able to support the  implementation of the NIF including access to stocks of vaccines as well as change and improvement work, such as the work identified by the SBAR on ‘Supplying Adrenaline to Nursing Homes’ (Appendix 1).
The NIF also introduces funding to build central vaccination teams within Health Boards, which provide an opportunity to  consider how these teams can work with nursing homes, to reduce some of the barriers identified above.
In view of this, the task and finish group in conjunction with the Strategic Planning Manager for Vaccination, have agreed that future work related to the recommendations from this evaluation, sit within the NIF’s remit going forward.
10. [bookmark: _Recommendations_for_future][bookmark: _Toc136000657]Recommendations for future development of this work

1. Early, co-ordinated local planning with all involved partners (GMS Contractors, Community Pharmacists, Community District Nursing teams) is required to optimise flu vaccination uptake within any setting/locality. This should be informed by local need, a person centred approach, willingness by nursing homes to participate and quality of care. The provision of a mixed model of delivery may provide optimal outcomes.
 
2. A funding model which offers value is required to enable those undertaking vaccine administration to be remunerated appropriately if the model is to be sustainable and fair.

3. Insight into facilitators and barriers from the GP perspective is recommended to inform further development of this model.

4. The SBAR on ‘Supplying Adrenaline to Nursing Homes’ is prioritised as a change and improvement initiative by the vaccination transformation board. 

5. The vaccination transformation board continue the work on the development of a peer to peer model for nursing homes, in particular the agreement of the legal authority under which this model can occur. The development of a PGD based on the current pharmacy model for flu vaccinations to NHS staff should be seriously considered as part of this.

6. NIF include in their work on digital recording of vaccinations, how nursing homes can record vaccinations provided to both residents and staff. Robust recording at the nursing home level regarding uptake rates would support local level quality improvement work, to improve timely uptake.  

7. There is a ‘systems wide’ approach to the development of solutions, working with health board central vaccination teams, regarding access to vaccines, equipment if required and assessment of competence for registered nurses new to vaccination. This should include adequate time to allow for any new arrangements to be put in place.
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		Document Title:

		Supplying Adrenaline to Nursing Homes - An All Wales Solution



		Date of Document:

		August 2022, amended January 2023



		Proposer:

		John Dicomidis - Care Home Governance Pharmacist



		Situation:



		Nursing homes have never had a formal way to obtain stock adrenaline for use in the emergency treatment of an anaphylactic reaction within the home. Where nursing homes have had adrenaline on the premises it has either been supplied by a surgery, the health board or left behind after a flu vaccination session. This has been a very ad-hoc approach and a more formalised route needs to be decided nationally to ensure consistency in access to adrenaline by nursing homes. 

This SBAR will consider how adrenaline can be supplied to nursing homes; it does not address the issues on the underpinning knowledge, such as anaphylactic training to use the adrenaline safely and appropriately, specific flu and COVID training where vaccines may be given and no touch training etc.



		Background:	



		Adrenaline is a prescription only medicine (POM), and as such must only be sold or supplied according to a prescription by an appropriately qualified health practitioner. However, there is an exemption in medicines legislation which allows adrenaline to be administered in an emergency without the directions of a prescriber. 

It is considered good practice to keep adrenaline as stock in Nursing Homes as a precaution for the treatment of anaphylaxis.

Nursing homes are able to receive and hold Prescription Only Medicines (POMs) as stock items through the exemption provided by regulation 249 of the Human Medicines Regulations 2012.    A care home that is not a nursing home cannot receive this stock, and can only take possession of prescription only medicines where they are supplied for a named individual.

A proposal is being developed and tested where nursing homes could if they wanted to, become responsible for the administration of Flu vaccinations and potentially also COVID vaccinations to residents and staff within the nursing home. This proposal is being supported by the development of Standard Operating Procedures to inform best practice including the requirement that individuals giving vaccinations have received training in the management of anaphylaxis, and must have immediate access to appropriate equipment in line with Green-Book-Chapter-4.pdf (publishing.service.gov.uk)

This can only happen safely if adrenaline is readily available in the nursing homes, so a robust and commonly agreed method of adrenaline supply is needed for nursing homes across Wales. 



		Assessment 



		

The exemption provided by regulation 249 of the Human Medicines Regulations 2012 means that a wholesaler can supply a nursing home with a POM by way of wholesale dealing. A health board or community pharmacy [without having a wholesale dealers authorisation (WDA)] may on occasions supply a POM to a nursing home if this fall within the definition of provision healthcare service.  



The Medicines and Healthcare products Regulatory Agency (MHRA) takes the view that



‘the supply of medicines by community and hospital pharmacies to other healthcare professionals in the UK who need to hold small quantities of medicines for treatment of or onward supply to their patients represents an important and appropriate part of the professional practice of both community and hospital pharmacy and is considered by MHRA to fall within the definition of provision of healthcare services.



 In such circumstances, provided the transaction meets all of the following criteria MHRA will not deem such transactions as commercial dealing and pharmacies will not be required to hold a WDA(H):

· it takes place on an occasional basis

· the quantity of medicines supplied is small

· the supply is made on a not-for-profit basis 

· the supply is not for onward wholesale distribution



As all HBs in Wales (except Powys) are now WDA holders, the preferred route for nursing homes to receive stock of adrenaline would be from a HB with an appropriate wholesale dealers authorisation. Powys Teaching Health Board has an agreement in place with Aneurin Bevan Health Board, so would be able to access stocks of adrenaline via this arrangement.

There is some evidence that this informal process is already being followed in some HB’s. This means it does not rely on nursing homes who have significant staff changes and GP surgeries who do not generally get involved in the day to day workings of nursing homes. 

It also gives most confidence and reassurance in the process of adrenaline supply so that Health Care Professionals and also Health Care Workers with relevant qualifications, are able to comply with the requirements for vaccinating the residents and peers within their nursing home. It will also allow the nursing home to actively treat anyone in the home that has an anaphylactic reaction to another allergen, which could potentially save lives.



Adrenaline is a medicine which when required needs to be available, but is something that is rarely used. It could be supplied in either of the two following ways;



1.  Supplying a box of 10 adrenaline. This is more cost effective than as individual ampoules as they are supplied from the manufacturer this way. Supplying in original packaging is also preferable as it preserves the integrity of the product, repackaged has safety time and resource implications, and renders the product unlicensed.

A box of 10 adrenaline 1:1000 1ml is £2.04 + VAT, approx. £2.44 per box



2. As part of a ‘shock pack’ which typically contains;

· two ampoules of adrenaline (epinephrine) 1:1000,

· four 23G needles 

· four graduated 1ml syringes (*syringes should be suitable for measuring a small volume). 



Packs would need to be checked regularly to ensure the contents are within their expiry dates.

Supplying a shock pack, as supplied to COVID-19 vaccination teams during the pandemic, for example cost £15.33 + VAT - approx. £18.40



As an example, in Aneurin Bevan UHB there are at present 50 nursing homes so the cost to that HB would be approximately

£18.40 x 50 = £920 over 2 years 

£2.44 x 50   = £122 over 2 years



While supplying ‘shock packs’ is more expensive than providing the adrenaline and necessary equipment to administer separately, it does supply a smaller number of adrenaline ampoules and has the additional benefit of convenience, providing the correct needles and syringes along with algorithm (see appendices) on use of the adrenaline, all together in one place.  In addition, it provides a level of assurance that nursing homes have the correct equipment and information in one ‘pack’ to support clinical practice, during an acute and life threatening episode.

Cost savings could be made if the packs were assembled by the HB and have the algorithm included with each pack, as is the case with the present shock packs.



In summary, providing adrenaline via HB’s, would provide reassurance that all nursing homes have adrenaline in stock and in date, for use in the event of an anaphylactic reaction amongst residents, staff or visitors.

Supplying the adrenaline free of charge to the nursing homes would ensure a consistent and safe approach across Wales, by ensuring it is available in all homes.  The delivery of Adrenaline from WDA(H) HB sites to nursing homes could be decided by each HB as logistics will differ. 







		Recommendations:	



		1. Adrenaline is supplied free of charge by a Health Board (HB) with a wholesale dealers authorisation (WDA) or where an agreement is in place with another HB

2. Adrenaline is supplied by HB’s as part of a shock pack, due to its convenience and inclusion of the adrenaline algorithm which supports safe clinical practice







	



		Appendices



Combined signed order purchase order Template





Algorithm on the use of Adrenaline in treating an anaphylactic reaction





Algorithm on the use of Adrenaline with vaccination programme





PGD Administration of adrenaline 1 in 1000 





Example of adrenaline protocol for Care Homes
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Signed order - purchase template.docx

Signed order or purchase order


For the supply of adrenaline to Nursing Homes to treat anaphylactic reactions and to comply with requirement of having adrenaline within the Home when seasonal vaccination programmes are being carried out in the Home


Signed order  					    Purchase order


			Surgery 


			


			Nursing Home


			





			Address


			


			Address


			





			Main Tel.


			


			Main Tel.


			





			Main Fax.


			


			Main Fax.


			





			Email


			


			Email


			











Please supply :


1 shock pack (3 adrenaline 1:1000 1ml ampoules plus syringes and needles)


Or 


3 ampoules of 1ml adrenaline 1:1000 


Signed order


			Prescriber


			





			Prof. no.


			





			Dated


			











or 


Purchase Order if requested by the Home


			[bookmark: _Hlk112065915]


			





			Manager/clinical lead


			





			Dated 


			











Supply/dispensed


			Pharmacy


			





			Pharmacist supplying


			





			Dated


			





			Cost


			£ 
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G2010Poster_Anaphylaxis.pdf

'] Resuscitation Council (UK)

Anap.hxlams ‘ Anaphylactic reaction?
algorithm .
Airway, Breathing, Circulation, Disability, Exposure
A 4
/Diagnosis - look for: )
* Acute onset of illness
+ Life-threatening Airway and/or Breathing
and/or Circulation problems
< And usually skin changes )
~ D
« Call for help
* Lie patient flat
* Raise patient’s legs )
p A 4 -
Adrenaline
\ * )
When skills and equipment available:
* Establish airway
* High flow oxygen Monitor:
« IV fluid challenge ° « Pulse oximetry
* Chlorphenamine ‘ *ECG
* Hydrocortisone ° * Blood pressure
1 Life-threatening problems:
Airway: swelling, hoarseness, stridor
Breathing: rapid breathing, wheeze, fatigue, cyanosis, SpO, < 92%, confusion

Circulation:  pale, clammy, low blood pressure, faintness, drowsy/coma

2 Adrenaline (give IM unless experienced with IV adrenaline) \ / 3 IV fluid challenge:
IM doses of 1:1000 adrenaline (repeat after 5 min if no better) Adult - 500 — 1000 mL

* Adult 500 micrograms IM (0.5 mL) Child - crystalloid 20 mL/kg
¢ Child more than 12 years: 500 micrograms IM (0.5 mL) )
« Child 6 -12 : 300 mi IM (0.3 mL Stop IV colloid
ild 612 years: micrograms IM (0.3 mL) if this might be the cause
* Child less than 6 years: 150 micrograms IM (0.15 mL) of anaphylaxis
Adrenaline |V to be given only by experienced specialists
Titrate: Adults 50 micrograms; Children 1 microgram/kg
4 Chlorphenamine 5 Hydrocortisone

(IM or slow V) (IM or slow V)
Adult or child more than 12 years 10 mg 200 mg
Child 6 - 12 years 5mg 100 mg
Child 6 months to 6 years 2.5mg 50 mg
Child less than 6 months 250 micrograms/kg 25 mg

5th Floor, Tavistock House North, Tavistock Square, London WC1H 9HR

Telephone (020) 7388-4678 o Fax (020) 7383-0773 e Email enquiries@resus.org.uk

www.resus.org.uk e Registered Charity No. 286360

March
2008
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MANAGEMENT OF ANAPHYLAXIS IN THE VACCINATION SETTING

This guidance has been extracted from the Resuscitation Council UK (RCUK) Anaphylaxis
guideline (2021) and Public Health England (PHE) advice in the Green Book. It has been
approved by RCUK, PHE, the British Society for Allergy and Clinical Immunology (BSACI)
and the Royal College of General Practitioners. Further information at www.resus.org.uk

Resuscitation
Council UK

GUIDELINES
—/ 2021

O

~

Anaphylaxis?

“ = Airway B = Breathing = Circulation B = Disability H = Exposure

Diagnosis
Look for:
¢ Sudden onset of Airway and/or Breathing and/or

Circulation problems
¢ And usually skin changes (e.g. itchy rash)

Call for help

« Ensure Ambulance or Resuscitation Team
called
« Lie patient flat (with or without legs elevated)
- A sitting position may optimise respiratory effort
in respiratory distress
- If pregnant, lie on left side

Give intramuscular (IM) adrenaline?

If ongoing treatment is required

If no improvement:
despite TWO doses of adrenaline:

» Repeat IM adrenaline every 5 min

. e Ensure Ambulance or

+ IV fluid bolus® Resuscitation Team called

e Repeat IV fluid bolus

e Further IM adrenaline every 5 min

e Get expert help to start an IV
adrenaline infusion

« Establish airway
« Give high flow oxygen
» Apply monitoring: pulse oximetry, ECG, blood pressure

1. Life-threatening problems

Airway
Swelling, hoarseness, stridor

Breathing
Rapid breathing, wheeze, fatigue,
cyanosis, SpO, <94%, confusion

Circulation
Pale, clammy, low blood pressure,
faintness, drowsy/coma

©Resuscitation Council UK and Public Health England, Dec 2020, updated Aug 2021

2.IM adrenaline

IM doses of 1 mg in 1 mL (1:1000) adrenaline

Adult and child >12 years: 500 micrograms IM (0.5 mL)
Child 6-12 years: 300 micrograms IM (0.3 mL)
Child 6 months to 6 years: 150 micrograms IM (0.15 mL)

Child <6 months: 100-150 micrograms IM
(0.1-0.15 mL)

(Adrenaline 1V to be given only by experienced specialists)

3. 1V fluid bolus
Use crystalloid

Adults:  500-1000 mL
Children: 10 mL/kg

Product code: COV2020380 1p 30K DEC (APS)
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Vaccines stimulate an immune response to cause protection. Most adverse events after vaccination are
due to this immune response and are not allergic. Allergic reactions can happen after vaccination, but
these are uncommon. Anaphylaxis following vaccination is rare, occurring at less than 1 per million doses
for vaccines in the UK. “COVID-19 vaccines” are new, so it is uncertain if the risk of anaphylaxis is higher
compared to other vaccines.

Anaphylaxis is a serious allergic reaction that is usually rapid in onset and may cause death. Severe

anaphylaxis is characterised by life-threatening compromise in airway, breathing and/or the circulation,
but may occur without typical skin features or circulatory shock being present.

Anaphylaxis is likely when all of the following 3 criteria are met:

—/ Sudden onset and rapid progression of symptoms

— Airway and/or Breathing and/or Circulation problems

—/ Skin and/or mucosal changes (itching, flushing, urticaria, angioedema)
Remember:

—/ Skin or mucosal changes alone are not a sign of anaphylaxis

—V/ Skin and mucosal changes can be subtle or absent in 10-20% of reactions
(e.g. some patients can present with only bronchospasm or hypotension)

Airway problems Breathing problems: Circulation problems:

> Airway swelling e.g. throat and | > Shortness of breath —increased | > Signs of shock: pale, clammy
tongue swelling causing difficulty | respiratory rate

in breathing and/or swallowing. > Significant tachycardia

Patients may feel their throat is > Wheeze (bronchospasm) and/

closing. or persistent cough > Arrhythmia

> Hoarse voice > Patient becoming tired with > Hypotension - feeling faint
the effort of breathing (dizziness), collapse

> Stridor (a high-pitched

inspiratory noise caused by upper | > Confusion due to hypoxia > Decreased conscious level or

airway obstruction) loss of consciousness

> Cyanosis (a late sign)
> Cardiac arrest

> Respiratory arrest

Fainting is relatively common following vaccination. Symptoms should resolve rapidly on lying flat. If
rapid recovery does not happen, treat as anaphylaxis and give IM adrenaline.

Faint Anaphylaxis
Onset Before, during or within minutes of vaccination Usually within 15 minutes, but can occur later
Features « Generalised pallor, cold clammy skin e ltchy skin rash / urticaria (wheals) or swelling
¢ Normal respiration - may be shallow, but not (angioedema) e.g. lips. face
laboured e Airway/Breathing symptoms (see above)
e Bradycardia, but with strong central pulse; e Tachycardia, with weak/absent central pulse;
Hypotension usually transient and responds to hypotension - sustained
lying the patient down ¢ Sense of “impending doom”; loss of
e Sense of light-headedness/dizziness, improves consciousness - with no improvement once
once lying down. Transient jerking of the limbs supine or head down position
and eye-rolling which may be confused with
seizure.

©Resuscitation Council UK and Public Health England, Dec 2020, updated Aug 2021 Product code: COV2020380 1p 30K DEC (APS)







Treatment of anaphylaxis is based on general life support principles:

—J/  Call for help immediately.
—/ Use the Airway, Breathing, Circulation approach to recognise and treat problems.

Intramuscular adrenaline is the first-line treatment for
anaphylaxis (even if intravenous access is available). IV adrenaline bolus
outside the context of cardiac arrest is dangerous.

> Give intramuscular (IM) adrenaline to treat Airway/Breathing/Circulation
problems.

> Do not delay initial treatment if the diagnosis is unclear: a single dose of IM
adrenaline is well-tolerated and poses minimal risk.

> Repeat IM adrenaline every 5 minutes if features of anaphylaxis do not resolve.

Further treatment of anaphylaxis depends on:

1. Location
Treating a patient with anaphylaxis in the community will not be the same as in an acute hospital. Dial
999 urgently for ambulance support and clearly state “ANAPHYLAXIS”.

2. Training of rescuers
All clinical staff should be able to recognise anaphylaxis, call for help and start treatment. Staff who give
immunisations should have annual updates in anaphylaxis management.

3. Number of responders
A single responder must always ensure that help is coming. If there are several rescuers, several actions
can be undertaken simultaneously.

4. Equipment and drugs available
An anaphylaxis pack normally contains at least:
> Two ampoules of adrenaline (epinephrine) Tmg/mL (1:1000)
> Four 23G needles and four graduated 1mL syringes
> Oxygen supply, with face masks suitable for children and adults and tubing.

A pack should be immediately available in each location where vaccines are being given, and should not
be stored in a locked cupboard or trolley. Check packs regularly to ensure the contents are within their
expiry dates.

Antihistamines and steroids are no longer recommended for the immediate management of
anaphylaxis, and do not need to be included in the emergency anaphylaxis pack.

In all healthcare settings, giving adrenaline by ampoule/needle/syringe is preferred, since auto-injectors
will only deliver a maximum of 300micrograms adrenaline while the appropriate dose in older children
and adults is 500micrograms. Some settings may prefer to use an auto-injector for the first dose used to
treat anaphylaxis, for speed and ease. If further doses of adrenaline are needed, give these by ampoule/
needle/syringe.

Patient positioning

Death can occur within minutes if a patient stands, walks or sits up suddenly.
Patients must NOT walk or stand during acute reactions. Use caution when
transferring patients who have been stabilised.

> Patients with Airway and Breathing problems may prefer to sit up.

> Lying flat with or without leg elevation is helpful for patients with a low blood pressure
(Circulation problem).

> Patients who are breathing normally and unconscious should be placed on their side
(recovery position). Monitor breathing and intervene if needed.

> Pregnant patients should lie on their left side to prevent aortocaval compression.

©Resuscitation Council UK and Public Health England, Dec 2020, updated Aug 2021 Product code: COV2020380 1p 30K DEC (APS)







Other supportive measures:
—/ Give further repeat doses of IM adrenaline every 5 minutes if symptoms do not resolve.
—/ Give oxygen and apply pulse oximetry (if available), to achieve oxygen saturations of 94-98%,
but do not delay giving oxygen while waiting for a pulse oximeter.
Severe upper airways obstruction is uncommon.
> Seek urgent expert help if there is airway obstruction.
> Nebulised adrenaline (5mL of Tmg/mL adrenaline) can be used to treat upper airways
obstruction but must not be prioritised over further IM adrenaline every 5 minutes.
—/ Bronchospasm - consider further inhaled bronchodilator therapy with salbutamol and/or
ipratropium, but must not be prioritised over IM adrenaline.
—/ A reduction in blood flow is common in anaphylaxis, even in the absence of obvious circulatory
compromise. Give a fluid bolus if there is an inadequate response to initial IM adrenaline, to
support tissue perfusion and drug delivery.

Possible cross-reactivity between vaccines and drugs

Antihistamines and steroids are no longer reccommended for management of
anaphylaxis. Some oral medicines used to treat more mild reactions contain the
same substances found in some vaccines (and which can cause allergic reactions).
Caution is recommended following allergic reactions to vaccines. In the UK, use
an oral liquid antihistamine (e.g. liquid cetirizine). Chlorphenamine tablets can
also be used, but these can cause drowsiness and therefore mimic symptoms of
anaphylaxis.

CARDIAC ARREST:
Recognise cardiac arrest has occurred if the person becomes unresponsive or unconscious, and breathing

is absent or abnormal.

—/ Start chest compressions as soon as cardiac arrest is suspected.

—/ Ensure expert help (resuscitation team or ambulance) has been called.

— Follow standard cardiac arrest guidelines (use IV/IO adrenaline in preference to IM route,
as per protocol), available at www.resus.org.uk.

BLOODS:
The specific test to help confirm a diagnosis of anaphylaxis is measurement of mast cell tryptase. Ideally,

three timed samples (serum or plasma, e.g. yellow top bottle) are needed:

1.An initial sample as soon as feasible, but do not delay starting resuscitation.
2.A second sample at 1-2 hours (but no later than 4 hours) from the onset of symptoms.
If possible, take 5-10mL extra for serum store to facilitate further investigations.

A convalescent sample should be obtained at least 24 hours after complete resolution (e.g. at follow-up
allergy clinic), to provide a baseline tryptase value.

SURVEILLANCE:
—/ Report all suspected vaccine-induced adverse drug reactions (ADRs) via the
MHRA’s Yellow Card scheme: https://coronavirus-yellowcard.mhra.gov.uk
—/ All patients with suspected anaphylaxis should be referred to an allergy clinic - see bsaci.org
for details of clinics.

This guidance has been extracted from the Resuscitation Council UK (RCUK) Anaphylaxis
guideline (2021) and Public Health England (PHE) advice in the Green Book. It has been
approved by RCUK, PHE, the British Society for Allergy and Clinical Immunology (BSACI)
and the Royal College of General Practitioners. Further information at www.resus.org.uk

©Resuscitation Council UK and Public Health England, Dec 2020, updated Aug 2021 Product code: COV2020380 1p 30K DEC (APS)
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Q G IG Bwrdd lechyd

Addysgu Powys
QB'D NHS | Powys Teaching

Health Board

Bronllys Hospital, Bronllys, Brecon, Powys, LD3 OLU

This Patient Group Direction (PGD) must only be used by registered health
professionals who have been named and authorised by their organisation to
practice under it. The most recent and in date final signed version of the PGD

should be used. Health professionals should always access the PGD via the
PTHB intranet to ensure that they are always working to the most up to date

version

Patient Group Direction
for the administration and possession by community staff of
Adrenaline 1:1000 (Epinephrine 1:1000)
by registered healthcare professionals
for
the treatment of anaphylactic reactions

in Powys Teaching Health Board or GP practices or Powys Out of Hours Services

This PGD is in place as a framework to guide local practice and training needs.

A PGD is not legally required for anyone to give intramuscular adrenaline 1:1000 for

the purpose of saving a life in an emergency.

Version number: PGD 00017-G

Bwrdd Iechyd Addysgu Powys yw enw gweithredol Bwrdd Iechyd Lleol Addysgu Powys

Powys Teaching Health Board is the operational name of Powys Teaching Health Board

Reference Number : PGD0017-G
Valid from: 17/02/2022

Review Date: 16/02/2024
Expiry Date: 16/02/2025
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Change history

Version
number

Change details

Date

PGDO0017

Initial issue

PGDO0017-A

Review issue

16/08/2006

PGD0017-B

Review issue - changes to Resuscitation Council
Guidelines 2008

17/10/2009

PGD0017-C

Review issue

01/03/2012

PGD0017-D

Review issue - title changed to Registered
Healthcare Professionals

01/11/2014

PGDO0017-E

Review issue - changes to resuscitation guidelines

01/12/2016

PGDO0017-F

Format changes as put in new PTHB PGD template
Added statement on front to clarify PGD not always
needed in the case of an emergency.

Updated information around ABCDE approach in line
with management of anaphylaxis procedure.

Minor amendments include:
e Title reworded to include for the treatment of
anaphylactic reactions
¢ Needle length of 40mm now recommended for
obese patients as per Powys anaphylaxis policy
e Added 500micrograms strength to auto-
injectors patients may have

11/02/2019

PGD0017-G

Review issue including:

e Following update of Resuscitation Guidelines
2021 (dose for children under 6 months of age,
treatment of refractory anaphylaxis)

e Modification to include management of
anaphylaxis in vaccination settings;

e Addition of glass prefilled syringe product

¢ minor wording changes, change in advice for
patient, updated safeguarding contacts.

17/02/2022

Reference Number : PGD0017-G

Valid from: 17/02/2022
Review Date: 16/02/2024
Expiry Date: 16/02/2025







PGD authorisation
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Lead

Dr Amanda
Edwards

Lead for PTHB -
Assistant Director
for Innovation and
Improvement

\—— 74A4E51A42E9473...

Amanda Edwards

Name Job title and Signature Date
organisation

Senior doctor Lead doctor for DocuSigned by 2/17/2022

Dr Kate Wright PTHB eate Wright

Chief Pharmacist Chief Pharmacist for |—oousineasy: 2/18/2022

Jachi seaton PTHB J71E8089DESS~6(;4MC£;?VL

Senior Executive Director | —oocusigneasy. 2/17/2022

representative of | of Nursing for PTHB | Lisw. Dawics

professional group D336EA91715840E...

using the PGD

Alison Davies

Clinical Governance | Clinical Governance |—vecusignedsy. 2/18/2022

Appendix A provides a practitioner authorisation sheet. Individual practitioners must

be authorised by name to work to this PGD.
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PGD adoption by the provider

Name

Job title and
organisation

Signature

Date
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Training and competency of registered health professionals

Qualifications
and
professional
registration

Practitioners must only work under this PGD where they are
competent to do so. Practitioners working under this PGD must
also be a registered professional with one of the following
bodies:

nurses and midwives currently registered with the Nursing
and Midwifery Council (NMC)

pharmacists currently registered with the General
Pharmaceutical Council (GPhC)

Note: This PGD is not relevant to privately provided
community pharmacy services.

chiropodists/podiatrists, dieticians, occupational therapists,
orthoptists, orthotists/prosthetists, paramedics,
physiotherapists, radiographers and speech and language
therapists currently registered with the Health and Care
Professions Council (HCPC)

dental hygienists and dental therapists registered with the
General Dental Council

optometrists registered with the General Optical Council

Practitioners must also fulfil the Additional requirements listed
below.

Check Appendix A — Staff Authorised to use this Patient Group
Direction

Reference Number : PGD0017-G
Valid from: 17/02/2022

Review Date: 16/02/2024
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Initial training
and knowledge
requirements

The administration of adrenaline injections 1:1000 and
knowledge of its uses, contraindications, and adverse
effects.

Competency to use Airway, Breathing, Circulation,
Disability, Exposure (ABCDE) approach to recognise and
treat problems.

The management and reporting of adverse drug reactions.
Relevant training which enables the practitioner to make a
clinical assessment to establish the need for the medication
covered by this PGD.

Additionally, practitioners:

must be authorised by name as an approved practitioner
under the current terms of this Patient Group Direction
before working to it

must have undertaken appropriate training for working
under PGDs for supply/administration of medicines

must be competent in the use of PGDs (see NICE
Competency framework for health professionals using
patient group directions)

must have completed Patient Group Directions training-
available via ESR

must be familiar with the product(s) and alert to changes
in the BNF and Summary of Product Characteristics

must have undertaken training appropriate to this PGD as
required by local policy

must have undertaken and completed Safeguarding of
Children, Young People and Vulnerable Adults - Training
and Competency Passport, at level applicable to the role.
must be competent in the recognition and management of
recognised adverse reactions, including anaphylaxis. Must
be competent in the administration of adrenaline and have
up to date Basic Life Support (BLS)/Paediatric BLS as
appropriate to settings skills.

must have access to the Patient Group Direction and
associated online resources.

THE PRACTITIONER MUST BE AUTHORISED BY NAME,
UNDER THE CURRENT VERSION OF THIS PGD BEFORE
WORKING ACCORDING TO IT.

THE DECISION TO ADMINISTER ANY MEDICATION
RESTS WITH THE INDIVIDUAL REGISTERED
PRACTITIONER WHO MUST ABIDE BY THE PGD AND ANY
ASSOCIATED ORGANISATION POLICIES.

Reference Number : PGD0017-G
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Competency e Evidence of ongoing PGD training to be submitted to Line
assessment Manager annually.

e Practitioners must be competent, recognise their own

limitations and personal accountability and act accordingly.

e Practitioners must make a self-declaration of competency

in their Personal Appraisal and Development Review
(PADR).

Staff operating under this PGD must review their competency

using the NICE competency framework for healthcare

professionals using patient group directions:
https://www.nice.org.uk/guidance/mpg2/resources.

Individuals operating under this PGD are personally

responsible for ensuring they remain up to date with the

use of all medicines included in the PGD - if any training
needs are identified these should be discussed with the
senior individual responsible for authorising individuals
to act under the PGD and further training provided as
required.
Ongoing e Update at least every 2 years, or earlier in response to new
training and local/national guidance, on the use of PGDs and adrenaline
competency injections.

e Practitioners must ensure they are up to date with relevant
clinical skills and management of anaphylaxis, BLS, with
evidence of appropriate Continued Professional
Development (CPD).

e Evidence of appropriate Continued Professional
Development (CPD) must be retained and made available
on request.

It is the responsibility of the healthcare professional to

maintain their own competency to practice within this

PGD.

Premises e PTHB premises
e GP practices
e Qut-of-hours services

Reference Number : PGD0017-G

Valid from: 17/02/2022
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Clinical condition

Clinical Anaphylaxis is a severe, life threatening, generalised, or
condition or systemic hypersensitivity reaction.

situation to
which this PGD | Adrenaline is the 1t line treatment for anaphylaxis.

applies Time of onset of an anaphylactic reaction depends on the type
of trigger.

Use the ABCDE approach to assess and treat the patient.
Airway, Breathing, Circulation, Disability and Exposure.

Administer intramuscular adrenaline (IM injections) for
Airway/Breathing/Circulation problems.

For all occurrences seek medical aid urgently. Dial 999
and request urgent paramedic attendance.

See: Appendix B - Resuscitation Council Guidelines - Initial
treatment algorithm and
Appendix C - Management of anaphylaxis in the
vaccination settings.

Where skills and equipment are available give oxygen at the
highest concentration possible as soon as available using a
mask with an oxygen reservoir.

Consider inhaled salbutamol or ipratropium therapy if the
person is wheezy (especially in people with known asthma) -
refer to PGDs: PGD0162_Inhaled Salbutamol,
PGD0046_Salbutamol Nebules, PD0167_Ipratropium nebules)
NB. This PGD is in place as a framework to guide local practice
and training needs. A PGD is not legally required for anyone to
give intramuscular adrenaline (1mg/1ml) for the purpose of
saving a life in an emergency.

It is the responsibility of the administering healthcare
professional to ensure that the patient is within the
inclusion criteria, and that there are no reasons for
exclusion before proceeding with the treatment.

If there is any reason for concern, seek medical advice.

Inclusion Adrenaline should be given to all patients with life
criteria threatening features.

Use the ABCDE approach to recognise and treat an
anaphylaxis reaction.

Reference Number : PGD0017-G
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Review Date: 16/02/2024
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Patients exhibits clinical symptoms in response to an allergen.
A known allergen supports the diagnosis.

IM adrenaline should be given as early as possible to
alleviate symptoms.

Anaphylaxis is likely when all the following 3 criteria are met:

o Sudden onset and rapid progression of symptoms

o Life threatening Airway and/or Breathing and/or
Circulation problems.

o Skin and/or mucosal changes (flushing, urticaria,
angioedema).

o Repeated treatment for A/B/C after 5 minutes since the
previous dose if problems persist.

Patients can have either an A or B or C problem or any
combination.

Life threatening Airway/Breathing/Circulation problems (in line
with PTHB anaphylaxis procedure):
A-Airway problems:

o Airway swelling, e.g. throat and tongue swelling
(pharyngeal/laryngeal oedema). The patient has difficulty
in breathing and swallowing and feels that the throat is
closing up.

o Hoarse voice

o Stridor - high-pitched inspiratory noise caused by upper
airway obstruction

B-Breathing problems:

o Increase work of breathing

o Wheeze

o Fatigue

o Cyanosis

o 5p02<94%

o Respiratory arrest

C-Circulation problems:

o Low blood pressure

o Signs of shock

o Confusion

o Reduced consciousness, dizziness

o Cardiac arrest.

NB. There is a range of presentation from anaphylaxis, from
anaphylaxis with predominantly asthmatic features, to a pure
acute asthma attack with no other features of anaphylaxis.
Life-threatening asthma with no features of anaphylaxis can be
triggered by food allergy.

Anaphylaxis can also present as a primary respiratory arrest.
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Valid from: 17/02/2022

Review Date: 16/02/2024
Expiry Date: 16/02/2025








DocuSign Envelope ID: 93069FAA-990F-46EA-BE95-D12D39D114EC

D - Disability problems:

o Airway, Breathing and Circulation problems can all alter
the patient’s neurological status because of decreased
brain perfusion leading to a new disability.

o There may be confusion, agitation and loss of
consciousness. Patients can also have gastro-intestinal
symptoms (abdominal pain, incontinence, vomiting).

Assess as part of the Exposure when using the ABCDE
approach.
o They are often the first feature and present in over 80%
of anaphylactic reactions
o They can be subtle or dramatic
o There may be just skin, just mucosal, or both skin and
mucosal changes.
o There may be erythema - a patchy, or generalised, red
rash.
o There may be urticaria which can occur anywhere on the
body.
Remember:
o Skin or mucosal changes alone are not a sign of an
anaphylactic reaction
o Skin and mucosal changes can be subtle or absent in up
to 20% of reactions (some patients can have only a
decrease in blood pressure, i.e. a Circulation problem).
e Informed consent received/obtained.

Consent to treatment

if the patient is unable to give consent due to a life-threatening
situation, or if parents or guardians are not present, Adrenaline
1:1000 injection should be administered where treatment is
judged to be in the best interests of the patient.

In the context of the clinical scenario described in this
PGD the patient may not be able to make an informed
choice nor consent to treatment. Therefore, the clinician
should act in the best interests of the patient at all times
and within their professional competency and code of
conduct.

Refer to PTHB Consent to Treatment and Examination Policy.
In case of any doubt, contact medical team or emergency
services.

Any vulnerable adult or child protection concerns should be
referred to Safeguarding and PTHB safeguarding policies and
the Minor Injury Unit guidelines followed, where appropriate.
Where there are safeguarding concerns (Child Protection or
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Protection of Vulnerable Adults, POVA) advise from the local
Safeguarding team should be sought (see below).

Exclusion
criteria
(Exclusion under
this Patient Group
Direction does
not necessarily
mean the
medication is
contraindicated,
but it would be
outside its remit
and another form
of authorisation
will be required)

There are no absolute contraindications to adrenaline in

a severe allergic reaction involving the airway or

circulatory collapse.

e If cardiac arrest has occurred. Treat the cardiac arrest i.e.,
don’t stop CPR to give IM adrenaline

e Inducible laryngeal obstruction (formerly known as vocal
cord dysfunction) does not respond to adrenaline

e ACE inhibitor induced angioedema (may be life-threatening
but does not respond to adrenaline)

e Refractory anaphylaxis — refer to secondary care only

Non-life-threatening conditions (these usually respond to

simple measures):

e Faint (vasovagal episode)

e Panic attack

e Breath holding episode in a child

e Idiopathic (non-allergic) urticaria or angioedema

Victims of previous anaphylaxis may be particularly prone to
panic attacks if they think they have been re-exposed to the
allergen that caused a previous problem.

Diagnostic difficulty may occur e.g., with vasovagal attacks

following immunisation, but the absence of rash, breathing

difficulties, and swelling are useful distinguishing features, as is

the slow pulse of a vasovagal attack compared to a rapid pulse

of a severe anaphylactic episode

¢ Condition outside of the clinical situation criteria

¢ No valid consent or patient/representative refuses
treatment.

Individuals for whom valid consent, or ‘best-interests’ decision,
in accordance with the Mental Capacity Act 2005, has not been
obtained or received. Refer to sections “Action to be taken if
patient is excluded or “Action to be taken if patient declines
treatment”.

Cautions
/reasons for
seeking further
advice from a
prescriber

NB. Cautions listed are only for non-life-threatening situations.

Where a caution is present the practitioner should be
aware of the possible effects of administration but
should continue to administer where the benefit
outweighs risk.
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Contact the local senior on call clinician for advice on the
below if required.

Refractory anaphylaxis:

There is large inter-individual variability in the response to
adrenaline.

In clinical practice, it is important to monitor the response;
start with a safe dose (see below) and give further doses if a
greater response is needed.

Pallor can occur following adrenaline, due to vasoconstriction.
This might be misinterpreted as ongoing cardiovascular
compromise or anaphylaxis and thereby can increase the risk
of adrenaline overdose. This is a particular concern in
small children, who may remain pale following 2-3
doses of adrenaline. A significantly raised BP is a key
indicator of adrenaline overdose.

For management beyond initial treatment, it can be
helpful, if the situation allows, to establish medical and
drug history.

There are medications and conditions that can affect the
response to adrenaline treatment and therefore
subsequent management and should be recorded in the
patient record and any transfer documentation.

Following medical conditions, if medical history taken:
o Arteriosclerosis

Arrythmias

Cerebrovascular disease

Cor pulmonale

Diabetes mellitus

Elderly

Hypercalcaemia

Hypertension

Hyperthyroidism

Hypokalaemia

Ischaemic heart disease

Obstructive cardiomyopathy

Occlusive vascular disease

Organic brain damage

Phaeochromocytoma

Prostate disorder

Severe angina

Susceptibility to angle-closure glaucoma

Severe anaphylaxis may not respond to adrenaline in

patients taking beta blockers and the combination of non

0 OO0 0O O O OO0 OO OO OoOOoOOoO OoO O0oO O0oOO0
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cardioselective beta-blockers (e.g. propranolol) and
adrenaline can cause severe hypertension and
bradycardia — bronchodilator may be required. Refer to
PGD0162, PGD0164 or PGD0046.

o Adrenaline 1:1000 injection contains sodium
metabisulphite which can rarely cause allergic type
reactions and asthmatic episodes in susceptible
individuals.

o Elderly patients may be more susceptible to
cardiovascular side effects — observe closely.

o Use in the presence of ventricular fibrillation, cardiac
dilation, coronary insufficiency, organic brain disease or
atherosclerosis, except in emergencies where the
potential benefit outweighs the risk.

o Pregnancy and Breastfeeding:

o Adrenaline should only be used during pregnancy if
the potential benefits justify the possible risks to the
foetus

o Adrenaline should not be used during the second
stage of labour- adrenaline can inhibit contractions
and delay the second stage. It may also cause
uterine atony with haemorrhage.

o Adrenaline is distributed in breast milk. Breast-
feeding should be avoided in mothers receiving
adrenaline injection. Consult expert advice.

o Tricyclic antidepressants (e.g. amitriptyline) may
enhance the effects of adrenaline.

o Adrenaline should not be administered concurrently with
other sympathomimetic agents (possibility of additive
effects and increased toxicity)

o The risk of arrhythmias may be increased with drugs
such as digoxin, quinine, cocaine and tricyclic
antidepressants.

o Accidental intravascular injection may result in cerebral
haemorrhage

o Adrenaline should not be used in fingers, toes, ears, nose
or genitalia-risk of ischaemic tissue necrosis

o Intramuscular injections of adrenaline into the buttocks
should be avoided- risk of tissue necrosis

This list is not exhaustive. Practitioners should consult the SPC
for further information.

Under Section 128 and 130 of the Social Services and
Wellbeing (Wales) Act 2014, staff have a duty to inform the
Local Authority if they have reasonable cause to suspect that
an adult or child is at risk. Any vulnerable adult or child
protection concerns should be referred to Safeguarding and the
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Minor Injury Unit guidelines followed, along with PTHB
safeguarding policies. Consider discussing with GP.

Any safeguarding concerns need to be directed to Safeguarding

Hub:

e to generic email address:
PowysTHB.Safeguarding@wales.nhs.uk

and

e Central Safeguarding number: 07387 064356.

e Out of hours: 0845 0544847.

Advice can also be sought from local Safeguarding Leads:

e CNS for Safeguarding North Powys Office: 01686 617468;
mobile: 07964 132698

e CNS for Safeguarding South Powys Office: 01597 828773;
mobile: 07973 686520.

Arrangements Seek medical aid urgently.
for referral for

Dial n n medi ndance -
medical advice |° ial 999 and request urgent paramedic attendance

anaphylactic reaction.

e Record reason and any advice given and seek medical
advice.

e Explain reason, if possible to patient/carer.

Action to be Adrenaline can be lifesaving.
taktlandlfdpatlent e Explain reason to patient/carer.
exclude e Record reason and seek medical advice.
o If appropriate refer to GP / DGH /OOH, offer alternative
management, if appropriate.
Action to be e Explain consequences of refusing treatment.
taken if patient | ¢ Document refusal and any advice given. Complete a
declines Discharge Against Advice Form, if appropriate.
treatment e Inform or refer to GP/optician/follow local procedures as

appropriate.

e If patient has capacity to consent and refuses hospital
transfer then follow locally agreed pathway.

e In the unlikley situation, if patient’s carer/representative
refuses treatment for the patient, the decision would be
overridden by a decision to treat in the individual’s best
interests in accordance with the Mental Capacity Act 2005.

e (Call 999 as appropriate.
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Details of the medicine

Name, form and | Adrenaline 1:1000 (Epinephrine 1:1000) solution for injection
strength of
medicine

Include Y for black
triangle medicines

Legal category POM

Indicate any off- | With IM use in children, adrenaline is used in the doses
label use (if provided in the BNF for the emergency treatment of acute
relevant) anaphylaxis in children up to 6 months, but these may differ
from those licensed.

Route/method Intramuscular

of administration NB. Do not give intravenous (IV) adrenaline in primary

care - refer to DGH.

e The best site for IM injection is the anterolateral aspect of
the middle third of the thigh or arm, depending on access.

e Give IM injections with the needle at a 90° angle to the
skin. The skin should be stretched not bunched.

e It should be injected into the limb opposite to the site of
the precipitating event (e.g., sting).

e A small volume syringe should be used.

e The needle used should be long enough to ensure the drug
is injected into the muscle.
o A 23G 25mm needle is suitable for all ages
o A 25G 16mm needle may be needed for pre-term or

small infants
o A longer length 38mm needle may be needed some
adults

e Do not use if the solution is discoloured.

e Check expiry date of the product.

e Check the correct strength of adrenaline injection has been
chosen

e A filter needle should be used to draw up the adrenaline
from the ampoule.
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Information for .
administration

Assess the response to treatment after 5 minutes —
measure vital signs (respiratory rate, oxygen saturations,
heart rate, BP, level of consciousness) if possible and
auscultate for wheeze to monitor the effect of treatment
and assess if further doses of adrenaline are required.

e Repeat the IM adrenaline dose after 5 minutes if there is
no improvement in the person's condition.

e If there is no improvement after two IM doses, give IM
adrenaline every 5 minutes until there has been an
adequate response.

e In patients receiving more than one injection of adrenaline,
the injection site should be rotated to minimise the risk of
tissue necrosis.

e Remove the trigger if possible.

e For example, remove the stinger after a bee sting. Early
removal is more important than the method of removal.

o After food-induced anaphylaxis, attempts to make the
person vomit are not recommended.

e Do not delay definitive treatment if removing the trigger is

children over 12
years

(dose reduced to
300 micrograms, if
child small or
prepubertal)

not feasible.
Dose and Adrenaline 1:1000 IM dose
frequency
Age Dose Volume
Under 6 months 100-150 0.1 - 0.15ml
micrograms
6 months- 5 years | 150 micrograms 0.15ml
6 years -12 years | 300 micrograms 0.3ml
Adults and 500 micrograms 0.5ml

(or 0.3ml if dose
reduced)

Some patients may have their own auto-injector preparations
- commonly 150 microgram, 300 microgram or
500microgram preparations.

In an emergency if the patient’s own adrenaline auto-
injector is the only adrenaline preparation readily
available, healthcare providers may use it, providing
they are familiar enough with the device to use it
correctly and safely.
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Quantity to be
administered
and/or supplied

Repeat the IM dose after 5 minutes if there is no
improvement in the patient’s condition (i.e. Breathing or
Circulation problems).

If after TWO doses no improvement, contact 999.

Maximum or
minimum
treatment period

Can be repeated every 5 minutes according to patient’s
response (see duration of treatment).

Storage

Store below 25°C
Protect from light

Drug
interactions

Refer to cautions section, BNF and SPC for details.

Adverse effects

NB. Remember adrenaline can be life saving.

Refer to BNF or SPC via medicines.org.uk for complete list.

Report any suspected adverse reactions to a doctor.

If serious adverse effects are noted, complete a Yellow Card
(found in the BNF) or submit online through the MHRA
website. www.mhra.gov.uk/yellowcard

e Report via Once for Wales Reporting System

e Anaphylaxis reaction may be reported to Anaphylaxis
Registry (report via www.anaphylaxie.net or
anaphylaxis.registry @ic.ac.uk)

Records to be
kept

Record consultation details as required by local procedures.
In addition, record:
e That valid informed patient consent to treatment was
obtained or a decision to treat was made in the individual’s
best interests in accordance with the Mental Capacity Act
2005. Record name of representative who gave consent, if
appropriate. Record advice given and action taken, if
patient excluded or declines treatment.
Name, DOB and address of patient
Name and address of GP
Any medical and drug history taken (if established)
A detailed description of the reaction with circumstances
and timings and if possible potential trigger and all
administered treatments and the times thy were given.
e Any advice received from medical team
e For administration:

o Date and time of administration.

o Detail injection site, route, volume and strength of

adrenaline administered.
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o Product name, manufacturer, batch number(s) and
expiry date(s).
o Name and signature of registered health professional
responsible for administration
e Any reasons for exclusion or referral, including actions
taken.
e Details of any adverse reactions and actions taken.
e Any advice received from medical cover and advice given
to patient / carer.
e Examination finding/s, where relevant.
e Any known allergies and nature of reaction.
e Record that medication was administered via Patient Group
Direction (PGD), record PGD version humber
e If individual was not treated under PGD record action
taken. Record PGD title, number and version that is being
used.

Records should be signed and securely kept for a defined
period in line with local policy.

All records should be clear, legible and contemporaneous.

A record of all individuals receiving treatment under this PGD
should also be kept for audit purposes in accordance with
local policy.

Patient information

Written/verbal
information to be
given to patient
or carer

If/when the situation allows, explain indications,
contraindications, and cautions.

Reassure the patient - tell them that they are having an
anaphylactic reaction and you can treat it.

NB. All patients should be advised to seek medical review /
contact their GP if there are signs of complications.

Provide:

e information about anaphylaxis, including the signs and
symptoms of anaphylaxis

e information about the risk of a biphasic reaction (and clear
instructions to return to hospital if symptoms return)

e information on what to do if anaphylaxis occurs (use the
adrenaline injector and call emergency services), (e.g.
Allergy Action Plans which can be downloaded at bsaci.org
or sparepensinschools.uk)

e patient information leaflet
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prescription of adrenaline auto-injectors or provision of
replacement(s) if they have been used

demonstration of the correct use of the adrenaline injector
and when to use it

advice about how to avoid the suspected trigger (if known)
information about the need for referral to a specialist
allergy service and the referral process

information about patient support groups

Advise:

Carry two adrenaline auto-injectors at all times and to
check the expiry dates and obtain replacements before
they expire. Expired injectors will be less effective.
Consider wearing some device, such as a bracelet (for
example Medic Alert), that provides information on their
history of anaphylactic reaction and trigger(s).

Information on what to do if an anaphylactic reaction
occurs. They should:

Use one adrenaline auto-injector and then call 999, ask for
an ambulance, and state 'anaphylaxis’, even if symptoms
are improving.

Lie flat with the legs raised in order to maintain blood flow.
If the person has breathing difficulties, they should sit up
to make breathing easier.

Use the second auto-injector if they don't start to feel
better 5 to 15 minutes after the first injection.

Advice on:

How to avoid the suspected trigger (if known).

The importance of the referral to a specialist allergy
service.

Information leaflets on anaphylaxis (Anaphylaxis
Campaign, NHS)

Follow-up advice
to be given to
patient or carer

Advise that an ambulance has been called and the patient will
need to go to hospital.

Arrange a review after the person has been treated or
discharged from hospital.

Ensure that the person has been offered:

o Referral to a specialist allergy service (age-appropriate
where possible) consisting of healthcare professionals
with the skills and competencies necessary to
accurately investigate, diagnose, monitor, and provide
ongoing management of, and patient education on,
suspected anaphylaxis.
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o An appropriate adrenaline auto-injector as an interim
measure before their specialist allergy service
appointment.

Two adrenaline auto-injectors should be provided.
The person should be given a demonstration of the
correct use of the adrenaline auto-injector and advice
on when to use it.
« Ensure the person has been given information on
anaphylaxis, including information on:
o The symptoms and signs of anaphylaxis.
o The risk of a biphasic reaction .
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Key references

1. BNF - accessed online February 2022
2. Resuscitation Council (UK) Emergency Treatment of Anaphylactic
Reactions — Guidelines for Healthcare Professionals, published May 2021;
available at www.resus.org.uk
3. Resuscitation Council (UK) Additional information for the treatment of
anaphylaxis following vaccination; published 2021; available at
WWW.resus.org.uk
4. Resuscitation Council (UK) Paediatric Cardiac arrest in vaccination
settings; revised August 2021
5. Resuscitation Council (UK) Management of Anaphylaxis In The
Vaccination Setting; published August 2021
6. Summary of Product Characteristics (SPC) available at
www.emc.medicines.org.uk:
e Adrenaline Injection BP 1/1000 (1mg/1ml) injection Hammeln
Pharma; last updated: 1s* April 2020
e Adrenaline (Epinephrine) 1:1000 Solution for injection (glass
prefilled syringe) Martindale Pharma, last updated: 11t February
2020
e Adrenaline (Epinephrine) 1:1000 Solution for injection (ampoule)
Martindale Pharma, last updated: February 2019
7. NICE Clinical Knowledge Summaries- Angio-oedema and anaphylaxis, last
revised: September 2021
8. PTHB Management of Anaphylaxis Procedure.
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Appendix A. Staff accredited to use this Patient Group Direction

Authorising Manager: I confirm that the practitioners named below have declared
themselves suitably trained and competent to work under this PGD. I give
authorisation on behalf of Powys Teaching Health Board or a Powys GP practice for
the named healthcare professionals below who have signed the PGD to work under it.

Practitioner: By signing this PGD you are indicating that you agree to its contents
and that you will work within it. PGDs do not remove inherent professional obligations
or accountability. It is the responsibility of each professional to practise only within
the bounds of their own competence and professional code of conduct.

I confirm that I have read and understood the content of this Patient Group Direction
and that I am willing and competent to work to it within my professional code of
conduct.

Name of health | Signature Senior representative Date
professional authorising health
professional

(Authorising Manager)

The authorising manager should retain a copy of the list and a copy must be sent to
the Medicines Management Team, PTHB, Bronllys Hospital, Powys LD3 OLU for audit
purposes.

The healthcare professional should retain a copy of the document after signing.
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Appendix B. Anaphylaxis algorithm.

o Resuscitation GUIDELINES
-4 Council UK — 2021

Anaphylaxis

n:.ﬂrﬂy E:Hlu‘l:hlng E:ﬂml.afnn E:M[ﬁr E:Bq:-:mre

+
Diagnosis - look for:
» Sudden onset of Airway and/or Breathing and/or
Circulation problenns”
= And usually skin changes (e.g. ibchy rash)

= Remove trigger if possible (2.g. stop any infusion)
= Lie patient flat (with or without legs elevated)

- A sitting position may make breathing easier

- i pregmant, lie on left side

L 2
Give intramuscular (IM) adrenaline’

aspect
rhiddle third of the thigh

= Establish airway
= Give high flow cxcygen

= Apply monitoring: pulse oximetry, ECG, blood pressure

If no response:
» Repeat IM adrenaline after 5 minutes
» IV fluid bolus®

If no improvement in Breathing or Circulation problems”
despite TWO doses of IM adrenaline:

= Confirm resuscitation tearn or ambulance has been called
» Follow REFRACTORY AMAPHYLAXIS ALGORITHM

1. Life-threatening 2. Intramuscular {IM) adrenaline 3. IV fluid challenge
problems Use adrenaline at 1 mg/ml (1:1000) concentration Use crystalloid
Airway Adult and child >12 years: 500 micregrams M (0.5 ml) Adults:  500-1000 mL
Hoarse voice, stridor Child 6-12 years: 300 micrograms [M (0.3 mil) Children: 10 mlL kg
Breathing Child & months to & years: 150 micragrams 1M (0015 ml)

‘twork of breathing, wheeze, Child <& months: 100150 micrograms IM {0.1-015 ml)
fatigue, cyanosis, 5p0, <34%

_ . The abvowe doses are for IM injection only.
m“ s of Intravenous adrenaline for anaphylaxis to be ghsen

ressure, rs W iali i I i

sl'bn-:k,m'lfFll.uiun. rudsl.Eud only by experieniced spedialists in an appropriate setting.

COMSCIoUSNESS
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Appendix C. Management of anaphylaxis in vaccination settings.

MANAGEMENT OF ANAPHYLAXIS IN THE VACCINATION SETTING

GUIDELINES
—2n

Anaphylaxis?

u:.ﬂi‘q u:m'-iiu E:tiu.ﬂaliu'l n:ﬁnbﬁr H:Eq:-nnl'n

2

Diagnosis
Lok fior:
+ Sudden anset of Alnway andior Breathing andior
Circulation problems*
+ And usLAll 5N changes (e.q. Rohy rash)

+

Call for help
= Ensure Amiulance or Resusciation Team
called
= Lie patient fiat (with or without legs elevated)
- A sifting poskion may optimiss respiratory =fort Jt& '
In respiratony disiress

- If pregnant, lie on jeft side @ @ @

+

Glve Intramuscular (IM) adrenaline?

2

If no improvement:
« Repeat IM adrenaline every S min
« IV fuld bolus?

» Geteypest help o stard an WV
adrenaline infusion

= Estabilsh alraay
& Ghve high fiow ouygen
& Appily manhodng: pulse comety, ECG, biood pressure:

1. Lifu-thraataming problaems 2, M adrenaline 3. I fluid bolus
Arway IM doses of 1 mg in 1 miL (1-1008] adrenaline Usa crystalloid
Sweallireg, hoarsaess, strdor Adulf and shilld >12 years: 500 micrograms B (0.5 mL)

Adubes:  500-1000 ml
Bruzthing Chlld B-12 ynars: 300 micrograms B {0.3 ml} Childrare 10wl kg
Rapid braathing, wheaa, fatigua, Chlld 8 monhs fo 8 years: 150 micrograms I8 {0015 miL)
cyanosis, Spi, <049, oeusian Calld <8 months: A00-150 micrograms 1M
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ENTER ORGANISATION NAME














Protocol for the Administration of Adrenaline 1:1000 during Anaphylactic shock by Qualified Nurses in a Nursing Home





Purpose of Protocol





To enable suitably trained qualified nurses  working for ENTER NAME OF CARE HOME who have knowledge of the ENTER NAME OF CARE HOME policy on the Management of Anaphylaxis to administer Adrenaline 1:1000 during anaphylactic shock.





Anaphylaxis is an emergency situation – dial 999 and call for assistance immediately











Staff Characteristics 








			Staff Group (s):


			Qualified Nurses








			Additional Requirements:


			· Training and competence in the correct procedure of administering medication via intra-muscular injection.


· Knowledge of the ENTER NAME OF CARE HOME policy on the Management of Anaphylaxis in the Community


· Completion of a validated course on Basic Life Support and Treatment of Anaphylaxis


· Other relevant training (as outlined below)











			Continuing Training Requirement:


			· Annual updates in Basic Life Support and the treatment of anaphylaxis


· Demonstration of competence in relation to this medication within PDP and appraisal process


· Annual immunisation update















































Clinical condition








			Clinical Condition to be Treated:


			Anaphylaxis (a severe reaction) precipitated by the administration of medicinal products


· Including vaccines, antibodies and iron injections


· Or direct contact with other allergens (e.g. peanut allergies, insect bites, latex)








			








General signs:





Cardiovascular:





Upper airway obstruction:











Lower airway obstruction:











Skin:














			The following symptoms are suggestive of anaphylaxis:





Pallor, limpness, apnoea





Profound hypotension in association with tachycardia 





Angio-oedema – swelling of the lips, face, neck and tongue, difficulty in breathing, speaking, swallowing, hoarseness, stridor





Subjective feelings of retrosternal tightness and dyspnoea; bronchospasm – audible expiratory wheeze. 





Urticaria – itchy wheals with erythematous edges and pale blanched centres. Peripheral oedema.





Onset of anaphylaxis could be up to 72 hours following exposure to allergen.





N.B. IF IN DOUBT TREAT AS ANAPHYLAXIS








			Criteria for inclusion:


			All patients with anaphylaxis – see differential diagnosis flow chart in the ‘Green Book’ Immunisation against infectious disease








			Criteria for exclusion including contra-indications:


			Syncope (fainting), convulsion


Symptoms of fainting are not an indication for anaphylaxis treatment








			Adverse Reaction – relevant warning (including potential adverse reaction):


			Side effects:


Anxiety, tremor, tachycardia, cold extremities, hypertension and pulmonary oedema, nausea, vomiting, excessive sweating and dizziness.






































			Recommended treatment, route and legal status


			Adrenaline 1:1000 (1mg/ml) 1ml ampoule and mini-I-Jet pre-filled syringe administered by intra-muscular injection





Prescription Only Medicine.





Address airway management and hypotension as soon as possible


For conscious patients: Help a conscious casualty to sit up in the position that most relieves any breathing difficulty. Otherwise lie patient down on a flat surface with legs raised. Check central pulses - if these are strong this suggests a faint.


If patient becomes unconscious; Open airway, check breathing, place patient in recovery position.


If pulses are weak/absent: Instruct support staff to call 999 for paramedic assistance. Administer Adrenaline intramuscularly if required. Summon other staff with first aid training to assist. If appropriate begin CPR once ambulance has been called.


Do not leave patient alone. If no alternative, leave patient in recovery position to summon help.








			Dosage and criteria:





Administer adrenaline injection. If appropriate, begin CPR. Absolute accuracy of the small dose is not essential.


			


Age





			


Dose of Adrenaline


1:1000





			


			Adult


			         0.5ml





			Frequency of Administration:


			Prompt injection of adrenaline is of paramount importance when anaphylaxis is indicated.





The dose may be repeated if necessary, at 5 minute intervals, up to a maximum of 3 times according to the patient’s condition, until improvement occurs.








			Follow up Action:


			All patients with anaphylaxis should be referred to hospital for further treatment 



































Adverse Reactions





Nurses must ensure the availability of an Anaphylactic shock pack or Adrenaline 1:1000.





If anaphylactic reaction occurs:





· Give treatment in accordance with this protocol and the PCT policy on the Management of Anaphylaxis in the community 


· Record in patients notes, including details of dosages and batch numbers of all medicines administered – vaccine and adrenaline


· Inform patients General Practitioner as soon as possible


All cases should be reported to the Committee on Safety of Medicines using the Adverse Drug Reaction Yellow Card scheme by the immuniser








Relevant Training





1. The Nurse will have attended training covering the following aspects of the administration of adrenaline 1:1000


· Appropriate anatomy and physiology


· Correct procedure for the Administration of Adrenaline 1:1000 by intra-muscular injection


· Drug storage requirements


· Cautions and side effects related to the administration of adrenaline 1:1000


· Documentation, record keeping and reporting adverse reactions


· Legal aspects of drug administration





2. The Nurse will have successfully completed training to administer influenza and pneumococcal vaccinations to adults course; a course including Basic Life Support and an assessment of competence at performing CPR and underpinning knowledge of consent issues.








Clinical aspects








The following will be required:





1. Patient identification – required prior to the administration of medication


2. Consent – Nurses are advised to familiarise themselves with the ENTER NAME of Care Home Consent Policy and the pre- immunisation questionnaire consent forms


3. Record Keeping – The following should be recorded in the patients notes and the GP informed in order for the Surgery to record on the computer system according to the GP practice system


· Name of drug, dose, route and site of administration


· Date administered


· Batch number and expiry date


· Signature of person administering – written or electronic.


4. Advice to be given to the patient – explain procedure and course of action


5. Follow up – All patients with anaphylaxis should be referred to hospital for further treatment








Significant events








Any significant event which occurs during or as a result of administration of medication must be reported to the Practice Manager / General Practitioner (GP employee) or the Registered Nurse / Manager (PCT employee), and the incident reported via the PCT significant event reporting framework.








Nurses must be familiar with the following documents:


ENTER ORGANISATIONS DOCUMENTS AS APPROPRIATE e.g.





· Consent Policy


· Documentation Policy


· Significant Event Reporting Policy


· NMC Guidelines for the Administration of Medication 2004


· NMC Guidelines for Records and Record Keeping 2004








References





Immunisation against Infectious Disease (Green Book) DOH 2006


Liverpool PCT Education Package 2006


UK Guidance on Best Practice in Vaccine Administration. 


Shire Hall Communications 2002








This protocol has been devised by:








Signature:





Date:








Signature:





Date:








This protocol has been accepted by ENTER ORGANISATION NAME Medicines Management Group:





Signature





Date:








Review: It is the responsibility of the lead of the staff groups to whom this protocol applies to ensure the review process takes place.





This protocol becomes valid on ENTER DATE and becomes due for review on ENTER DATE
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Example - Administration of Influenza (Flu) Vaccines to Care Home Staff

Standard Operating Procedure 



1. Introduction 



Influenza or Flu as it’s commonly referred to, is an acute viral infection of the respiratory tract and is highly infectious. Symptoms consist of a sudden onset of fever, chills, headache muscle aches and extreme fatigue. Other common symptoms include a dry cough, sore throat and stuffy nose.[footnoteRef:1] Individuals who are generally healthy usually recover within 2-7 days.  [1:  The Green book of immunisation - chapter 19 influenza (publishing.service.gov.uk)] 




However, in individuals with an underling health condition, such as those who are frail or immunocompromised, influenza can be complicated by secondary infections such as pneumonia. Flu immunisation is particularly important for care home staff as it will improve the general respiratory health of the staff and help to protect their colleagues and residents. Care home staff are entitled to a free flu vaccine annually. 



2.  Scope 



 This Standardised Operation Procedure (SOP) applies to Registered Nurses (RN) who;



· have a responsibility for administrating flu vaccines to staff employed within [ NAME OF CARE HOME] aged 18 or over 

· have received additional training as outlined in section 4

· have been assessed as competent in the administration of flu vaccines



3.  Aim



The aims of this SOP are to ensure care home staff 



· Are offered access to flu vaccines in a timely way

· Understand the benefits of receiving a flu vaccine in relation to themselves, residents, other colleagues and members of their family/social circle

· Receive safe administration of immunisations, in accordance with the Nursing Midwifery Council (NMC) Code of professional conduct[footnoteRef:2], the Royal Pharmaceutical Society (RPS) Professional Guidance on the administration of medicines in healthcare settings[footnoteRef:3] and the RPS Professional guidance on the safe and secure handling of medicines[footnoteRef:4]. [2:  The Code: Professional standards of practice and behaviour for nurses, midwives and nursing associates - The Nursing and Midwifery Council (nmc.org.uk)]  [3:  Admin of Meds prof guidance.pdf (rpharms.com)]  [4:  Professional guidance on the safe and secure handling of medicines (rpharms.com)] 




4. Education and training



4.1 All staff involved in administering vaccinations must have completed the appropriate immunisation training and be able to demonstrate competency. In addition, it is a requirement for all immunisers to attend an annual update on immunisation and be up- to -date with statutory and mandatory training including infection prevention and control. 



4.2 The required training to safely administer flu immunisations consists of;

· Flu immunisation training (Flu Two) suitable for new and experienced immunisers

· Basic Life Support (BSL)

· Management and recognition of Anaphylaxis

· Aseptic Non Touch technique (ANTT)



4.3 The above e learning modules can be accessed via Learning@Wales (nhs.wales)



4.4 New immunisers will require a period of supervised practice to allow observation, and development of, clinical skills and application of knowledge to practice (PHW 2021). The supervisor must be a registered, appropriately trained, experienced and knowledgeable practitioner in immunisation. All new flu immunisers should complete a competency assessment (Appendix A) as part of the sign off process for competency. They should be supervised administering the vaccine until both they, and their supervisor, are confident that they have the necessary knowledge and skills to administer vaccines safely and competently.  



5. Anaphylaxis



5.1 Anaphylaxis is a rare but potentially life-threatening condition which can occur following a vaccination. It occurs in less than 1 per million doses for routine vaccines in the UK. Therefore, anyone administrating a vaccine must be trained in the signs and symptoms of anaphylaxis. Anaphylaxis is treated with an intramuscular injection of adrenaline. This can be administered by anyone when it is being used for the management of anaphylaxis.

5.2 Adrenaline must always be immediately available before any vaccine is given. Care homes registered with Care Inspectorate Wales (CIW) as providing nursing care are eligible to receive stocks of adrenaline and to keep it as stock. 



6. Preparation prior to immunisation 



6.1 Prior to the administration of immunisations the Registered Nurses and/or Care Home Manager must;



· Review and ensure they meet the requirements of the legal authority for the administration of the flu vaccine which is via the National Protocol (national-protocol-for-inactivated-influenza-vaccine.pdf (gov.wales) up until the 31st March 2023.

· Inform the health Board Local Immunisations coordinator that they will be offering flu vaccinations to their care home staff via  [INSERT CONTACT DETAILS FOR LOCAL VACCINATION TEAM]

· Agree which vaccines the home will require based on JCVI recommendations. For the flu season 2022/23 the recommended vaccines and categories are as below:



        [image: ]



· The care home must also consider if there are any groups of care home staff that they will not provide vaccinations to. This may be due to for example the need to obtain a different vaccine e.g. for people with an egg allergy, or if there are concerns about the availability of vaccines 

· Liaise with health board to arrange vaccine delivery[INSERT CONTACT DETAILS FOR LOCAL VACCINATION TEAM]  and agree how many vaccines will be provided at a time, ensuring there is sufficient room in the medical fridge to store the vaccines safely. 

· Ensure there is access to adrenaline (Appendix B (FAQ) which depending on arrangements may be via the GP practice, Health Board or ordering directly.

· Ensure there is a medication fridge available which can be monitored to ensure flu vaccines are maintained at the correct temperature and that there is a system in place to record fridge temperatures (Appendix C)

· Have assessed the care home to ensure it meets the Resuscitation Council UK minimum training requirements which are;

· immediate access to an individual with defined minimum knowledge and skills i.e., a Registered Nurse who has undertaken BLS and Anaphylaxis training

· a local risk assessment to include access to emergency services – i.e., access to a landline or mobile phone so assistant can be summoned 

· the immediate availability of oxygen is not an absolute requirement for vaccination settings[footnoteRef:5]. [5:  Resuscitation Council UK Additional information for the treatment of anaphylaxis following vaccination] 


· Ensure any RN administrating flu vaccines have undertaken the appropriate training and are competent to do so

· Consideration of any impact on the care homes insurance which may occur as a result of administrating flu vaccines to care home staff



6.2 Provide information to care home staff about;



· why a flu vaccine is being offered, the benefits and risks.

· the type of vaccines that will be offered. 

· when, where and how to access the vaccine.



General information about the flu vaccine can be accessed here



7. Administration of flu vaccine



7.1 Prior to the administration of a flu vaccine to a care home staff member, the RN must;



· ensure that the person has consented to receiving the vaccine (Appendix C) 

· Check that the legal authority to administer the vaccine is in place which is via the National Protocol (national-protocol-for-inactivated-influenza-vaccine.pdf (gov.wales) up until the 31st March 2023.

· Check that there are no contraindications to the member of staff receiving the vaccine (Appendix C) e.g. confirmed anapphylatic reaction to the vaccine or any of its components, or if the person is acutely unwell or if the correct vaccine is not available in line with vaccination JCVI recommendations. Further information on contraindications can be found in the Green Book – Chapter 19, p.20.

· Ensure that flu vaccines are available and have been maintained at the correct temperature by reviewing the fridge monitoring logs

· Small quantities should only be removed from the fridge at a time to prevent the cold chain from being compromised and used within 20 minutes (NHSE recommendation) This will prevent the wastage of vaccines.



7.2 Gather the required equipment;



· Adrenaline pack containing Adrenaline1:1000 (1mg in 1ml), four 23G needles and four graduated 1ml syringes 

· Small, portable sharps box (yellow lid) or see below table 

· Plastic tray 

· Cotton wool balls 

· Alcohol based hand rubs (liquid or gel/foam) 

· Flu vaccine 

· Yellow tiger bag (or equivalent) for “offensive” waste stream

















7.3 Administration of flu vaccine

[image: Deltoid injection site - UpToDate]                Wash hands/use alcohol hand gel unless hands visibly dirty

Check the vaccine identity and expiry date. 

Identify site for immunisation e.g., deltoid muscle



Gloves and aprons are not required unless there is anticipated contact with blood or body fluid or non-intact skin. This is considered a minimal contact procedure

















Clean skin does not need swabbing, but if visibly dirty, the area can be washed using soap and water and dried prior to immunisation.



Administer flu vaccine into the deltoid muscle



Withdraw the needle and dispose of empty syringe in a sharps box (yellow lid) – see additional information below about how to manage healthcare waste following vaccination 







		Description of waste

		Type of Waste Stream



		Used cotton balls/ PPE used to vaccinate where blood and body fluid anticipated









		[image: ]Offensive waste stream





		Clinical Sharps and injecting equipment



Needles, syringes and other sharps

		[image: https://www.sharpsafe.co.uk/content/uploads/resized/4L-Y-UK-0bd92050e4295a2bf78c28cbc0a3260f.jpg] Sharps container









Apply gentle pressure to any bleeding, but do not rub or massage the site



Perform hand hygiene with alcohol-based hand rub (must be performed between vaccinating each individual)



Observe the member of staff until satisfied that they have recovered from the procedure and are not experiencing any immediate adverse reactions. 



Give post immunisation advice including any possible side effects and how these can be managed (Appendix C)



Provide slip from the bottom of form (Appendix C) about details of vaccine to the member of staff and advise them to share with their GP especially if they have a long term condition









7.4 Record keeping





Ensure the vaccine consent and record keeping form is completed



Provide slip from the bottom of consent form (Appendix C) about details of vaccine to the member of staff and advise them to share with their GP, especially if they have a long term condition





8. Incidents





8.1 Any errors or adverse reactions should be recorded in accordance with normal practice



8.2 Common errors related to immunizations may be due to issues with;



· Cold chain management i.e., where vaccines have been stored outside the recommended temperature range of +2°C to +8°C, 

· where there is doubt about the effectiveness of vaccination following a storage error,

· errors in vaccine preparation 

· errors in vaccine administration.



8.3 Recording and investigating reasons for errors is a key part of the continuous learning process. Any lessons learnt from errors or incidents should be shared with the wider team to support opportunities for learning and to minimise the risk of errors/incidents occurring in the future.



9. Useful resources



Influenza: the green book, chapter 19 - GOV.UK (www.gov.uk)

Mental Capacity Act 2005 at a glance | SCIE

Guidance: Anaphylaxis | Resuscitation Council UK

Vaccine resources for health and social care professionals - Public Health Wales (nhs.wales)

National Infection & prevention Control Manual https://phw.nhs.wales/services-and-teams/harp/infection-prevention-and-control/nipcm/







10. Other sources used in the development of this SOP

Public Health Wales (2020) Domiciliary Immunisations. Version 3





Public Health Wales (2021) Vaccine Preventable Disease Programme (VPDP) Flu Immunisation Training Recommendations for 2021/22 in Wales. Version 2. Available at:

https://phw.nhs.wales/topics/immunisation-and-vaccines/vaccine-resources-for-health-and-social-care-professionals/immunisation-training-resources-and-events/flu-immunisation-training-recommendations-for-wales-20212/ 









11. 




Appendix A Competency Assessment



All new flu immunisers should complete a competency assessment as part of the sign off process for competency. 

Example of competency assessments can be found below;





    


 Appendix B Anaphylaxis and Access to Adrenaline  

[image: ]

Information on treatment of anaphylaxis following vaccination developed by the Resuscitation Council UK can be found below;

Additional information on anaphylaxis following vaccination.pdf

Frequently asked questions on accessing adrenaline can be found below;

http://www.cpwales.org.uk/getattachment/Services-and-commissioning/Enhanced-Services/Seasonal-Influenza-Vaccination-Service/VPDP-FAQ-Care-Homes-and-adrenaline-FINAL.pdf.aspx?lang=en-GB



Appendix C Fridge monitoring & Management of the cold chain



Vaccines must be handled and stored in line with the manufacturer’s instructions. This relies on a key concept known as the cold chain, which reduces the risk of compromising the quality, efficiency and safety of the vaccine.



Understanding the cold chain and steps to maintain this is a key part of any training, education and assessment of competency. Farther information can be found below;



Storage, distribution and disposal of vaccines: the green book, chapter 3 - GOV.UK (www.gov.uk)





		When checking the fridge temperature ensure that the four ‘R’s are observed:

 



		Read 

	

		Check temperature at the same time daily and sign the sheet when completed.



		Record 



		Record temperature in standard fashion on a temperature monitoring chart. 





		Reset 



		Reset the temperature after each reading. 



		React 



		React if the temperature falls outside +2°C to +8°C 







An example of a cold chain policy is included below, vaccine logs and fridge temperature record charts are given below;








Example Vaccine Tracking Log;Vaccine Tracking Log: Influenza Vaccine

Please enter number of vaccines in and out of fridge, date and sign



		Date

		Time

		Number Out

		Number Returned

		Destination

		Name (Print)

		Running Total



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		















Example Fridge Temperature Record Chart

Name of Care Home…………………………………………………………………………………………………………

Site of Fridge…………………………………………………………………………………………………………

Month and Year……………………………………………………………………………………………………………

The temperature should be between +2 and +8°C. Check each working day. If the temperature is outside the recommended range, take appropriate action as per written procedure.

Remember Read, Record, Reset and React

		Date

		Time

		Current Temp

		Min Temp

		Max Temp

		Checked by

(Signature)

		Thermometer reset (tick)

		Comments



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		












Appendix D Example Vaccination Consent and Record Keeping Form
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1

1.1

2.1

3.1

3.2

3.3

4.1

Purpose

Certain population groups experience difficulty attending immunisation
sessions. The COVID-19 pandemic will also make it difficult for those
who are shielding to attend vaccination sessions. Conducting
domiciliary immunisations within the client’s home can greatly improve
the uptake of immunisations in these groups and offer a solution to
those who are sheilding.! It is recognised that guidelines are required
to minimise the health and safety risks of this activity and ensure that
healthcare professionals are following evidence based guidance. It is
not intended that this is a stand-alone document; it should be used in
conjunction with referenced documents within this text and the
relevant Patient Group Direction (PGD) or Patient Specific Direction
(PSD) and local policy.

Scope

These guidelines apply to all registered staff that have a responsibility
for delivering the national vaccine programme to clients within their
care. They offer a framework of guidelines to enable these staff to offer
immunisations to individuals (children or adults) who are unable to
attend health premises for vaccination.

Aim
To offer service users equal access to the immunisation programme.!

To encourage subsequent attendance for immunisation in mainstream
services, if they are able to do so safely.

To ensure the safe administration of immunisations in the domiciliary
setting, in accordance with the Nursing Midwifery Council (NMC) Code
of professional conduct, the Royal Pharmaceutical Society (RPS)
Professional Guidance on the administration of medicines in healthcare
settings and the RPS Professional guidance on the safe and secure
handling of medicines.?:34

Preparation prior to domiciliary
immunisation

Immunisation should only take place in premises where emergency
assistance can be summoned. For this reason the registered
healthcare professional should ensure that a landline or mobile phone
is available. Domiciliary immunisations can be given by one
registered healthcare professional; however some home
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4.2

4.3

4.4

4.5

4.6

4.7

circumstances may require an additional member of staff to maintain
a safe environment for vaccination. This decision is at the healthcare
professional’s discretion, subject to local health board guidelines,
following a risk assessment and knowledge of the client’s
circumstances. If on arrival at the premises circumstances are not
conducive to administering the vaccine in a safe environment then
the vaccine/s should not be administered and the appointment
rearranged.

All staff involved in administering vaccinations must have completed
the appropriate immunisation training and be able to demonstrate
competency as required by their local organisation.> In addition, it is a
requirement for all immunisers to attend an annual update on
immunisation.>

Although anaphylaxis following vaccination is extremely rare,® all staff
undertaking or assisting with domiciliary immunisation must have
evidence of having attended training in the recognition and treatment
of anaphylaxis and cardiopulmonary resuscitation (CPR) as per
employing organisations recommendations, and familiarise themselves
with the Resuscitation council UK guidelines.”

Registered Health Care Professional must ascertain that there are no
contraindications or postponements to the vaccination. If in doubt
specialist advice should be sought. Immunisers may need to refer to
the most current edition of the Green Book online and the electronic
updates.® It may be necessary to postpone the vaccination in certain
circumstances.

Identify which vaccines are outstanding/due, by performing a thorough
search via GP records and /or Child Health database. The PHE
algorithm-vaccination of individuals with uncertain of incomplete
immunisation status, should be used to identify the outstanding
vaccines required.

An appointment must be made either by telephone, in writing or
verbally agreed. During this contact, issues with the proposed
immunisation and reasons for non-attendance can be discussed. This
may also be due to difficulties accessing services, e.g. house bound
individuals or those who are being advised to shield due the current
COVID-19 pandemic.

An individual’s health history must be assessed (including parents,
carers and others living in the household) before a home appointment
can be made. It must be established that they are well, are not
displaying symptoms of COVID-19 or other infections, and are not self-




https://www.resus.org.uk/


https://www.gov.uk/government/organisations/public-health-england/series/immunisation-against-infectious-disease-the-green-book


https://www.gov.uk/government/organisations/public-health-england/series/immunisation-against-infectious-disease-the-green-book


https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status


https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status
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4.8

5.1

5.2

5.3

5.4

5.5

5.6

5.7

isolating because they are contacts of suspected or confirmed COVID-
19 cases.

Anyone with an acute febrile illness should not be immunised until the
condition has resolved.

Refer to your organisation’s lone working policy prior to visiting the
home.

Consent

Consent is valid if the person providing consent is offered as much
information as they reasonably need, in a format they understand, to
make their decision.® Immunisers should be aware of their local health
boards consent policy.

Healthcare professionals should ensure that the person providing
consent fully understands which immunisations are to be given; the
diseases against which they will protect; the risks of not proceeding;
the side effects that may occur and how these should be dealt with;
and any follow up action required.

Consent can be given providing that person is capable of consenting to
the immunisation and is able to communicate their decision.

Young people aged 16 and 17 are presumed, in law, to be able to
consent to their own medical treatment. Younger children who
understand fully what is involved in the proposed procedure (referred
to as ‘Gillick competent’) can also give consent, although ideally their
parents will be involved. If a person aged 16 or 17 or a Gillick-
competent child consents to treatment, a parent cannot override that
consent.?

There is no legal requirement for consent to immunisation to be in
writing and a signature on a consent form is not conclusive proof that
informed consent has been given, but it can serve to record the
decision and the discussions that have taken place with the person
giving consent either for themselves or on their child’s behalf.

Staff administering domiciliary immunisations should document that
information has been given to the patient with regard to the proposed
immunisation.

If a patient or parent declines to give consent to immunisation,
this should be clearly documented following local health board policy.
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5.8

6

6.1

6.2

7.1

The Mental capacity act 2005 provides a statutory framework for
people who lack capacity to make decisions for themselves, it sets out
a framework for who can make decisions and in which situations.1?

Equipment and documentation requirements
for domiciliary immunisations

Equipment:

Adrenaline pack containing Adrenaline1:1000 (1mg in 1ml) and
appropriate needles and syringes

Small, portable sharps box

Validated cool boxes and cool packs from a recognised medical
supply company should be used in conjunction with validated
maximum-minimum thermometers 8

Appropriate needles and syringes

Disposable receptacle

Disposable gloves

Cotton wool balls

Alcohol based hand rubs (liquid or gel/foam)

Appropriate vaccines (kept in original packaging)

0.9% sodium chloride (if vaccine splashed in eye) 11

Yellow bag for clinical waste 11

Mobile phone (if required)

Oxygen (only if recommended by local guidelines)

Personal Protective Equipment (PPE) for use in COVID-19 Pandemic!

Supporting documentation:

Child’s Health records/ Patient Held record/ GP record
o Specifically for any immunisations which is given to a child
under the age of 18 - unscheduled/scheduled computer forms
British National Formulary - current edition
Immunisation information leaflets/patient information leaflets

Transport of vaccines from a base
refrigerator for domiciliary immunisations

When vaccines need to be taken from a base refrigerator for domiciliary
immunisations, practitioners should refer to the health board’s current
advisory document on handling and storage of vaccines.!!

7.2 All vaccines required for a session should be removed from the

refrigerator at the same time to avoid frequent opening and closing of
the refrigerator door.




http://www.justice.gov.uk/downloads/protecting-the-vulnerable/mca/mca-code-practice-0509.pdf


https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control/covid-19-personal-protective-equipment-ppe
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7.3

7.4

7.5

7.6

7.7

8.1

Domestic cool boxes should not be used to store, distribute or transport
vaccines. Validated cool boxes and cool packs from a recognised
medical supply company should be used in conjunction with validated
maximum- minimum thermometers. Cool packs should be stored in
accordance with the manufacturer’s instructions, usually at +2°C to
+8°C (not a freezer compartment) to ensure they maintain the cold
chain at the right temperature. Ice packs and frozen cool packs should
not be used as there is a danger of these freezing some vaccine doses
during transit.

A validated cool box provides ongoing assurance that the vaccines will
be maintained within the cold chain temperature range (+2°C to +8°C)
during transport. Vaccines must be kept in the original packaging and
placed into a cool box with cool packs as per the manufacturer’s
instructions. This will prevent direct contact between the vaccine and
the cool packs and will protect the vaccine from any damage.

When transporting vaccines for a domiciliary immunisation the
immuniser is responsible for ensuring that only the amounts of
vaccines necessary for each session are removed from the vaccine
refrigerator. These should be placed quickly into the validated cool
boxes and opening must be kept to a minimum.

On arrival at the home, the vaccines should be left in the closed
validated cool box until required.8

Unused vaccines left over at the end of a vaccination session can be
returned to the vaccine refrigerator, provided there is evidence from
the temperature monitoring that the cold chain has been maintained.
Returned vaccines should be clearly labelled and dated and should be
used at the earliest opportunity.811

Administration of immunisations during
domiciliary visit

Appropriate PPE!? must be worn when attending the home. As in all
situations during the pandemic, guidance on infection control!3 should
be followed. The recommended PPE for administering all vaccines,
including LALV, is gloves, apron, fluid resistant (type IIR) surgical mask
and eye protection. Gloves and aprons are single use. Between
vaccination of individuals they should be disposed of and hand hygiene
performed!4. Fluid resistant (type IIR) surgical facemasks and eye
protection can be subject to single session use.!? Re-usable eye and
face protection is acceptable if decontaminated between single or





https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control


https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control





Public Health Wales Domiciliary Immunisation

8.2

8.3

8.4

8.5

9
9.1
9.2

9.3

single sessional use, according to the manufacturer’s instructions or
local infection control policy.4

For information on IPC measures refer to Public Health England
COVID-19 Infection, Prevention and Control (IPC) guidance.!3

Assess patient/client/carer’s capacity to consent to immunisation.

If there are any concerns regarding the capacity to consent, discuss
with the patients GP. In circumstances were an Elderly Mentally Infirm
(EMI) patient requires immunisation the GP should provide consent as
this individual lacks capacity to consent for themselves. The mental
capacity act describes this as acting in the best interest of the client.?:10

Prior to giving a vaccine the healthcare professional will ascertain that
no new circumstances have arisen which contra-indicate or require the
immunisation to be postponed.

Check with the patient, parent, guardian or appropriate carer about
the health of the individual and assess if patient is fit for vaccination,
especially with regard to COVID 19, pregnancy, illness, medication,
allergies, fever, previous reaction and any recent vaccinations.
Discuss with the patient, parent, guardian or appropriate carer:

The immunisation that is being offered and the reason for giving the
immunisation.

Common side effects likely to be encountered.
More serious potential side effects and what action to be taken.
Consent. The giving and obtaining of consent is a process and should

be revisited prior to vaccination. Consent remains valid unless the
individual who gave it withdraws it.

Immunisation procedure
Identify safe/clean area for mixing/drawing up of vaccines.
Wash hands/use alcohol hand gel and don PPE as appropriate!>.

Check and prepare vaccines. Check the vaccine identity and expiry
date. Freeze-dried vaccines should be reconstituted with the
appropriate diluents immediately prior to use and used within the
manufacturers recommended period.




https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control





Public Health Wales Domiciliary Immunisation

9.4

9.5

9.6

9.7

9.8

9.9

9.10

10
10.1

10.2

10.3

Identify site for immunisation appropriate to age and position child or
adult accordingly. Clean skin does not need swabbing, but if
visibly dirty the area can be washed using soap and water and dried
prior to immunisation.®

Dispose of needles and syringes and vials in a sharps box.!!

The healthcare professional must observe the patient until she/he is
satisfied that the patient has recovered from the procedure and is not
experiencing any immediate adverse reaction.

The patient/carer or parent/guardian of the patient must be advised on
how to seek medical assistance, if necessary, following the vaccination.

Give post immunisation advice which re-enforces information already
given prior to vaccination. This should detail possible side effects and
actions to be taken.

A record of the immunisation given must be documented in the
appropriate record(s) pertaining to that client e.g. Personal Child
Health Record (PCHR) Red book, Health Records, GP computer, Child
Health Department. Ensure all documentation is completed prior to
leaving the home and doffing of PPE is conducted as appropriate.t>

The registered healthcare professional must instigate immediate action
in the event of a serious adverse reaction to the vaccine.

Evaluation and Monitoring
Evaluation and audit at point of document review - 3 yearly

Audit / investigate any adverse incident reports in relation to
domiciliary immunisation

User feedback at professional meetings
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Security
Agency

Appendix C. Flu vaccinator competency
assessment tool

The competency assessment tool has been divided into 3 areas:

1. Knowledge.
2. Core clinical skills.
3. The clinical process and procedure for vaccine administration.

Vaccinators should be assessed against all the competencies relevant to the role assigned to
them. It is recognised that not all competencies will be relevant to all staff, for example, if they
have been assigned a role in vaccine administration only and are not responsible for assessing
suitability for vaccination and taking consent. However, competencies that have been marked
as ‘not applicable’ but which become applicable if the vaccinator is given additional
responsibilities or a change in role, can be assessed at a later date without having to compete a
whole new competency tool. Multiple supervisors may sign off competency where required (for
example, if not all competencies can be assessed at one time) and additional competencies can
be added if necessary.

How to use the competency assessment tool

The assessment tool can be used as a self-assessment tool, an assessment tool for use with a
supervisor or both depending on the previous experience of the vaccinator. Where a particular
competency is not applicable to the individual’s role at the time of assessment, indicate ‘not
applicable’ (NA).

The vaccinator should complete the self-assessment column and then, if they are new to
vaccination or returning to vaccination after a prolonged interval, share it with their supervisor or
assessor. The supervisor assessing the immuniser must be a registered healthcare practitioner
who is competent and experienced in delivering immunisations.

The supervisor carrying out the assessment should:

e review the vaccinator’s self-assessment, discussing any areas that are identified as
‘need to improve’ and the relevant action plans

e observe their performance as they provide immunisations or advice to several
patients and indicate whether each competency is ‘met’ or ‘needs to improve’ in the
supervisor review column







e if improvement is needed, help the immuniser to develop an action plan that will
enable them to achieve the required level of competence and plan a further

assessment
e acknowledge if they and/or the immuniser decide that they are not suitable for the role

and communicate this to the employer

When the supervisor and immuniser agree that the immuniser is competent in all the relevant
areas, sign off the section at the bottom of the assessment.







1a

Competency assessment tool for staff administering the
flu vaccines

Part 1: knowledge

Can provide evidence of completion of the flu vaccine specific
elearning programme or attendance at a specific,
comprehensive flu vaccine training course.

Not applicable
to role assigned
(NA)

Self-assessment

Record: met (M) or
needs to improve (NI)

(initial and date)

Self-assessment

Supervisor review

Record: met (M) or
needs to improve (NI)
(initial and date)

Supervisor review

1b

Has successfully completed and passed a knowledge
assessment — either the e-learning course assessment or an
end of course test.

1c

Able to access the online Green Book and other relevant flu
vaccine guidance, for example, DHSC/UKHSA/NHS E&I letters
(or Scotland, Wales and Northern Ireland equivalents), Vaccine
Update, UKHSA Information for Healthcare Practitioners on the
flu vaccine programme and so on

1d

Knows who to contact for advice if unsure about issues such as
eligibility for vaccines or action to take if a vaccine error occurs.

1e

2a

Able to explain the basics of how the different flu vaccines are
made, what they contain and why, any contraindications or
precautions and possible side effects and how to treat them.

Part 2: core skills for immunisation
Is up to date with requirements for anaphylaxis and basic life

support (BLS) training (has undertaken within past year or as
per employers’ stipulations).

Self-assessment

Supervisor review








Competency assessment tool for staff administering the Not applicable | Self-assessment Supervisor review

i vEEElieE to role assigned | Record: met (M) or Record: met (M) or
(NA) needs to improve (NI) | needs to improve (NI)
(initial and date) (initial and date)

2b | Aware of how to respond to an immediate serious adverse event
following vaccination, knows the whereabouts of anaphylaxis
and emergency care equipment and how and when to use it.

2c | Can explain incident response and reporting process in case of
a procedural error, needlestick injury, breach of infection control
measure and so on, as per local protocol.

Knows how to put on and take off personal protective
equipment (PPE) as required and demonstrates good practice
2d | in infection prevention and control. Uses appropriate aseptic
technique when handling injection equipment (e.g. syringes,
needles) to prevent contamination and infection.

Disposes of sharps, vaccine syringes and vials and other

2
© vaccine equipment safely in line with local protocol.

Demonstrates knowledge and understanding of the rationale for
and importance of maintaining the vaccine cold chain. Familiar
with local protocols for cold chain management and the action
to be taken in case of cold chain failure and who to contact.

2f

Part 3: clinical process and procedure Self-assessment Supervisor review

Checks patient’s identity and patient's records prior to
vaccination to ascertain suitability for vaccination.

3a

Able to answer patient, parent or carer questions, referring to
3b | leaflets to aid explanations or discussion as appropriate and
using interpreter if necessary to ensure patient, parent or carer

4








Competency assessment tool for staff administering the
flu vaccines

Not applicable
to role assigned
(NA)

Self-assessment

Record: met (M) or
needs to improve (NI)

(initial and date)

Supervisor review
Record: met (M) or
needs to improve (NI)
(initial and date)

are informed. Knows who to refer to or who to contact if further
detail or advice is required.

3c

Able to clearly and confidently discuss the benefits and risks of
flu vaccination and able to address any concerns patients,
parents or carers may have.

3d

Demonstrates knowledge of consent requirements and any
relevant issues such as the capacity to consent, Mental
Capacity Act and the age of the individual. Ensures consent is
obtained prior to vaccination and is appropriately documented.

3e

Demonstrates knowledge and understanding of
contraindications and precautions to flu vaccine and is able to
assess appropriately for these, or, if necessary, the need to
postpone vaccination (or give inactivated vaccine if LAIV
contraindicated).

Checks that there is an appropriate legal authority to supply
and administer the vaccine such as: they are an appropriate
prescriber, vaccine has been prescribed to a specific patient via

3 a Patient Specific Direction, or, the vaccinator is authorised to
administer the vaccine in accordance with a Patient Group
Direction (PGD), national Protocol or Written Instruction.

3g Checks the presentation of the flu vaccine, the expiry date, how

it has been stored prior to use and prepares it according to the








Competency assessment tool for staff administering the
flu vaccines

Not applicable
to role assigned
(NA)

Self-assessment
Record: met (M) or
needs to improve (NI)

(initial and date)

Supervisor review
Record: met (M) or
needs to improve (NI)
(initial and date)

vaccine manufacturer’s instructions in the Summary of Product
Characteristics (SPC).

3h

Positions patient appropriately and chooses appropriate
vaccination site for injectable vaccines i.e. use of anterior
lateral aspect of the thigh in babies under one year or deltoid
muscle in upper arm in older children and adults.

3i

Demonstrates correct intramuscular injection technique

3j

Demonstrates correct intranasal administration technique

3k

Demonstrates an understanding of the procedure for reporting
any vaccine reactions and knows how and when to report using
the MHRA'’s Yellow Card Scheme.

3l

Completes all necessary documentation, recording type and
product name of vaccine, batch number, expiry date, dose
administered, site used, date given and name and signature.

3m

Demonstrates good record keeping and understands the
importance of making sure vaccine information is recorded on
relevant data system(s).

3n

Advises patient, parent or carer on what to expect after
vaccination as appropriate (for example, rash, fever) and
management of these. Provides patient, parent or carer with a
copy of post-immunisation advice sheet or the product's Patient
Information Leaflet (PIL), if appropriate.








Competency assessment tool for staff administering the
flu vaccines

Not applicable
to role assigned
(NA)

Self-assessment

Record: met (M) or
needs to improve (NI)

(initial and date)

Supervisor review
Record: met (M) or
needs to improve (NI)
(initial and date)

Understands individual limitations and knows where to refer
30 | patients where there may be more complex requirements, or a
more experienced immuniser is required

Action plan (record any actions required to meet any competencies assessed as ‘needs to improve’. Sign and date these once met)








Statement of competence

Name of individual:
has shown appropriate knowledge, skill and

competence to safely administer:

(tick as applicable)

Injected inactivated flu vaccine

Intranasal live flu vaccine

Name of supervisor(s) carrying out assessment (or mark as N/A if experienced vaccinator carrying out self-assessment):

Role or job title:
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IMMUNISATION KNOWLEDGE AND SKILLS COMPETENCE ASSESSMENT TOOL

1. Summary

These competencies align with the wider RCN Education Learning and Development
Strategy (RCN, 2021a) and need to ensure excellence in nursing practice and uphold
equality and diversity, so care and services are accessible to all.

The UK immunisation programmes are widely regarded as upholding good evidence-
based practice. They are designed to provide protection to those who need it before
they become infected, and its success therefore depends on vaccinations being made
available to all those who need them in a timely way.

The vaccine programmes are informed and developed by experts and extensive
consideration and planning is undertaken to enable them to be most effectively and
successfully implemented. The programmes change and adapt to encompass new and
improved vaccines and the changing epidemiology of infectious diseases.

The success of vaccine programmes relies on all practitioners involved to be well
informed and to stay up to date. Vaccination programmes evolve and develop based on
the evidence, as new vaccines become available and the epidemiology of disease change.
Vaccinators also need to be mindful of the needs of their local population and in making
sure the services are accessible to all.

These competencies are designed to help ensure consistency in the clinical standards
of immunisers, and for immunisers to use their knowledge and skills to ensure all those
eligible in a population get the vaccines they need in a timely, easily accessible and
safe way. The document is designed to gain assurance that all practitioners involved in
immunisation are competent to provide safe and effective care for those who require
vaccines. The Health and Safety Executive define competence as:

“The combination of training, skills, experience and knowledge that a person has and
their ability to apply them to perform a task safely. Other factors, such as attitude and
physical ability, can also affect someone’s competence.” (HSE, 2021)

Competencies are the essential building blocks that shape nursing work in all clinical
and practice settings. As practitioners acquire skills, knowledge, understanding and
confidence in their field they can demonstrate how they meet increasingly challenging
levels of competence.

This framework aims to identify the competencies required to meet the specific needs of
patients requiring immunisation. It is also designed to provide support to both registered
and non-registered staff in achieving these in order to practise safely.

It is a tool designed to be used by all grades of staff to support their learning and the
development of skills in immunisation. The competencies are intended to support safe
and effective practice and a way to assess an individual practitioner’s ability to do the job
and ensure patient safety.
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It is acknowledged, that while developing the knowledge and competence of staff
working in immunisation, staff need to be aware of how vaccine programmes evolve
based on the evidence of new vaccines and epidemiology of disease and novel infections
and therefore how they keep up to date. They also need to be aware of emerging areas of
development within health care and how these impact on immunisation services delivery,
these would include:

digitalisation and technology - is increasingly important in all health care, the use of
technology to support immunisation has always been important in terms of accurate
data reporting. The use of wider technology will continue to impact on immunisation
services

genomics - understanding of genomics is increasingly impacting and influencing
health care. The RCN resource on genomics (RCN, 2021b) provides some background
information and resources to help raise awareness and understanding

sustainability - raise awareness of the United Nations (UN) sustainable development
goals (SDGs) (UN, 2021) and other global impacts of health care. All heath care staff
need to be aware and have knowledge and skills to improve sustainability of health care
through their individual responsibility to understand the importance of assurance of
quality, safety and value regarding procurement of consumables, medical devices and
services.

There is a separate competency tool for registered health care professionals in
section 8 and another for the vaccination support workforce in section 9, which
identify the different levels of skills and competence required depending on individual
practitioners’ roles in immunisation and vaccination.

Practitioners should be assessed against each as competent (has met the competency =
M) or not yet competent (needs development = ND).
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2. Introduction

Vaccination is a core public health provision and vaccines are clearly recognised by the
World Health Organization (WHO) as having a major impact in contributing to reduced
mortality and improving health across the world (WHO, 2019). The UN Sustainability and
Development Goals (SDGs) set out a vision for a world free from poverty, hunger and
disease. Global access to vaccination is fundamental to these goals (WHO, 2019).

Competency frameworks have been widely used within the health and care workforce
in order to assess fitness for practice and to facilitate professional development and
mobility. Competency frameworks form part of a larger professional framework where
skills, knowledge, values and self-esteem contribute to capability in clinical practice
(O’Connell et al., 2014).

This third edition of the RCN Immunisation Knowledge and Skills Competence Assessment
Tool has been developed in line with the 2021-2024 RCN Group Education Learning and
Development Strategy and the RCN competency framework.

These competence assessment statements have been developed by the Royal College of
Nursing (RCN) and Public Health England (PHE) to support the training and assessment
of registered and non-registered health care workers who have a role in immunisation.
The competencies align with the National Minimum Standards (NMS) for Imnmunisation
Training (PHE, 2015 and 2018).

The resource is primarily for England and Wales. Colleagues from across the UK have
however been involved in the development of these competencies and staff in many areas
across the UK may find the principles useful in practice.

In Scotland, the Scottish Government has produced a National Framework for Vaccine
Administration by Healthcare Support Workers in Scotland (Scottish Government, 2021)
and NHS Education for Scotland/Public Health Scotland have produced a number of
vaccination workforce education resources including a self-appraisal tool and proficiency
documents (NHSE for Scotland, 2021a). These resources will continue to reference the
RCN assessment tool as appropriate.

Northern Ireland Public Health Agency (PHA) endorse and support the recommendations
in the NMS for registered health care professionals involved in immunisation (HSC PHA,
2021). Unregistered staff do not ordinarily give vaccines in Northern Ireland. For the
COVID-19 vaccine and influenza vaccine campaigns, administration under the National
protocol (see section 10 and terminology related to medicines administration) allowed
nursing/medical/allied health professional (AHP) students to vaccinate under supervision.
Northern Ireland is currently reviewing the necessity for a competency framework

for health care support staff using the national protocol in Northern Ireland. It is
recognised that staff in some areas across Northern Ireland may find the principles and
competencies useful in practice.

Purpose and rationale

In addition to acquiring knowledge through a theoretical taught course, practitioners
need to develop clinical and technical skills in immunisation and be able to show they can
apply their knowledge in practice.

A period of supervised practice to allow the observation of clinical immunisation skills,
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the acquisition of these skills and application of knowledge to practice when the
practitioner is new to immunisation is therefore strongly recommended.

Whilst there is no agreement or finite evidence as to how many times this supervised
practice should occur, both the mentor and new practitioner need to feel confident that
the practitioner has the necessary skills and knowledge to advise on and/or administer
vaccines.

The framework is designed for new immunisers to work though competencies with a
supervisor to ensure they are confident and proficient in undertaking the role and ensure
vaccines are given safely.

Where an individual does not achieve the competencies, the tool provides a process

for development and further assessment. Where competencies are not met, the
practitioner’s suitability to undertake the role needs to be reconsidered in order to ensure
safe practice.
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3. Framework structure and
definitions

The competence assessment tools have been divided into three areas.

Knowledge
These are the areas of knowledge vaccinators should have, and the resources they
need to be familiar with, to help support day to day practice.

Core clinical skills
Many of the competences are core skills used in a range of clinical areas, but for the
purposes of this assessment tool, they should be used in the context of immunisation.

The clinical process/procedure for vaccine administration

These are the specific skills required for safe administration of vaccines.

One competence assessment form is for registered health care staff. The other is for
non-registered health care staff. Please see detail below for staff who may have a role
in the administration of vaccines.

NB: Some of the competencies may also apply to staff who have an administrative
position for example, those who have a role in checking the storage of vaccines (cold
chain) and those in children’s centres and education settings who may have a role in
directing patients and parents/carers to the right resources or services.

The word ‘patient’ has been used throughout to describe the individual receiving vaccines
and care. This can be interchanged with the appropriate word for the health setting in
which the competence assessment framework is used.

There are two competency tools:

Registered health care professionals (Section 8)

Vaccination support workforce (Section 9)

Relevant health care practitioners
Registered health care professionals:

registered professionals - this terminology encompasses all qualified practitioners
registered to practice by one of the health care professional regulatory bodies. This
includes registered nurses, medical practitioners, pharmacists and dentists

prescribers - the term ‘prescriber’ refers to a registered practitioner who is an
independent prescriber, registered medical practitioner or registered dentist who is
responsible for issuing the prescription or Patient Specific Direction (PSD).

Wider vaccine support workforce:

nursing associates (NAs) - registered nursing associates (England only) are registered
health care professionals with the NMC. They support registered nurses and are
responsible for providing and monitoring care. They are unable to work under a Patient
Group Direction (PGD). Medicines authorisation needs to be through a prescription or
Patient Specific Direction (PSD), or where appropriate, a national protocol (Influenza
and COVID-19 vaccines)
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physician’s associates (PAs) - have undertaken specific education and training and
work with medical practitioners to provide and monitor care under direction. They are
not regulated by the GMC or other regulators. As for NAs, they are unable to work
under a Patient Group Direction (PGD). Medicines authorisation needs to be through
a prescription or Patient Specific Direction (PSD), or where appropriate, a national
protocol (Influenza and COVID-19 vaccines)

health care support workers (HCSWSs) - there are many job titles for clinical staff
who have no statutory registration. These staff work across the system and salary
scales. The term HCSW is used throughout this framework to include all non-statutory
registered staff who may be involved in administering vaccinations and support
registered health care professionals. Medicines authorisation for HCSWs needs to

be through a prescription or Patient Specific Direction (PSD), or where appropriate,

a national protocol (Influenza and COVID-19 vaccines). HCSWs also need to have
appropriate supervision and support available

students or trainees - students; including student nurses, medical students, trainee
nursing associates and trainee physician’s associates on placement, would generally
work under supervision. A student is responsible for their actions and must ensure
that they are acting in accordance with the policies of the educational and placement
providers and that they are competent and confident to undertake the care. The
practice supervisor is accountable for delegation and supervision of the students’
practice. Students would not normally be expected to administer vaccinations.
Students may also work separately as a health care support worker with a contract of
employment in which case the information for HCSWs above would apply.

The terminology related to medicines legislation and vaccination is available in section 10.
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4. Alignment/mapping to national
transferable standards

The competencies align to the National Minimum Standards (NMS) and Core Curriculum
for Inmunisation Training (PHE, 2018) and the National Minimum Standards and Core
Curriculum for Immunisation Training of Healthcare Support Workers (PHE, 2015). These
standards are applicable in England and Wales.

In Scotland there are separate education and training standards and a knowledge self-
appraisal tool (NHSE for Scotland, 2021b, Scottish Government, 2021).

Northern Ireland PHA endorse and support the recommendations in the NMS for
registered health care professionals involved in immunisation (HSC PHA, 2021).
Unregistered staff do not ordinarily give vaccines in Northern Ireland. For the COVID-19
vaccine and influenza vaccine campaigns administration under the National protocol (see
section 10 and terminology related to medicines administration) allowed nursing/medical/
allied health professional (AHP) students to vaccinate under supervision. Northern
Ireland is currently reviewing the necessity for a competency framework for health care
support staff using the national protocol in Northern Ireland.

However, the general principles apply across the UK, and it is acknowledged that staff in
both countries may find using the competency tool useful in practice.

The standards and curricula describe the learning outcomes that should be covered
by immunisation training courses. These competence assessments are not intended
as a checklist for all the outcomes but as a tool to assure that practitioners have the
necessary knowledge and competence to deliver safe practice.

The annual influenza campaign and the COVID-19 vaccine programmes for the pandemic
have necessitated some tailored standards and competencies for these specific
programmes (PHE flu immunisation training recommendations (PHE, 2021a), UKHSA
COVID-19 vaccine training recommendations (PHE, 2020a), and competency tool (PHE,
2021b). These are however, still based on the fundamental principles within the NMS and
the competencies expected for vaccinators to deliver safe care (see PHE, 2020 training
guidance during a pandemic).

Supervisors and practitioners should refer to the learning outcomes when assessing
knowledge and skills. The competencies are designed for practitioners to show they have
the skills and understanding to undertake the role.

It is recognised that not all competencies will be relevant to all staff. For example, in
some areas such as schools, pharmacies or prison health, immunisers will require very
specific knowledge and skills to deliver some vaccines only. The competencies required
will depend on the individual service area and the specific range of vaccines given by the
immuniser.

Where there are very specific needs for particular service areas, service leads may wish
to extract the relevant competencies for their service for ease of assessment. This is
acceptable but for consistency and ease of transfer between areas, the wording should
be the same and any documentation should clearly state which area(s) and for which
vaccine(s) the assessment has been carried out.
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5. Contribution to personal and
professional development and
career enhancement

The National Minimum Standards (NMS) recommend that all immunisers receive
a foundation training relevant to their previous experience and specific role in
immunisation. It also recommends immunisers then have annual updates.

In terms of both core training and updates, it is acknowledged that some of this will be
through self-directed learning. The following provide useful links for online learning and
resources:

England: the e-learning for health (e-lfh) platform from Health Education England
provides core and specific immunisation training resources. This is also endorsed by
HSC Public Health Agency in Northern Ireland and Public Health Wales

NHS Scotland: TURAS education resources

Public Health Wales Vaccine Preventable Disease Programme (VPDP) training
resources learning@Wales(vaccine portal)

See also:

Immunisation hub for UKHSA

UKHSA Immunisation programme collection on .GOV.UK

Public Health Agency (PHA) Northern Ireland Immunisation/vaccine preventable disease
NHS Scotland NHS inform immunisation section

Public Health Wales Immunisation and vaccination

Online Green Book, “Immunisation against infectious disease” applicable across the UK
RCN immunisation resources

The competency tool provides a framework for assessment of core knowledge for
those new to immunisation. It should be undertaken with a supervisor before they start
vaccinating.

For experienced immunisers, the competency statements can be used as part of the
annual update to provide a record of ongoing proficiency. They would also serve as a tool
to identify areas where they have gaps in knowledge and skills and where further training
or opportunities to develop skills need to be arranged.

The competencies will help to provide a framework for practitioners to develop skills and
knowledge applicable to their role.
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6. Pre-requisite education, skills and
knowledge

These competencies are specific for immunisers.

There are additional clinical skills and education immunisers would need, such as
communication skills, safeguarding and understanding basic infection prevention and
control principles.

Some of these areas are covered in the e-learning immunisation courses, and specific
further e-learning courses are available, often as part of mandatory and staff training
and development.

Health Education England e-learning for health (e-lfh) platform
HSC Northern Ireland Clinical Education Centre
NHS Scotland TURAS Health and social care learning resources

NHS Wales learning@Wales(vaccine portal) NHS staff to access via ESR log in.
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7. Evidence of achievement

This document is ideally used as an assessment tool with a supervisor working alongside
an immuniser. However, it can also be used as a self-assessment tool. It is designhed to
support skills acquisition and ensure immunisers are able to apply theoretical knowledge
to practice.

Where a particular competence is not applicable to the individual’s role, indicate ‘not
applicable’ (NA).

1.

Select the relevant competence assessment, either:
Registered health care professionals (section 8) or

Vaccination support workforce (section 9)

. Those administering vaccines and/or providing immunisation information should

be assessed against all competencies, unless the individual is only required to use
specific administration techniques, for example if they are only giving the intranasal
influenza vaccine or intradermal Bacillus Calmette-Guérin vaccine (BCG).

. For those whose role is to advise and support the programme but not actually

administer vaccines, they and their assessor need to identify which competencies are
applicable.

Practitioner to complete self-assessment column - practitioners are stating that they
feel competent in their role and have the necessary knowledge and skills. Indicate that
they have met (M) the competency or that they need further development (ND) in this
area.

. There is no expectation for practitioners to produce additional evidence to prove

their competence for every competency, particularly where staff are working with
one supervisor. For some competencies however, including a record of learning, such
as a record of online assessments passed would be appropriate. There may also be
occasions where immunisers work with other members of the team and evidence of
this can be provided in the form of verbal or written feedback or to document time
spent observing or working with other practitioners.

The practitioner will share their assessment with their supervisor, who needs to be a
registered health care practitioner who is competent and experienced in delivering
immunisation programmes.

The supervisor should:

review and check any evidence of courses attended and discuss what theoretical
training has been undertaken

review the practitioner’s self-assessment, discussing any areas that are identified as
‘need to develop’ and the relevant action plans

observe their performance as they provide immunisations/advice to several patients
and indicate whether each competence is ‘met’ or ‘needs to develop’ in the mentor
review column

if improvement is needed, help the immuniser to develop an action plan that will
help them achieve the required level of competence with a review date for further
assessment
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sign off the section at the bottom of the assessment when it is agreed with the
practitioner that they are competent in all the relevant areas

be willing to discuss with the practitioner if it is agreed that they may not be suitable for

the task.
To note:
The competencies are designed to be assessed as met (M) or needs development (ND).

Where the competency is assessed as needs development a learning plan needs to be
put in place.

There is no finite number of times any competency or skill should be practiced or
observed before being assessed.

In practice, immunisers should be allowed to work with their supervisor or another
immuniser until they are able to perform or complete the competency proficiently and
confidently and they understand the rationale behind the process.

If an individual does not achieve competency within the timescale agreed between the
supervisor and practitioner, a development plan should be agreed with clear timescales
for further assessment. If these are not met, then their suitability for the task should be
reconsidered.
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8. Competency framework for
registered health care
professionals

Please note: The framework forms on the following pages have been designed to be
completed on screen as well as being printed and completed by hand.

This includes all vaccinators who assess and implement care and who are on a
professional register such as NMC, GMC, HCPC, GPhC.

The competency statements are arranged into three parts:
Part One: Knowledge

Part Two: Core skills for immunisation

Part Three: Clinical processes and procedures

Where the practitioner is only assessed to deliver specific vaccines, state the vaccines
they have been assessed for:
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Part 1: Knowledge

Competency statements: for registered health care
professionals, registered nurses, pharmacists and others

Self-assessment

Assessment by supervisor

Indicate competency achieved: Met (M)
or Needs development (ND)

Supervisor to sign and date

Add further attempts in as required

Evidence of
achievement, if
applicable

First attempt (State
further attempts as
required)

Date competency
achieved

1a. Can provide evidence of attendance at a specific,
comprehensive immunisation training course and/or
completion of an immunisation e-learning course. The
course should cover all of the topics detailed in the core
curriculum for immunisation training (state the name of
course/type of training attended). NB: where immunisers are
giving specific vaccines, such as for travel, specific training
and assessment in these areas would also be needed.

1b. Has successfully completed a knowledge assessment eg,
an e-learning course assessment, end of course test.

1c. Able to access the online Green Book and is aware of the
electronic update nature of this publication.

1d. Able to access other relevant UK immunisation guidance
eg, DHSC/PHE/UKHSA/NHS E&l letters, Vaccine Update,
PHE information for health care practitioners documents
on new or revised vaccine programmes, the PHE/

UKHSA algorithm for persons with unknown or uncertain
immunisation status, or other resources where appropriate.

le. Knows who to contact for advice if unsure about
vaccination schedules, vaccine spacing and compatibility,
eligibility for vaccines or if a vaccine error occurs. (eg, local
screening and immunisation team, local health protection
team or other locally available immunisation lead).

16
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1f. Able to access current information on other countries’
schedules if required (eg, WHO or ECDC websites) and
can advise patients and/or parents/carers if any additional
vaccines are needed.

1g. Able to discuss the relevant national and local
immunisation programmes and the diseases for which
vaccines are currently available. Aware of programmes

for specific clinical risk groups and use of vaccination in
outbreak situations. Knows where to refer to if vaccines are
not available locally (eg, BCG or travel vaccines).

1h. Is able to advise on appropriate safe, timely
administration of the vaccine(s) required by the patient.

1i. Understands the different types of vaccine, is able to
state which vaccines are live and which are inactivated and is
aware of the different routes of administration eg, injected,
intranasal or oral.

1j. Able to explain the general principles of immunisation
eg, why multiple and/or booster doses are required, why
intervals need to be observed between doses and why
certain vaccines eg, influenza, needs to be given annually.

1k. Aware of local and national targets for immunisation
uptake and why vaccine uptake data is important. If
appropriate, know where to find data for their area of
practice.

BACK TO CONTENTS
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Part 2: Core skills for immunisation

Competency statement: for registered health care
professionals, registered nurses, pharmacists and others

Self-assessment Assessment by supervisor
Indicate competency achieved: Met (M)
or Needs development (ND)
Supervisor to sign and date

Add further attempts in as required

Evidence of
achievement, if
applicable

First attempt (State
further attempts as
required)

Date competency
achieved

2a. Is up to date with local requirements for anaphylaxis and
CPR training (normally recommended annually).

2b. Demonstrates awareness of the whereabouts of
anaphylaxis and emergency care equipment and ensures
this has been checked and is up to date, how and when to
use it and the follow-up care required.

2c. Can explain incident response and reporting process
in case of a procedural error, needlestick injury, etc. as per
local protocol.

2d. Demonstrates good practice in hand hygiene and
relevant infection prevention and control. Uses appropriate
aseptic technique when preparing vaccines and handling
injection equipment (eg, syringes, needles) to prevent
contamination and infection.

2e. Disposes of sharps, vaccine vials and other vaccine
equipment safely, in line with local protocol.

2f. Demonstrates knowledge and understanding of the
rationale for, and importance of, maintaining the vaccine
cold chain. Familiar with local protocols for cold chain
management and the action to be taken in case of cold chain
failure and who to contact.

18
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Part 3: Clinical processes and procedures

Competency statement: for registered health care
professionals, registered nurses, pharmacists and others

Self-assessment

Assessment by supervisor

Indicate competency achieved: Met (M)
or Needs development (ND)

Supervisor to sign and date

Add further attempts in as required

Evidence of
achievement, if
applicable

First attempt (State
further attempts as
required)

Date competency
achieved

3a. Checks patient’s identity and patient’s records prior

to vaccination to ascertain previous immunisation history
and which vaccines are required eg, to bring patient up to
date with national schedule, for planned travel, for specific
identified risk, post-exposure prophylaxis, etc.

3b. Can explain which vaccines are to be given and able to
answer patient’s and/or parent’s/carer’s questions, referring
to leaflets and other media eg, videos to aid explanations/
discussion as appropriate and using translated and easy
read leaflets or other media such as video or interpreter,

if necessary, to ensure patient/parent/carer is informed.
Knows who to refer to or who to contact if further detail or
advice is required.

3c. Able to discuss the risks and benefits of vaccination
clearly and confidently and address any concerns patients
and/or parents/carers may have.

3d. Aware of, and able to discuss, any current issues,
controversies or misconceptions surrounding immunisation.

3e. Demonstrates knowledge of consent requirements and
the particular issues relevant to the area of practice, such
as an individual’'s capacity to consent, Mental Capacity
Act/Mental Health Act and the age of the individual, if
appropriate Gillick competence. Ensures informed consent
is obtained prior to vaccination and is appropriately
documented.
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3f. Demonstrates knowledge and understanding of
contraindications and precautions and is able to assess
appropriately for these or, if necessary, the need to postpone
vaccination.

3g. Checks that the vaccine has been appropriately
prescribed via a Patient Specific Direction (PSD) or is
authorised to be supplied and/or administered via a Patient
Group Direction (PGD) or national protocol is appropriate.

3h. Checks the presentation of vaccine products, the expiry
date, how they have been stored prior to use and prepares
them according to the manufacturers description in the
vaccine’s summary of product characteristics (SmPC) or
regulatory information. Both before and after the vaccine is
prepared and prior to administration.

3i. Positions patient appropriately and chooses appropriate
vaccination site(s) eg, use of anterior lateral aspect of the
thigh in babies under one year and/or deltoid muscle in upper
arm in older children and adults for injectable vaccines. Able
to identify appropriate anatomical markers for the correct
injection site.

3j. Chooses the correct administration route for the
vaccine(s) to be delivered.

3k. Demonstrates correct intradermal technique eg, for
administration of BCG vaccine.

3l. Demonstrates correct intramuscular technique for
injected vaccines.

3m. Demonstrates correct intranasal technique eg, for
administration of live influenza vaccine to children.

3n. Demonstrates correct oral technique eg, for
administration of live rotavirus vaccine to babies.

30. Demonstrates an understanding of practice/clinic
procedures for the reporting of vaccine reactions and knows
how and when to report using the Medicines and Healthcare
Products Regulatory Authority’s (MHRA) Yellow Card
Scheme.
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3p. Completes all necessary documentation accurately,
recording type and product name of vaccine, batch number,
expiry date, dose administered, site(s) used, date given and
name and signature.

3qg. Demonstrates good record keeping and understands
the importance of vaccine information being recorded on
GP data system, reported to local child health information
system (CHIS), in the personal child health record

(PCHR) and the use of appropriate methods for reporting
unscheduled vaccinations or where vaccines are given
outside of GP premises.

3r. Advises patient/parent/carer on potential post-
vaccination reactions as appropriate (eg, rash, fever) the
timing and management of these. Provides patient/parent/
carer with a copy of post-immunisation advice sheet such
as the NHS leaflet What to expect after vaccination, the
product’s patient information leaflet and any translated
information where available and appropriate.

13. Action plan to achieve required competency level, indicate dates.

(If an individual does not achieve competency within the timescale agreed between the supervisor and practitioner, a developmental plan should be agreed
with clear timescales for further assessment, if these are not met then their suitability for the task should be reconsidered)

Name of individual:

has the appropriate knowledge, skill and competence to safely administer vaccines. Where this applies to specific vaccines, only state which these are:

Signature:
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9. Competency framework for
vaccination support workforce

This includes all staff working under supervision to support vaccine delivery. It includes
all health care support staff, physicians associates and registered nursing associates, in
England. These staff must have a prescription or PSD in place to administer the vaccines.

The competency statements are arranged into three parts:
Part one: Knowledge

Part two: Core skills

Part three: Clinical processes and procedures

List the vaccine/vaccines being assessed to deliver and/or support:
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Part 1: Knowledge

Competency statements: vaccine support workforce

Assessment by supervisor

Indicate competency achieved: Met (M)
or Needs development (ND)

Supervisor to sign and date

Add further attempts in as required

Self-assessment

Evidence of
achievement, if
applicable

First attempt (State
further attempts as
required)

Date competency
achieved

1a. Can provide evidence of attendance at a specific,
comprehensive immunisation training course and/or
completion of an immunisation e-learning course. The
course should cover all of the topics detailed in the core
curriculum for immunisation training. (State the name of
course/type of training attended).

1b. Has successfully completed a knowledge assessment eg,
an e-learning course assessment, end of course test.

1c. Able to access the online Green Book and other
relevant immunisation guidance eg, DHSC/PHE/UKHSA/
NHS E&l letters (or Scotland, Wales and Northern Ireland
equivalents), Vaccine Update, UKHSA information for
healthcare practitioners documents for specific vaccine
programmes, etc.

1d. Knows who to refer to for advice if unsure about
vaccination schedules, vaccine spacing and compatibility,
eligibility for vaccines or if a vaccine error occurs (eg,
registered health care professional).

1e. Familiar with the relevant national and local immunisation
programmes and the diseases for which vaccines are
currently available.

1f. Understands the different types of vaccine, is able to
state which vaccines are live and which are inactivated.

1g Is aware of the different routes of administration eg,
injected, intranasal or oral.
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1h. Able to explain the general principles of immunisation
eg, why multiple and/or booster doses are required, and why
certain vaccines eg, influenza, needs to be given annually.

1i. Aware of local and national targets for immunisation
uptake and why vaccine uptake data is important.

Part 2: Core skills for immunisation

Competency statements: Vaccine support workforce Self-assessment Assessment by supervisor Evidence of
Indicate competency achieved: Met (M) achievement, if
or Needs development (ND) applicable
Supervisor to sign and date
Add further attempts in as required
First attempt (State | Date competency
further attempts as | achieved
required)

2a. Is up to date with local requirements for anaphylaxis and

CPR training (normally recommended annually).

2b. Aware of the whereabouts of anaphylaxis and

emergency care equipment, how and when to use it and the

follow-up care required.

2c. Can explain incident response and reporting process

in case of a procedural error, needlestick injury, etc. as per

local protocol.

2d. Demonstrates good practice in hand hygiene and

relevant infection prevention and control. Uses appropriate

aseptic techniqgue when preparing vaccines and handling

injection equipment (eg, syringes, needles) to prevent

contamination and infection.

2e. Disposes of sharps, vaccine vials and other vaccine

equipment safely, in line with local protocol.
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2f. Demonstrates knowledge and understanding of the
rationale for, and importance of, maintaining the vaccine
cold chain. Familiar with local protocols for cold chain
management and the action to be taken in case of cold chain
failure and who to contact.

2g. Works within local protocol or standard operating
procedure (SOP), understands limitations of own role and
able to refer on for advice appropriately.

Part 3: Clinical processes and procedures

Competency statements: Vaccine support workforce Self-assessment Assessment by supervisor Evidence of
Indicate competency achieved: Met (M) achievement, if
or Needs development (ND) applicable

supervisor to sign and date
Add further attempts in as required

First attempt (State | Date competency
further attempts as | achieved
required)

3a. Checks patient's identity and patient’s records prior to
vaccination to ascertain previous immunisation history.

3b. Can explain which vaccines are to be given and able to
answer patient’s and/or parent’s/carer’s questions, referring
to leaflets to aid explanations/discussion as appropriate and
using translated and easy read leaflets other media such as
video or interpreter, if necessary, to ensure patient/parent/
carer is informed. Knows who to refer to or who to contact if
further detail or advice is required.

3c. Able to discuss the risks and benefits of vaccination
clearly and confidently and able to address any concerns
patients and/or parents may have. Refers to the relevant
registered practitioner for further detail or advice.

3d. Aware of, and able to discuss, any current issues,
controversies or misconceptions surrounding the
immunisations they are giving.
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3e. Demonstrates knowledge of consent requirements and
the particular issues relevant to the area of practice, such
as the capacity to consent, Mental Capacity Act and the
age of the individual. Ensures consent is obtained prior to
vaccination and is appropriately documented.

3f. Demonstrates knowledge and understanding of
contraindications and precautions and uses assessment
form/checklist to check for contraindications and
precautions prior to immunisation. Refers to relevant
registered professional if in doubt.

3g. Demonstrates that they check the vaccine has been
appropriately prescribed through a Patient Specific
Direction (PSD) or can be given via a protocol if one is in
place. The intranasal influenza vaccine can be supplied by
aregistered practitioner via a patient group direction (PGD)
for subsequent administration where appropriate to the
setting.

3h. Demonstrates that they know how to use PSDs, checking
that the patient is named to receive the specific vaccine, that
it is appropriately dated and signed and that they know who
to refer to if this is not the case.

3i. Understand that they are not legally able to use a PGD
as only listed health care professionals are included in this
exception under the Human Medicines Regulations.

3j. Checks the presentation of vaccine products, the expiry
date, how they have been stored prior to use and prepares
them according to the manufacturers description and or
summary of product characteristics (SmPC).

3k. Positions patient appropriately and chooses appropriate
vaccination site(s). Able to identify appropriate anatomical
markers for the correct injection site).

3l. Chooses the correct administration route for the
vaccine(s) to be delivered.

3m. Demonstrates correct intramuscular technique for
injected vaccines.
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3n. Demonstrates correct intranasal technique for
administration of live influenza vaccine to children.

30. Demonstrates an understanding of practice/clinic
procedures for the reporting of adverse incidents, vaccine
reactions and knows how and when to report using the
MHRA'’s Yellow Card Scheme.

3p. Completes all necessary documentation accurately,
recording type and product name of vaccine, batch number,
expiry date, dose administered, site(s) used, date given and
name and signature.

3qg. Demonstrates good record keeping and understands
the importance of vaccine information being recorded on
the correct data systems; and linking to GP clinical system
where vaccines are given outside of GP premises.

3r. Advises patient/parent/carer on potential post-
vaccination reactions as appropriate (eg, rash, fever) and
management of these. Provides patient/parent/carer with a
copy of post-immunisation advice sheet if available, eg, the
NHS leaflet What to expect after vaccination, the product’s
patient information leaflet and any translated information
where available and appropriate.

13. Action plan to achieve required competency level, indicate dates.

(If an individual does not achieve competency within the timescale agreed between the supervisor and practitioner, a developmental plan should be agreed

with clear timescales for further assessment, if these are not met then their suitability for the task should be reconsidered)
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Name of individual:
has the appropriate knowledge, skill and competence to safely administer the vaccines stated:

Indicate vaccines assessed for and date assessed:

Signature:

Name of supervisor(s) carrying out assessment (or mark as N/A if experienced vaccinator carrying out self-assessment):

Role/job title:

Signature of supervisor/assessor(s):
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10. Terminology related to medicines
legislation and vaccination

The regulation of medicines is clearly defined under the Human Medicines Regulations
2012 (HMR, 2012).

Prescription only medicines (POM) are medicines which cannot usually be supplied and/
or administered unless there is a valid prescription or a patient specific direction (PSD)
this includes all vaccines.

The prescription or PSD needs to be from an appropriate practitioner; a registered
medical practitioner, dentist or an independent non-medical prescriber, referred to as the
‘prescriber’.

The prescriber is responsible for the clinical assessment and suitability of the patient to
receive the vaccine.

There are various exemptions under the regulations for authorisation of medicines
applicable to vaccination.

Patient Group Direction (PGD): exemption, under schedule 16 of HMR 2012 legislation,
for enabling the supply and/or administration of a POM. They are limited to be used by
certain listed health care professionals (HCP) and all processes under the direction
must be carried out by the same HCP.

PGDs need to describe the exact group of people for whom vaccination is appropriate
and list the exceptions. For immunisation there are nationally agreed templates

for PGDs which need to be authorised by local organisations. The RCN medicines
management resources (RCN, 2021c) includes more information.

Written instruction: this is described under schedule 17 of HMR 2012 legislation and
applies in occupational health schemes (OHS) and specific health care professionals
listed in the legislation.

The instruction is between a physician and health care professional, see: sps.nhs.uk/
articles/written-instruction-for-the-administration-of-seasonal-flu-vaccination

National protocol: applicable under The Human Medicines (Coronavirus and Influenza)
(Amendment) Regulations 2020 and amendment 247A (HMR, 2020) which provide
further emergency exemptions to the Human Medicines Regulations when working

in a pandemic. The national protocols allow for the different elements of vaccine
administration; assessment of individual patients, vaccine preparation, vaccine
administration and record keeping can be separated out and be done by different
people.

Emergency medicines: certain medicines listed under schedule 19 of HMR 2012
legislation, can be given in an emergency to save life. This list includes adrenaline given
in response to anaphylaxis which does not need a prescription, see: legislation.gov.uk/
uksi/2012/1916/schedule/19/made

Further information on what constitutes a prescription or PSD is available from the CQC
(CQC, 2021) and Specialist Pharmacy Services (SPS) Answers to questions about PSDs
(SPS, 2020) as well as the RCN medicines management resources available at:
rcn.org.uk/clinical-topics/medicines-management
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11. Further resources

UKHSA.GOV Immunisation pages for the Green Book, Vaccine Update and other useful
resources

RCN Immunisation resources for specific guidance for Health Care Support Workers
(HCSW) and other resources and links

Human Medicines Regulations

Questions About Patient Specific Directions (Specialist Pharmacy Service 2020)
sps.nhs.uk/articles/patient-specific-directions-qa

Care Quality Commission: GP mythbuster 19: Patient Group Directions /Patient Specific
Directions cqc.org.uk/guidance-providers/gps/gp-mythbuster-19-patient-group-
directions-pgdspatient-specific-directions

Patient Group Directions and Patient Specific Directions in General Practice
bma.org.uk/advice/employment/gp-practices/service- provision/prescribing/patient-
group-directions

Patient Specific Directions (Specialist Pharmacy Service 2018)
sps.nhs.uk/wp-content/uploads/2013/03/PSD-final-July-2018.pdf

Nursing and Midwifery Council: Delegation and accountability Supplementary
Information to the NMC Code
delegation-and-accountability-supplementary-information-to-the-nmc-code.pdf
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			First attempt 3n: 


			Date competency achieved3n: 


			Evidence of achievement 3n: 


			Selfassessment3o: 


			First attempt 3o: 


			Date competency achieved3o: 


			Evidence of achievement 3o: 


			Signature: 


			Selfassessment3p: 


			First attempt 3p: 


			Date competency achieved3p: 


			Evidence of achievement 3p: 


			Selfassessment3q: 


			First attempt 3q: 


			Date competency achieved3q: 


			Evidence of achievement 3q: 


			Selfassessment3r: 


			First attempt 3r: 


			Date competency achieved3r: 


			Evidence of achievement 3r: 


			Action plan: 


			Name of individual: 


			Specify vaccines: 


			they have been assessed for 12: 


			they have been assessed for 13: 


			they have been assessed for 14: 


			they have been assessed for 15: 


			they have been assessed for 16: 


			they have been assessed for 17: 


			they have been assessed for 18: 


			they have been assessed for 19: 


			they have been assessed for 20: 


			they have been assessed for 21: 


			they have been assessed for 22: 


			Selfassessment K1a: 


			First attempt K1a: 


			Date competency achievedK1a: 


			Evidence of achievement K1a: 


			Selfassessment K1b: 


			First attempt K1b: 


			Date competency achievedK1b: 


			Evidence of achievement K1b: 


			Selfassessment K1c: 


			First attempt K1c: 


			Date competency achievedK1c: 


			Evidence of achievement K1c: 


			Selfassessment K1d: 


			First attempt K1d: 


			Date competency achievedK1d: 


			Evidence of achievement K1d: 


			Selfassessment K1e: 


			First attempt K1e: 


			Date competency achievedK1e: 


			Evidence of achievement K1e: 


			Selfassessment K1f: 


			First attempt K1f: 


			Date competency achievedK1f: 


			Evidence of achievement K1f: 


			Selfassessment K1g: 


			First attempt K1g: 


			Date competency achievedK1g: 


			Evidence of achievement K1g: 


			Selfassessment K2a: 


			First attempt K2a: 


			Date competency achieved K2a: 


			Evidence of achievement K2a: 


			Selfassessment K1h: 


			First attempt K1h: 


			Date competency achievedK1h: 


			Evidence of achievement K1h: 


			Selfassessment K1i: 


			First attempt K1i: 


			Date competency achievedK1i: 


			Evidence of achievement K1i: 


			Selfassessment K2b: 


			First attempt K2b: 


			Date competency achieved K2b: 


			Evidence of achievement K2b: 


			Selfassessment K2c: 


			First attempt K2c: 


			Date competency achieved K2c: 


			Evidence of achievement K2c: 


			Selfassessment K2d: 


			First attempt K2d: 


			Date competency achieved K2d: 


			Evidence of achievement K2d: 


			Selfassessment K2e: 


			First attempt K2e: 


			Date competency achieved K2e: 


			Evidence of achievement K2e: 


			Selfassessment K3a: 


			First attempt K3a: 


			Date competency achieved K3a: 


			Evidence of achievement K3a: 


			Selfassessment K2f: 


			First attempt K2f: 


			Date competency achieved K2f: 


			Evidence of achievement K2f: 


			Selfassessment K2g: 


			First attempt K2g: 


			Date competency achieved K2g: 


			Evidence of achievement K2g: 


			Selfassessment K3b: 


			First attempt K3b: 


			Date competency achieved K3b: 


			Evidence of achievement K3b: 


			Selfassessment K3c: 


			First attempt K3c: 


			Date competency achieved K3c: 


			Evidence of achievement K3c: 


			Selfassessment K3d: 


			First attempt K3d: 


			Date competency achieved K3d: 


			Evidence of achievement K3d: 


			Selfassessment K3e: 


			First attempt K3e: 


			Date competency achieved K3e: 


			Evidence of achievement K3e: 


			Selfassessment K3f: 


			First attempt K3f: 


			Date competency achieved K3f: 


			Evidence of achievement K3f: 


			Selfassessment K3g: 


			First attempt K3g: 


			Date competency achieved K3g: 


			Evidence of achievement K3g: 


			Selfassessment K3h: 


			First attempt K3h: 


			Date competency achieved K3h: 


			Evidence of achievement K3h: 


			Selfassessment K3i: 


			First attempt K3i: 


			Date competency achieved K3i: 


			Evidence of achievement K3i: 


			Selfassessment K3j: 


			First attempt K3j: 


			Date competency achieved K3j: 


			Evidence of achievement K3j: 


			Selfassessment K3k: 


			First attempt K3k: 


			Date competency achieved K3k: 


			Evidence of achievement K3k: 


			Selfassessment K3l: 


			First attempt K3l: 


			Date competency achieved K3l: 


			Evidence of achievement K3l: 


			Selfassessment K3m: 


			First attempt K3m: 


			Date competency achieved K3m: 


			Evidence of achievement K3m: 


			Selfassessment K3n: 


			First attempt K3n: 


			Date competency achieved K3n: 


			Evidence of achievement K3n: 


			Selfassessment K3o: 


			First attempt K3o: 


			Date competency achieved K3o: 


			Evidence of achievement K3o: 


			Selfassessment K3p: 


			First attempt K3p: 


			Date competency achieved K3p: 


			Evidence of achievement K3p: 


			Selfassessment K3q: 


			First attempt K3q: 


			Date competency achieved K3q: 


			Evidence of achievement K3q: 


			Selfassessment K3r: 


			First attempt K3r: 


			Date competency achieved K3r: 


			Evidence of achievement K3r: 


			Action plan K: 


			Name of individual has the appropriate knowledge skill and competence to safely administer the vaccines stated Indicate vaccines assessed for and date assessed: 


			Signature_2: 


			Name of supervisors carrying out assessment or mark as NA if experienced vaccinator carrying out selfassessment: 


			Role job title: 


			Signature 3: 


			Vaccines stated 2: 
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1. Introduction
1.1 Background

The purpose of the vaccine cold chain is to maintain vaccine product quality from
the time of manufacture until the point of administration. This is fulfilled by ensuring
that vaccines are handled, stored and transported appropriately within the
appropriate temperature range +2°C to +8°Cl. Vaccines are sensitive biological
substances that when too hot or too cold can quickly lose their efficacy. If vaccines
are stored outside of the recommended range this may result in the failure of the
vaccine to create the desired immune response and inadequate protection against
vaccine preventable disease.

Chart 12
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This policy aims to support service providers to efficiently manage vaccine handling,
storage and the cold chain. Its purpose is to ensure that vaccines are stored and
managed appropriately to allow vaccination to be carried out efficiently and safely.
To achieve this, this policy provides clear and comprehensive information around
cold chain storage and maintenance. This policy also advises on the correct
procedure in the event of a cold chain breach and to mitigate the potential wastage
of vaccines.

1
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/833415/PHE_
vaccine_incident_guidance.pdf

2 https://www.gov.uk/government/publications/storage-distribution-and-disp osal-of-vaccines-the-green-book-
chapter-3
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Service providers commissioned to deliver vaccinations should have at least
two fully trained individuals who are accountable for the cold chain
management. All staff should be aware of the importance of safe vaccine
management. Maintenance of the cold chain should be part of all new staff
inductions, as well as clinical staff annual immunisation training.

This policy outlines pathways to help staff in the event of a cold chain breach.
These pathways are based on National guidance?

Pathway 1) actions when the temperature of a fridge has been found
outside the +2°Cto +8°C temperature range for more than 20 minutes.

Pathway 2) actions to manage more serious breaches of the cold chain.

For all cold chain breaches, it is expected that the provider will be able to
demonstrate to the commissioners that the appropriate measures have been
put in place to reduce the risk of a further cold chain breach or serious incident
occurring.

1.2 Scope of Policy

NHS

This Cold Chain Policy supports the vaccination programmes carried out by service
providers across East. This policy should be used in conjunction with the National
Vaccine Incidence Guidance, PHE Protocols on Storage and Handling, and the

Green Book?.

3

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/833415/PHE_

vaccine_incident_guidance.pdf

4 https:/iwww.gov.uk/government/publications/storage-distribution-and-disp osal-of-vaccines-the-green-book-

chapter-3
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2. Ordering and Receipt of Stock
2.1 Ordering Stock

Service providers should ensure that stock is ordered at least every 1-2 weeks
according to need only. ImmForm allows users to place orders on a weekly basis so
there is no need to order in bulk. Over-ordering can result in significant wastage and
unnecessary costs to vaccination providers, Public Health England and the NHS.

The nominated cold chain lead should ensure that vaccine stock is monitored on a
weekly basis. This is to ensure that stock levels can be observed to prevent over-
ordering, vaccine shortages and stockpiling. Vaccine fridges should be no more than
50% full. Excess stock can:

¢ Increase the risk of administering an out-of-date vaccine.

e Increase wastage and the cost of disposal.

¢ Increase the dangers of over-stocked refrigerators, leading to poor air flow
and potential freezing.

¢ Reduce the space in clinic refrigerators available for periods of high
demand and outbreaks e.g. flu season.

2.2 Receipt of Stock

All staff involved in vaccinations should be trained in line with the National Minimum
Training Standards® 6. The nominated cold chain lead should be responsible for
receiving vaccines. When vaccines arrive at the designated venue, nominated staff
should certify that there is no damage to the vaccine packaging or any potential
leakage of vaccines. This must be done before signing for the delivery.
Manufacturers will not accept items for return once they are no longer under their
control.

Once the vaccines have been signed for, it is recommended that the following
information should be recorded in a separate stock control book:

e Vaccine type and brand

e Quantity

e Batch number and expiry date

e Date and time of receipt

¢ Running total of vaccines, including wastage
e Signature of person receiving delivery

5 hitps://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-
immunisation-training-for-registered-healthcare-practitioners

6 https://www.gov.uk/government/publications/immunisation-training-of-health care-support-workers-national-
minimum-standards-and-core-curriculum
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Ensure there is one stock control book for each vaccine fridge. Promptly transfer the
stock of vaccines into the fridge, maintaining the cold chain at all times.

Vaccines must be kept within their original packaging when placed into the
fridges to prevent damage to the vaccine. Keep vaccines away from the sides of the
fridge or the floor to allow for air circulation and to avoid them freezing.

Freezing can irreversibly denature [affect/destroy] the proteins in the vaccine and
significantly reduce the efficacy of the vaccine. In addition, hairline cracks can form
in the vial/syringe which can contaminate the contents.

3. Vaccination Storage

3.1 Stock maintenance

The nominated cold chain lead is responsible for certifying there is good vaccine
stock management and monitoring of stock on a regular basis. It is recommended
that the fridge temperature monitoring chart is kept within the stock control book.
This ensures all information is kept in one place. Ideally, this should be located near
the vaccine fridge. Example of a temperature monitoring chart (Appendix 2).

Vaccine stock checks should be carried out at least once a week with any updated
information being recorded in the stock control book. When carrying out a stock
check, ensure that stock is rotated regularly and vaccines with the shortest expiry
date are placed at the front of the refrigerator and used first.

Any expired vaccines should be discarded immediately and appropriately in line with
the recommended National and local policies’. Discarded stock should be reported
on the ImmForm website as a ‘stock incident’. This is to ensure that all vaccines
within the fridge are safe and suitable foruse, and to safeguard against inappropriate
vaccinations being administered to patients.

If an expired vaccination is administered to a patient, the nominated cold chain lead
should immediately contact the vaccine manufacturer and local Screening and
Immunisation Team (SIT). The cold chain lead should gather all required information
relating to the incident. Local SIT contact details (Appendix 3).

Any vaccine that has been removed from the fridge and returned to the fridge having
not been administered must be clearly marked. The time and date of its return should
be logged, and the vaccination must be placed at the front of the fridge to be used
first at the earlier opportunity. This is applicable to vaccinations that have remained
within the recommend +2°C to +8°C only.

" https:/iwww.gov.uk/government/collections/immunisation-again st-infectious-disease-the-green-book
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Vaccines should always be kept within their original packaging. This protects the
vaccines from light exposure and potential damage as well as maintaining a
consistent temperature.

Vaccine stock should be stored across multiple fridges. This helps to prevent
complete stock wastage should a single fridge fail.

3.2 The vaccine fridge

A validated medical / pharmacy vaccine fridge must be used to ensure that stored
vaccines are maintained within the +2°C to +8°C temperature range. The ideal
temperature for a vaccine fridge is 5°C, this ensures there is leeway of +3°C. There
are occasions when the fridge temperature may fluctuate i.e. during stock rotation.
If this occurs, then action as follows: note on the temperature monitoring chart and
ensure that the temperature resumes to +2°Cto +8°Crange within twenty minutes.

The fridge temperature should be checked at least once a day and up to twice a
day and recorded on a temperature monitoring chart (Appendix 2).

If cool boxes are being used, they must be validated and ensure that the temperature
is recorded and monitored. It is recommended that digital thermometers are used to
record the temperature, as these allow for a more accurate reading. Ildeally a
thermometer that uses a probe in the centre of the stock. Service providers should
ensure the thermometers are re-set and replaced as per the fridge manufacturer’s
guidance.

It is recommended that data loggers are used for monitoring fridge temperatures.
Data loggers continuously monitor and record the temperature of the fridge which
allows for accurate temperature readings. This is particularly useful in the event of
a cold chain breach, when staff are trying to establish how long the fridge
temperature may have been compromised. If it is known exactly how long vaccines
have been out of the appropriate range this can mitigate the amount of wastage
caused from cold chain breaches.

When checking the fridge temperature ensure that the four ‘R’s are observed:

e Read Check temperature at the same time daily and sign the sheet
when completed.

e Record Record temperature in standard fashion on a temperature
monitoring chart.

e Reset Reset the temperature after each reading.

e React React if the temperature falls outside +2°C to +8°C

NHS England and NHS Improvement
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The vaccine fridge must only be used to store vaccines and medicines. Specimens
and food should never be placed in the vaccine fridge. The fridge should always be
kept clean and safeguard against ice building up.

To avoid the possibility of vaccines freezing, vaccines should not be placed against
the walls or the floor of the fridge.

All vaccine fridges should meet the National recommendations®. The nominated
cold chain lead should ensure that:

e All fridges have a unique identifier i.e. a serial number

e The refrigerator is safe. Carrying out regular visual checks and portable
appliance testing (PAT) can safeguard this.

e The refrigerator is lockable or at least within a locked room. All vaccines are
Prescription Only Medicines (POMs) and therefore must be locked away.

e There is a maintenance contract that allows for yearly servicing.

e Vaccine fridges are included in the practice capital replacement plans.

e There has been consideration for safeguarding against the possibility of
interruption to the electrical supply i.e. installing a switchless socket.

As well as carrying out regular stock and temperature checks, service providers
should have up to date records of regular servicing, electrical testing, cleaning and
defrosting of the fridges.

3.3 Auditing of stock

Regular audits of vaccine stock should be carried out as per the national
recommendations® below:

e Every week — fridge contents should be checked at least once.
e Every month — vaccine stock should be audited and recorded
e Every three months — audit records of stock and temperature management.

8 https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book
® https:/www.gov.uk/government/collections/immunisation-again st-infectious-disease-the-green-book
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4. Transporting Vaccines

There may be instances when the service provider transports vaccines i.e. for a
home visit or to care homes. When transporting vaccines, in order to reduce the
possibility of damage during transit, validated cool boxes and cool packs from an
appropriate medical supply company should be used. Different types and models of
cool boxes have varying storage capacities and sizes of water packs.

It is vital to use the correct number and size of water packs, exactly as specified by
the manufacturer.

Ensure that validated cool boxes/vaccine carriers are stored as per manufacturer’s
instructions. Vaccines should be removed from the fridge at the latest possible stage
to minimise the length of exposure time out of the fridge and to ensure the cold chain
Is always maintained.

When transporting vaccines ensure they are kept in their original packaging and
placed into the cool box/vaccine carrier with the cool packs according to the
manufacturer’s instructions. It is important to ensure there is no direct contact
between the cool packs and the vaccine, as this could cause potential freezing and
destabilize the vaccination.

On arrival at the designated centre, the vaccines should be placed in a vaccine fridge
if possible. If not, then the vaccines should always be stored within the cool
box/vaccine carrier with the lid closed until required. Similarly, with the vaccine fridge
certify that the cool box/vaccine carrier is placed in a secure location until the
vaccines are to be administered.

NHS England and NHS Improvement
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5. Disruption of the Cold Chain

5.1 Immediate actions

In the event of a cold chain breach, ensure the following procedures are carried out:
1. Do not dispose of any vaccines or storage equipment.

2. Ensure that all affected vaccines are quarantined from unaffected vaccines
(maintaining the cold chain). Clearly label these as quarantined and ‘not for use’.
Under NO circumstances should these vaccinations be administered to patients
until confirmation that they are safe for use.

3. Move the affected vaccine stock to an alternative environment [Fridge/validated
cool box] that is monitored and able to maintain recommended temperature of
+2°C to +8°C. If this is not possible then keep the vaccines in the affected fridge
closed until further advice has been sought.

4. Ensure vaccine fridge involved in cold chain breach, remains switched on at main
electrical supply and the thermometer and probe are undisturbed and staff are
aware not to access fridge.

5. Take an inventory of all exposed vaccines, quantity, batch number/expiry date,
and position in fridge. Investigate whether any patients have been vaccinated by
stock compromised by the cold chain breach. Complete Vaccine Incident
checklist form (Appendix 8).

6. Contact the manufacturers of the affected vaccines to asses which if any
vaccines are still appropriate for use ‘off label’. For a list of all manufacturers and
their contact details (Appendix 4). Discard all vaccinations which have been
confirmed as not stable according to National and local policy.

7. Contact your local screening and immunisation team (SIT) to advise of the
incident and confirm the action taken. You will be asked to complete a Significant
Event form (Appendix 7). For contact details of your local SIT see Appendix 3.

8. Report the incident on ImmForm www.immform.dh.gov.uk detailing all disposed
vaccines and the causes of the incident.

NHS England and NHS Improvement
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The East Screening and Immunisation Team has developed this policy which
provides information on what to do in the event of a potential cold chain breach.

Pathway 1 (Appendix 5) should be followed in the event of a cold chain breach.
Pathway 2 (Appendix 6) should be followed for Investigating serious cold chain
breaches.

The local SIT should be informed of what happened and a significant event form
should be completed (Appendix 7).

5.2 Formation of Incident Control team

In the event of a Cold Chain breach that affects patients, the formation of an Incident
Control Team should be undertaken. The SIT will usually lead on the incident. The
service provider and other key stakeholders will be invited to an incident meeting.

The incident control team will analyse all the information related to the Cold Chain
breach and make recommendations. This may include re-calling patients for re-
vaccination. Further guidance on revaccination1? and actions for the ICT (Appendix
6).

5.3 Follow up actions

A discussion should be held with all staff involved in the cold chain breach. This
provides an opportunity for the team to confirm that the relevant protocol has been
followed as well as discussing any lessons learnt.

Service providers should keep an internal record of Cold Chain incidents, actions
taken and dates, and any significant lessons learnt if applicable, which would be
useful for CQC inspections See below links to the CQC'’s guidance for further
helpful information: https://www.cgc.org.uk/guidance-providers/gps/how-we-
monitor-inspect-regulate-gp-practices

5.4 Patient Communication

The service provider should be able to explain the risks and benefits of being re-
vaccinated to their patients. The service provider should know who to contact (e.g.
local Screening and Immunisation Team, Health Protection Team or Community
Paediatrician) if they are unable to answer any questions.

It is the professional duty of candour to be open and honest with patients.

10 https:/ivww.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors
NHS England and NHS Improvement
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Example of patient/carer/parent letter (Appendix 9).

Patients’ consent needs to be obtained before the administration of any vaccine.
Patients should be provided with enough information to ensure they are able to make
informed decisions and informed consent.

Patients’ questions should be answered fully and openly.

It is at the discretion of the healthcare professional as to whether to inform
patients, when obtaining consent, that a vaccine to be supplied or administered has
been stored outside the terms of the marketing authorisation1! The practice should
offer patient information leaflets on ‘off label’ use of vaccines?!?.

11

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/833415/PHE_
vaccine_incident_guidance.pdf

2 https:/iwww.gov.uk/government/publications/vaccines -stored -outsid e-the-recommended -temperature-rang e-
leaflet

NHS England and NHS Improvement
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Appendix 1

Vaccine Storage Incident Checklist

Do not dispose of any vaccines or storage equipment

Isolate potentially compromised vaccines clearly labelling ‘not for use’, these
vaccines should be maintained between +2°C to +8°C and moved to an
alternative monitored environment that is able to maintain recommended +2°C
to +8°C temperature range

Ensure vaccine fridge involved remains switched on and that the main
electrical supply that thermometer and thermometer probe are undisturbed,
and staff are aware they should not be accessing fridge

Refer to algorithm (Appendix 5) and cold chain checklist (Appendix 8)

Inventory of all exposed vaccines stored in fridge recording quantity, expiry
date, position in fridge

Contact local Screening and Immunisation Team (Appendix 3)

NHS England and NHS Improvement
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Appendix 2

Example of Temperature Record Chart*?

A sample refrigerator temperature record chart

Name of health facility: .........cccooeereecnrecceeeeccene e

Fridge identifier: ..........cccccevvveecnnnne

Month and Year: .........cccoceererecnerennen

The temperature should be between +2°C and +8°C. Check each working day. If
the temperature is outside the recommended range, take appropriate action as
indicated in the written procedure.

Remember: Read, Record, Reset and React.

Date Time Current | Min Max Checked by | Thermo- | Comments
temp temp temp (signature) | meter
reset
(tick)
MOty TE I OW DA o s ss e orenass csus e sasonnteee D R e D e e (date).

13

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/223753/Green
_Book_Chapter_3 v3 OW.pdf
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Appendix 3

NHS

Contactinformation for local Screening and Immunisation Teams

Screening and Immunisation Team

Email

East Anglia
(Cambridge & Peterborough, Norfolk, Suffolk)

england.eaimms@nhs.net

Essex

england.essexatimms@nhs.net

Herts/Beds/Luton/Milton Keynes

england.immsga@nhs.net

Note: Service providers should put all immunisation and cold chain queries in

writing to the appropriate email address.

All emails received out of office hours will be responded to on the next working
day, in the interim please follow all actions as specified in Pathway 1,

Appendix 5 (p16)

NHS England and NHS Improvement
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Vaccine Manufacturers’ Contact Details

Vaccine Manufacturer Telephone Number

Infanrix hexa
(DTaP/IPV/Hib/HepB)

Rotarix (Rotavirus)

Menitorix (Hib/MenC) GlaxoSmithKline UK 0800 221 441

Priorix (MMR)

Boostrix-IPV

Bexsero (Men B)

Menveo (MenACWY)

Prevenar 13 (PCV)

Nimenrix (MenACWY) Pfizer Limited 01304 616 161

Fluenz Tetra (Flu nasal spray) AstraZeneca UK 0800 783 0033

Repevax (DTaP/IPV)
Revaxis (Td/IPV)

Sanofi Pasteur MSD Limited 0800 035 2525

Gardasil (HPV)
MMR VaxPRO (MMR) MSD 01992 467 272

Pneumococcal polysaccharide
\vaccine (PPV)

Zostavax (Shingles)

aTlv Seqirus 01748 828 816
aQlVv

For any other vaccines, including travel vaccinations, the manufacturer details are located on
the vaccine box and contact details of the relevant company are
listed at the back of the BNF. Alternatively, the EMC website can be used to find

manufacturer and contact details: www.medicines.org.uk/emc

NHS England and NHS Improvement
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Cold chain breach or vaccine storage eventidentified
(lastina more than 20 minutes)

Pathway 1

Is there an immediately rectifiable cause?

Yes / \ No
[ !

» Keep vaccinesin fridge Embargo Vaccine Fridge
» Rectify cause » Isolate potentially compromised vaccines. Maintain
» Notify colleagues thatvaccines should not be used until at 2°C to 8°C if possible. If not, consider movingthe
risk assessmentconcluded vaccines to an alternative monitored environment
l » Clearly label vaccines ‘Notfor Use’
» Fridgeshouldremain on, thermometers and

temperature probes notdisturbed

» Communicate with colleagues and staff within the
organisationto ensure vaccines and fridge are not
used until further notice

Confirmand documentthe currenttemperature of
the fridge

Reset thermometer

Read and record temperatures at 15 min intervals

forup to 1 hour /

No
A 4
Fridge temperature returned to
+20C to +8°C
Complete cold chain incidentchecklist

Yes Take an inventory of all exposed vaccines

A

\ 4

A

REPORT INCIDENT TO LOCAL SCREENING & IMMUNISATION TEAM
(see Contact Information- Appendix 3, p14)
|

*

Investigate the incident
» Requestrefrigerator engineer to inspectfridge & thermometers (unless the cause of the breach was notrelated to appliance
performance)
Confirmcurrentfridge temperatures and temperature patterns using datalogger for48-72 hrs
Check fridge service history
Check refrigerator temperature records and clarify cold chain practice prior to event

YV V VYV

!

Carry OutInformed Risk Assessment
» Contact manufacturers of affected vaccines to identify whether potencyis likely to be affected by the cold chain
breach/storage conditions identified and confirmif vaccines are still appropriate for use off-label
» Consider seeking further advice from SIT, HPT or PHE national immunisation team

) | |

Vaccine satisfactory for use Vaccine compromised
» Label as ‘involved inincident' & > Disposeofvaccines as perlocal wastage Compromised vaccine
use first (see section 7.3 of policy given to patients
National Vaccine Incident » Completestockincidentformon
Guidance) ImmForm
l \ 4 \ 4
Reportincidentvialocal governance system and identify lessons Formation offormal Incident Control Team
learned / training needs (see Appendix 6)

NHS England and NHS Improvement
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Pathway 2

Incident Control Team (ICT)
meeting held to discuss incident

\ 4

Is all the information needed to make a risk assessment
available to ICT

"

Yes

A\ 4

Is it considered likely that sub-potentvaccines have
been administered?

\ 4

.

No

> Whatis notknown?
» Whatfurther information is needed to make a
decision?

No

» Decidewhich vaccines have been compromised A 4
» Disposeofvaccines » Disposeofvaccineas perlocal wastage
» Replacefridgeifnecessary policy
» Restockwith fresh supply of vaccines » Completestockincidentcapture formon
ImmForm
» Replacefridge/thermometer if necessary
» Restock with fresh supply of vaccines
\ 4
» ldentify recipients of affected vaccines
» Considerresource/manpower required
» Formulate revaccination schedule/advice for each L
. . Training
vaccinerecipient . . -
» Cold chain/vaccine managementtraining
should be considered for all healthcare
professionalsinvolved in the incident
A 4 » Rapid training may be required prior to
» Develop acommunication plan replacing equipmentand new vaccine
» Establish and maintain effective means of stock
communication between all parties involved in the
incident
» Prepare information resources for patients
» Prepare media/ press statement and letter to patients
» Ensure supportforthose contacted is available
v
» Re-immunise affected patients
» Monitor adverse events
» Ensure patientnotes are updated with any additional

doses given and explain as to why

\ 4

» Documentoutcome ofincident

» Review cause of incident (and consider audit of

immunisation service as whole)
» Evaluate lessons learned

NHS England and NHS Improvement
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Appendix 7

Example of NHS England and NHS Improvement - East) Cold Chain Breach

Form (practice significant event forms can be used instead if they include all
the below)

Brief description of what happened

(Please give a brief description of how the incident was discovered with times and dates)

What root causes contributed to the breach in the cold chain?

e Equipment failure?

e Unable to ascertain the amount of time outside temperature range?
e Individual error?

What contingencies have been put in place to prevent further cold chain breaches?

NHS England and NHS Improvement
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Vaccine storageincident checklist form

Vaccine Storage Incident Checklist

Item Comments
1. Date and time of incident form completion
2. Fridge Location /Identifier
3. Date and time of cold chain breach identified
4. What were the temperature readings when the breach | Min
was noticed? Max
current
5. Date and time of last guaranteed temperature between
+2°Cand +8°C
6. Total duration of excursion Hours
Minutes

7. What alerted you to excursion

(e.g. thermometer reading, fridge alarming, data logger)

8. Is there an alarm fitted on fridge? If so

Are parameters set
After how long outside +2°Cto +8°C
Does the alarm sound

9. If the alarm had gone off would anyone have heard
it?

10. Type of fridge Make and Model?

11.How old is the fridge?

12.When was fridge last serviced?

13.Has an engineer checked fridge since incident?
What did their report say?

NHS England and NHS Improvement

19







Public Health
England

Appendix 8

Vaccine storageincident checklist form (cont.)

14.How often temperatures recorded

15. What type of thermometer is in use (integral to
fridge, battery operated independent, data logger)

16.1s there a thermometer probe in the fridge, what is
its position in fridge?

17.When was thermometer last reset?

18. When was thermometer last calibrated?

19. Has continuous temperature monitoring 48 hrs with
data logger been performed since incident
identified?

20.Result of 48 hr continuous temperature recording
with data logger

21.Possible reason for temperature excursion?

(e.g. re-stock/power failure/busy clinic)

22.Any obvious signs of freezing?

(e.q. frosting sides or back of fridge, or wet or damaged boxes)

23. Any vaccines against side or back of fridge or
pushed against cooling plate or air inlet?

24.Have any of the vaccines been exposed to
previous cold chain breach outside +2°C to +8°C?

25.What is current vaccine stock, quantity, location,
expiry date?

26.Has anybody been vaccinated with potentially
affected vaccines?

27.Has the cause of the breach been rectified and / or
steps taken to prevent problem reoccurring?

28.Form completed by name/signature/date

NHS England and NHS Improvement
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Appendix 9
Example of letter to patient/carer/parent offering re-vaccination

Dear (patient/carer’s name)
Re: Vaccines received at (insert name of clinic/vaccination provider)

| am writing to inform you that we have recently become aware of a
problem with the storage/administration (delete as appropriate) of the
vaccine/vaccines you/your child (delete as appropriate) received at
(clinic/vaccination provider name).

As a result of this problem you/your child may not gain full protection from
this vaccination and we would therefore recommend you/your child as a
repeat vaccination as soon as possible.

| understand you may have some questions regarding this incident and
would ask that you call the practice/clinic on (insert telephone number) and
make an appointment with (provide name of GP or immuniser).

At this appointment we will address any questions you may have regarding
the incident and you/your child may/will (delete as appropriate) offered
repeat vaccination.

| would like to apologise for any inconvenience/concern this may cause
you/your family. Please be assured this incident has been fully investigated
and every step will be taken to ensure this does not happen again.

Yours Sincerely,

(Name of GP/Practice Manager)

NHS England and NHS Improvement
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Further information and resources

The Green Book:
https://www.gov.uk/government/publications/storage-distribution- and-disposal-of-
vaccines-the-green-book-chapter-3

National protocol for ordering, storing and handling vaccines:
https://www.gov.uk/government/publications/protocol-for-ordering-storing-
and- handling-vaccines

Keep your vaccines healthy poster
https://www.gov.uk/government/publications/keep-your-vaccines-healthy-
poster

Off label use
https://www.gov.uk/government/publications/off-label-vaccine-leaflets

Vaccines outside of recommended temperature range
https://www.gov.uk/government/publications/vaccines-stored-outside-the-
recommended-temperature-range-leaflet

Vaccine Incident Guidance:
https://www.gov.uk/government/publications/vaccine- incident-quidance-
responding-to-vaccine-errors

World Health Organization:
http://www.who.int/immunization/documents/IIP2015 Module2.p
df

CQC Guidance:
https://www.cqgc.org.uk/guidance-providers/regulations-enforcement/regulation-20-
duty-candour#quidance

CQC Guidance on vaccine storage:
https://www.qgov.uk/government/publications/vaccine-storage-management-care-
quality-commission-inspection

Immform:
https://portal.immform.dh.gov.uk/

Immform fridge failure helpsheet:
https://www.gov.uk/government/publications/fridge-failures-immform-helpsheet-18

NHS England and NHS Improvement
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Care Home staff Vaccination consent and record keeping form v0.2.docx

Vaccination consent and record keeping form


			Personal details





			Name:


			DOB:





			GP Surgery:


			





			Consent to vaccination





			Do you have any known allergies, e.g. eggs, antibiotics


			If yes please give details:











			Are you fit and well today?


			








			Are you taking antibiotics or steroids?


			








			Have you had the flu vaccine in the past


			If yes, have you ever had a reaction to the vaccine? Y / N








			Do you have any existing medical conditions?





			If yes, please give details: 





			Information for people having the flu vaccination:





			· Your body will take up to 14 days to produce antibodies after the vaccination.  


· The incubation period for influenza is a few days, so if you are exposed to influenza immediately before or after vaccination, you can still develop the illness.  


· The vaccine will not protect you against the common cold, although some of the symptoms are similar.


· Some people will be advised to remain in the area for a few minutes following vaccination.


· Please be advised that if you have an underlying health condition you should inform your GP that you have received the influenza vaccine.


			Very common side effects in the first day or two include:


· a heavy feeling or soreness where you had the injection


· general aches or flu-like symptoms


· feeling tired


· having a headache, and


· a mild fever.





You can take paracetamol (follow the advice in the packet and do not take more than the recommended dose), and rest to help you feel better.





Further information about the flu vaccine can be accessed here








			Consent to vaccination: I agree to having the vaccination today





			Signed:


			Print name:





			Date:


			





			Immunisers only:


			








			Date:


			Time:





			 Vaccine details: Apply vaccine sticker if available or complete all details below:





Name of vaccine/manufacturer:





Batch number:





Expiry date:





			Date of vaccination:





Time of vaccination:





Dose: 0.5ml











			Injection site: 





☐ Left upper arm


☐ Right upper arm


			Route of administration:





☐ Intramuscular


☐ Subcutaneous








			Administered by (name):


			Administered by (signature):











…………………………………………………………………………………………………………………………………………………………………………………


			For the person receiving the vaccine:


			





			Name:


			DOB:





			Name of Vaccine administered


			Batch number





			Date administered:


			Administered by: 





			· Your body will take up to 14 days to produce antibodies after the vaccination.  


· The incubation period for influenza is a few days, so if you are exposed to influenza immediately before or after vaccination, you can still develop the illness.  


· The vaccine will not protect you against the common cold, although some of the symptoms are similar.


· Some people will be advised to remain in the area for a few minutes following vaccination.


Please be advised that if you have an underlying health condition you should inform your GP that you have received the influenza vaccine


			Very common side effects in the first day or two include:


· a heavy feeling or soreness where you had the injection


· general aches or flu-like symptoms


· feeling tired


· having a headache, and


· a mild fever.


You can take paracetamol (follow the advice in the packet and do not take more than the recommended dose), and rest to help you feel better.





Further information about the flu vaccine can be accessed Public Health Wales
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SOP for the Administration of Influenza Vaccines to Care Home Residents 0.4.docx
Example - Administration of Influenza (Flu) Vaccines to Care Home Residents

Standard Operating Procedure



1. Introduction 



Influenza or Flu as it’s commonly referred to, is an acute viral infection of the respiratory tract and is highly infectious. Symptoms consist of a sudden onset of fever, chills, headache muscle aches and extreme fatigue. Other common symptoms include a dry cough, sore throat and stuffy nose.[footnoteRef:1] Individuals who are generally healthy usually recover within 2-7 days. However, in individuals with an underling health condition, such as those who are frail or immunocompromised, influenza can be complicated by secondary infections such as pneumonia. Therefore, Flu immunisation is particularly important for individuals in care homes  [1:  The Green book of immunisation - chapter 19 influenza (publishing.service.gov.uk)] 


2.  Scope 



 This Standardised Operation Procedure (SOP) applies to Registered Nurses (RN) who;



· have a responsibility for administrating flu vaccines to residents aged 18 or over within their care. 

· have received additional training as outlined in section 4

· have been assessed as competent in the administration of flu vaccines



3.  Aim



The aims of this SOP are to ensure residents in a care home;



· Are offered equal access to flu vaccines as any other individual living within their own home would be

· Are offered a person-centred approach that recognises the unique and complex needs of individuals whose home is within a care home setting 

· Experience reduced infection and prevention risks from multiple clinical staff attending the home to administer vaccinations

· Receive safe administration of immunisations, in accordance with the Nursing Midwifery Council (NMC) Code of professional conduct[footnoteRef:2], the Royal Pharmaceutical Society (RPS) Professional Guidance on the administration of medicines in healthcare settings[footnoteRef:3] and the RPS Professional guidance on the safe and secure handling of medicines[footnoteRef:4]. [2:  The Code: Professional standards of practice and behaviour for nurses, midwives and nursing associates - The Nursing and Midwifery Council (nmc.org.uk)]  [3:  Admin of Meds prof guidance.pdf (rpharms.com)]  [4:  Professional guidance on the safe and secure handling of medicines (rpharms.com)] 




4. Education and training



4.1 All staff involved in administering vaccinations must have completed the appropriate immunisation training and be able to demonstrate competency. In addition, it is a requirement for all immunisers to attend an annual update on immunisation and be up- to -date with statutory and mandatory training including infection prevention and control. 



4.2 The required training to safely administer flu immunisations consists of;

· Flu immunisation training (Flu Two) suitable for new and experienced immunisers

· Basic Life Support (BSL)

· Management and recognition of Anaphylaxis

· Aseptic Non Touch technique (ANTT)



4.3 Access to all of the above e learning modules can be accessed via Learning@Wales (nhs.wales)



4.4 New immunisers will require a period of supervised practice to allow observation, and development of, clinical skills and application of knowledge to practice (PHW 2021). The supervisor must be a registered, appropriately trained, experienced and knowledgeable practitioner in immunisation. All new flu immunisers should complete a competency assessment (Appendix A) as part of the sign off process for competency. They should be supervised administering the vaccine until both they, and their supervisor, are confident that they have the necessary knowledge and skills to administer vaccines safely and competently.  



5. Anaphylaxis



5.1 Anaphylaxis is a rare but potentially life-threatening condition which can occur following a vaccination. It occurs in less than 1 per million doses for routine vaccines in the UK. Therefore, anyone administrating a vaccine must be trained in the signs and symptoms of anaphylaxis. Anaphylaxis is treated with an intramuscular injection of adrenaline. This can be administered by anyone when it is being used for the management of anaphylaxis.

5.2 Adrenaline must always be immediately available before any vaccine is given. Care homes registered with Care Inspectorate Wales (CIW) as providing nursing care are eligible to receive stocks of adrenaline and to keep it as stock. 

6. Preparation prior to immunisation 



6.1 Prior to the administration of immunisations the Registered Nurses and/or Care Home Manager must;



· discuss and agree with the responsible GP practice(s) which care home residents are eligible for flu vaccinations by the care home

· discuss and agree with the responsible GP practice(s) completion of the legal authority for the administration of the flu vaccine which may be via a Patient Specific Direction or FP10.  A GP can complete one PSD, to cover all people that have been assessed in a care home.

· Alert community pharmacy to agree how many vaccines will be provided at a time, ensuring there is sufficient room in the medical fridge to store the vaccines safely. 

· ensure there is access to adrenaline (Appendix B (FAQ) which depending on arrangements may be via the GP practice, Health Board or ordering directly.

· ensure there is a medication fridge available which can be monitored to ensure flu vaccines are maintained at the correct temperature and that there is a system in place to record fridge temperatures (Appendix C)

· have assessed the care home to ensure it meets the Resuscitation Council UK minimum training requirements which are;

· immediate access to an individual with defined minimum knowledge and skills i.e., a Registered Nurse who has undertaken BLS and Anaphylaxis training

· a local risk assessment to include access to emergency services – i.e., access to a landline or mobile phone so assistant can be summoned 

· the immediate availability of oxygen is not an absolute requirement for vaccination settings[footnoteRef:5]. [5:  Resuscitation Council UK Additional information for the treatment of anaphylaxis following vaccination] 


· Ensure any RN administrating flu vaccines have undertaken the appropriate training and are competent to do so

· Consideration of any impact on the care homes insurance which may occur as a result of administrating flu vaccines to residents



6.2 Provide information to residents and/or family members/nominated individuals about why a flu vaccine is being offered, the benefits and risks. This information must be provided in a format the resident understands to enable them to make an informed decision.



6.3 If a resident declines to give consent to immunisation, this should be clearly documented in the resident’s clinical record and the residents GP informed.

6.4 Where there are concerns that a resident does not have mental capacity to make a decision about receiving a flu vaccine the Mental Capacity Act 2005 must be followed.  This will include assessment of capacity in relation to receiving the flu vaccine and assessment of whether administration of the vaccine is in the individuals’ best interests.



6.5 Best Interest decisions should include any previous wishes made known by the resident and consultation with people involved in caring for the person. This may include family members, health and social care professionals, Attorneys appointed under Lasting Powers of Attorney (LPAs) or Independent mental capacity advocate (IMCA) for example.



6.6 The Best Interest Decision must be recorded in the resident’s clinical record. 



7. Administration of flu vaccine



7.1 Prior to the administration of a flu vaccine to a resident the RN must;



· ensure that the person has consented to receiving the vaccine, which may be verbal or implied e.g. the person holding their arm out. There is no legal requirement for consent to immunisation to be in writing. 

· where the person lacks capacity to make this decision, confirm that a Best Interest Decision has been made and documented in the resident’s clinical record. 

· Check that the legal authority to administer the vaccine is in place 

· Check that there are no contraindications to the resident receiving the vaccine e.g. confirmed anapphylatic reaction to the vaccine or any of its components, or if the resident is acutely unwell. Further information on contraindications can be found in the Green Book – Chapter 19, p.20.

· Ensure that flu vaccines are available and have been maintained at the correct temperature by reviewing the fridge monitoring logs

· Small quantities should only be removed from the fridge at a time to prevent the cold chain from being compromised and used within 20 minutes (NHSE recommendation) This will prevent the wastage of vaccines.



7.2 Gather the required equipment;



· Adrenaline pack containing Adrenaline1:1000 (1mg in 1ml), four 23G needles and four graduated 1ml syringes 

· Small, portable sharps box (yellow lid) or see below table 

· Plastic tray 

· Cotton wool balls 

· Alcohol based hand rubs (liquid or gel/foam) 

· Flu vaccine 

· Yellow tiger bag (or equivalent) for “offensive” waste stream



7.3 Administration of flu vaccine

[image: Deltoid injection site - UpToDate]                 Wash hands/use alcohol hand gel unless hands visibly dirty

Check the vaccine identity and expiry date. 

Identify site for immunisation e.g., deltoid muscle



Gloves and aprons are not required unless there is anticipated contact with blood or body fluid or non-intact skin. This is considered a minimal contact procedure















Clean skin does not need swabbing, but if visibly dirty, the area can be washed using soap and water and dried prior to immunisation.



Administer flu vaccine into the deltoid muscle



Withdraw the needle and dispose of empty syringe in a sharps box (yellow lid) – see additional information below about how to manage healthcare waste following vaccination 



		Description of waste

		Type of Waste Stream



		Used cotton balls/ PPE used to vaccinate where blood and body fluid anticipated









		[image: ]Offensive waste stream





		Clinical Sharps and injecting equipment



Needles, syringes and other sharps

		[image: https://www.sharpsafe.co.uk/content/uploads/resized/4L-Y-UK-0bd92050e4295a2bf78c28cbc0a3260f.jpg] Sharps container









Apply gentle pressure to any bleeding, but do not rub or massage the site



Perform hand hygiene with alcohol-based hand rub (must be performed between vaccinating each individual)



Observe the resident until satisfied that they have recovered from the procedure and are not experiencing any immediate adverse reactions. 



Give post immunisation advice including any possible side effects and how these can be managed



Inform any RN’s or care staff who are responsible for supporting the resident, that;



· the person has received their vaccination 

· care staff/RN are aware of what possible adverse reactions can occur

· care staff/RN are aware of the actions to be taken in the event of any adverse reactions





7.4 Record keeping



To prevent residents who have received their vaccine receiving another one – it is essential that the following information is recorded in the persons records and or Medication Administration Record (MAR)



· Administration Site 

· Date/time

· Name & Band of vaccine

· Batch number 

· Expiry date



Details of the vaccine and batch number can be added to records or MAR by using the sticker found on the flu vaccine. 



The Care Home should agree how confirmation of the resident receiving their vaccine is shared back to the GP responsible for the person’s medical care.







8. Incidents





8.1 Any errors or adverse reactions should be recorded in accordance with normal practice



8.2 Common errors related to immunizations may be due to issues with;



· Cold chain management i.e., where vaccines have been stored outside the recommended temperature range of +2°C to +8°C, 

· where there is doubt about the effectiveness of vaccination following a storage error,

· errors in vaccine preparation 

· errors in vaccine administration.



8.3 Recording and investigating reasons for errors is a key part of the continuous learning process. Any lessons learnt from errors or incidents should be shared with the wider team to support opportunities for learning and to minimise the risk of errors/incidents occurring in the future.



9. Useful resources



Influenza: the green book, chapter 19 - GOV.UK (www.gov.uk)

Mental Capacity Act 2005 at a glance | SCIE

Guidance: Anaphylaxis | Resuscitation Council UK

Vaccine resources for health and social care professionals - Public Health Wales (nhs.wales)

National Infection & prevention Control Manual https://phw.nhs.wales/services-and-teams/harp/infection-prevention-and-control/nipcm/







10. Other sources used in the development of this SOP

Public Health Wales (2020) Domiciliary Immunisations. Version 3





Public Health Wales (2021) Vaccine Preventable Disease Programme (VPDP) Flu Immunisation Training Recommendations for 2021/22 in Wales. Version 2. Available at:

https://phw.nhs.wales/topics/immunisation-and-vaccines/vaccine-resources-for-health-and-social-care-professionals/immunisation-training-resources-and-events/flu-immunisation-training-recommendations-for-wales-20212/ 









11. 




Appendix A Competency Assessment



All new flu immunisers should complete a competency assessment as part of the sign off process for competency. 

Example of competency assessments can be found below;





    


 Appendix B Anaphylaxis and Access to Adrenaline  

[image: ]

Information on treatment of anaphylaxis following vaccination developed by the Resuscitation Council UK can be found below;

Additional information on anaphylaxis following vaccination.pdf

Frequently asked questions on accessing adrenaline can be found below;

http://www.cpwales.org.uk/getattachment/Services-and-commissioning/Enhanced-Services/Seasonal-Influenza-Vaccination-Service/VPDP-FAQ-Care-Homes-and-adrenaline-FINAL.pdf.aspx?lang=en-GB

Appendix C Fridge monitoring & Management of the cold chain



Vaccines must be handled and stored in line with the manufacturer’s instructions. This relies on a key concept known as the cold chain, which reduces the risk of compromising the quality, efficiency and safety of the vaccine.



Understanding the cold chain and steps to maintain this is a key part of any training, education and assessment of competency. Farther information can be found below;



Storage, distribution and disposal of vaccines: the green book, chapter 3 - GOV.UK (www.gov.uk)





		When checking the fridge temperature ensure that the four ‘R’s are observed:

 



		Read 

	

		Check temperature at the same time daily and sign the sheet when completed.



		Record 



		Record temperature in standard fashion on a temperature monitoring chart. 





		Reset 



		Reset the temperature after each reading. 



		React 



		React if the temperature falls outside +2°C to +8°C 







An example of a cold chain policy is included below, vaccine logs and fridge temperature record charts are given below;








Example Vaccine Tracking Log;Vaccine Tracking Log: Influenza Vaccine

Please enter number of vaccines in and out of fridge, date and sign



		Date

		Time

		Number Out

		Number Returned

		Destination

		Name (Print)

		Running Total



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		



		

		

		

		

		

		

		















Example Fridge Temperature Record Chart

Name of Care Home…………………………………………………………………………………………………………

Site of Fridge…………………………………………………………………………………………………………

Month and Year……………………………………………………………………………………………………………

The temperature should be between +2 and +8°C. Check each working day. If the temperature is outside the recommended range, take appropriate action as per written procedure.

Remember Read, Record, Reset and React

		Date

		Time

		Current Temp

		Min Temp

		Max Temp

		Checked by

(Signature)

		Thermometer reset (tick)

		Comments
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1

1.1

2.1

3.1

3.2

3.3

4.1

Purpose

Certain population groups experience difficulty attending immunisation
sessions. The COVID-19 pandemic will also make it difficult for those
who are shielding to attend vaccination sessions. Conducting
domiciliary immunisations within the client’s home can greatly improve
the uptake of immunisations in these groups and offer a solution to
those who are sheilding.! It is recognised that guidelines are required
to minimise the health and safety risks of this activity and ensure that
healthcare professionals are following evidence based guidance. It is
not intended that this is a stand-alone document; it should be used in
conjunction with referenced documents within this text and the
relevant Patient Group Direction (PGD) or Patient Specific Direction
(PSD) and local policy.

Scope

These guidelines apply to all registered staff that have a responsibility
for delivering the national vaccine programme to clients within their
care. They offer a framework of guidelines to enable these staff to offer
immunisations to individuals (children or adults) who are unable to
attend health premises for vaccination.

Aim
To offer service users equal access to the immunisation programme.!

To encourage subsequent attendance for immunisation in mainstream
services, if they are able to do so safely.

To ensure the safe administration of immunisations in the domiciliary
setting, in accordance with the Nursing Midwifery Council (NMC) Code
of professional conduct, the Royal Pharmaceutical Society (RPS)
Professional Guidance on the administration of medicines in healthcare
settings and the RPS Professional guidance on the safe and secure
handling of medicines.?:34

Preparation prior to domiciliary
immunisation

Immunisation should only take place in premises where emergency
assistance can be summoned. For this reason the registered
healthcare professional should ensure that a landline or mobile phone
is available. Domiciliary immunisations can be given by one
registered healthcare professional; however some home
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4.2

4.3

4.4

4.5

4.6

4.7

circumstances may require an additional member of staff to maintain
a safe environment for vaccination. This decision is at the healthcare
professional’s discretion, subject to local health board guidelines,
following a risk assessment and knowledge of the client’s
circumstances. If on arrival at the premises circumstances are not
conducive to administering the vaccine in a safe environment then
the vaccine/s should not be administered and the appointment
rearranged.

All staff involved in administering vaccinations must have completed
the appropriate immunisation training and be able to demonstrate
competency as required by their local organisation.> In addition, it is a
requirement for all immunisers to attend an annual update on
immunisation.>

Although anaphylaxis following vaccination is extremely rare,® all staff
undertaking or assisting with domiciliary immunisation must have
evidence of having attended training in the recognition and treatment
of anaphylaxis and cardiopulmonary resuscitation (CPR) as per
employing organisations recommendations, and familiarise themselves
with the Resuscitation council UK guidelines.”

Registered Health Care Professional must ascertain that there are no
contraindications or postponements to the vaccination. If in doubt
specialist advice should be sought. Immunisers may need to refer to
the most current edition of the Green Book online and the electronic
updates.® It may be necessary to postpone the vaccination in certain
circumstances.

Identify which vaccines are outstanding/due, by performing a thorough
search via GP records and /or Child Health database. The PHE
algorithm-vaccination of individuals with uncertain of incomplete
immunisation status, should be used to identify the outstanding
vaccines required.

An appointment must be made either by telephone, in writing or
verbally agreed. During this contact, issues with the proposed
immunisation and reasons for non-attendance can be discussed. This
may also be due to difficulties accessing services, e.g. house bound
individuals or those who are being advised to shield due the current
COVID-19 pandemic.

An individual’s health history must be assessed (including parents,
carers and others living in the household) before a home appointment
can be made. It must be established that they are well, are not
displaying symptoms of COVID-19 or other infections, and are not self-




https://www.resus.org.uk/


https://www.gov.uk/government/organisations/public-health-england/series/immunisation-against-infectious-disease-the-green-book


https://www.gov.uk/government/organisations/public-health-england/series/immunisation-against-infectious-disease-the-green-book


https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status


https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status
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4.8

5.1

5.2

5.3

5.4

5.5

5.6

5.7

isolating because they are contacts of suspected or confirmed COVID-
19 cases.

Anyone with an acute febrile illness should not be immunised until the
condition has resolved.

Refer to your organisation’s lone working policy prior to visiting the
home.

Consent

Consent is valid if the person providing consent is offered as much
information as they reasonably need, in a format they understand, to
make their decision.® Immunisers should be aware of their local health
boards consent policy.

Healthcare professionals should ensure that the person providing
consent fully understands which immunisations are to be given; the
diseases against which they will protect; the risks of not proceeding;
the side effects that may occur and how these should be dealt with;
and any follow up action required.

Consent can be given providing that person is capable of consenting to
the immunisation and is able to communicate their decision.

Young people aged 16 and 17 are presumed, in law, to be able to
consent to their own medical treatment. Younger children who
understand fully what is involved in the proposed procedure (referred
to as ‘Gillick competent’) can also give consent, although ideally their
parents will be involved. If a person aged 16 or 17 or a Gillick-
competent child consents to treatment, a parent cannot override that
consent.?

There is no legal requirement for consent to immunisation to be in
writing and a signature on a consent form is not conclusive proof that
informed consent has been given, but it can serve to record the
decision and the discussions that have taken place with the person
giving consent either for themselves or on their child’s behalf.

Staff administering domiciliary immunisations should document that
information has been given to the patient with regard to the proposed
immunisation.

If a patient or parent declines to give consent to immunisation,
this should be clearly documented following local health board policy.
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5.8

6

6.1

6.2

7.1

The Mental capacity act 2005 provides a statutory framework for
people who lack capacity to make decisions for themselves, it sets out
a framework for who can make decisions and in which situations.1?

Equipment and documentation requirements
for domiciliary immunisations

Equipment:

Adrenaline pack containing Adrenaline1:1000 (1mg in 1ml) and
appropriate needles and syringes

Small, portable sharps box

Validated cool boxes and cool packs from a recognised medical
supply company should be used in conjunction with validated
maximum-minimum thermometers 8

Appropriate needles and syringes

Disposable receptacle

Disposable gloves

Cotton wool balls

Alcohol based hand rubs (liquid or gel/foam)

Appropriate vaccines (kept in original packaging)

0.9% sodium chloride (if vaccine splashed in eye) 11

Yellow bag for clinical waste 11

Mobile phone (if required)

Oxygen (only if recommended by local guidelines)

Personal Protective Equipment (PPE) for use in COVID-19 Pandemic!

Supporting documentation:

Child’s Health records/ Patient Held record/ GP record
o Specifically for any immunisations which is given to a child
under the age of 18 - unscheduled/scheduled computer forms
British National Formulary - current edition
Immunisation information leaflets/patient information leaflets

Transport of vaccines from a base
refrigerator for domiciliary immunisations

When vaccines need to be taken from a base refrigerator for domiciliary
immunisations, practitioners should refer to the health board’s current
advisory document on handling and storage of vaccines.!!

7.2 All vaccines required for a session should be removed from the

refrigerator at the same time to avoid frequent opening and closing of
the refrigerator door.




http://www.justice.gov.uk/downloads/protecting-the-vulnerable/mca/mca-code-practice-0509.pdf


https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control/covid-19-personal-protective-equipment-ppe
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7.3

7.4

7.5

7.6

7.7

8.1

Domestic cool boxes should not be used to store, distribute or transport
vaccines. Validated cool boxes and cool packs from a recognised
medical supply company should be used in conjunction with validated
maximum- minimum thermometers. Cool packs should be stored in
accordance with the manufacturer’s instructions, usually at +2°C to
+8°C (not a freezer compartment) to ensure they maintain the cold
chain at the right temperature. Ice packs and frozen cool packs should
not be used as there is a danger of these freezing some vaccine doses
during transit.

A validated cool box provides ongoing assurance that the vaccines will
be maintained within the cold chain temperature range (+2°C to +8°C)
during transport. Vaccines must be kept in the original packaging and
placed into a cool box with cool packs as per the manufacturer’s
instructions. This will prevent direct contact between the vaccine and
the cool packs and will protect the vaccine from any damage.

When transporting vaccines for a domiciliary immunisation the
immuniser is responsible for ensuring that only the amounts of
vaccines necessary for each session are removed from the vaccine
refrigerator. These should be placed quickly into the validated cool
boxes and opening must be kept to a minimum.

On arrival at the home, the vaccines should be left in the closed
validated cool box until required.8

Unused vaccines left over at the end of a vaccination session can be
returned to the vaccine refrigerator, provided there is evidence from
the temperature monitoring that the cold chain has been maintained.
Returned vaccines should be clearly labelled and dated and should be
used at the earliest opportunity.811

Administration of immunisations during
domiciliary visit

Appropriate PPE!? must be worn when attending the home. As in all
situations during the pandemic, guidance on infection control!3 should
be followed. The recommended PPE for administering all vaccines,
including LALV, is gloves, apron, fluid resistant (type IIR) surgical mask
and eye protection. Gloves and aprons are single use. Between
vaccination of individuals they should be disposed of and hand hygiene
performed!4. Fluid resistant (type IIR) surgical facemasks and eye
protection can be subject to single session use.!? Re-usable eye and
face protection is acceptable if decontaminated between single or





https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control


https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control
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8.2

8.3

8.4

8.5

9
9.1
9.2

9.3

single sessional use, according to the manufacturer’s instructions or
local infection control policy.4

For information on IPC measures refer to Public Health England
COVID-19 Infection, Prevention and Control (IPC) guidance.!3

Assess patient/client/carer’s capacity to consent to immunisation.

If there are any concerns regarding the capacity to consent, discuss
with the patients GP. In circumstances were an Elderly Mentally Infirm
(EMI) patient requires immunisation the GP should provide consent as
this individual lacks capacity to consent for themselves. The mental
capacity act describes this as acting in the best interest of the client.?:10

Prior to giving a vaccine the healthcare professional will ascertain that
no new circumstances have arisen which contra-indicate or require the
immunisation to be postponed.

Check with the patient, parent, guardian or appropriate carer about
the health of the individual and assess if patient is fit for vaccination,
especially with regard to COVID 19, pregnancy, illness, medication,
allergies, fever, previous reaction and any recent vaccinations.
Discuss with the patient, parent, guardian or appropriate carer:

The immunisation that is being offered and the reason for giving the
immunisation.

Common side effects likely to be encountered.
More serious potential side effects and what action to be taken.
Consent. The giving and obtaining of consent is a process and should

be revisited prior to vaccination. Consent remains valid unless the
individual who gave it withdraws it.

Immunisation procedure
Identify safe/clean area for mixing/drawing up of vaccines.
Wash hands/use alcohol hand gel and don PPE as appropriate!>.

Check and prepare vaccines. Check the vaccine identity and expiry
date. Freeze-dried vaccines should be reconstituted with the
appropriate diluents immediately prior to use and used within the
manufacturers recommended period.




https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control
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9.4

9.5

9.6

9.7

9.8

9.9

9.10

10
10.1

10.2

10.3

Identify site for immunisation appropriate to age and position child or
adult accordingly. Clean skin does not need swabbing, but if
visibly dirty the area can be washed using soap and water and dried
prior to immunisation.®

Dispose of needles and syringes and vials in a sharps box.!!

The healthcare professional must observe the patient until she/he is
satisfied that the patient has recovered from the procedure and is not
experiencing any immediate adverse reaction.

The patient/carer or parent/guardian of the patient must be advised on
how to seek medical assistance, if necessary, following the vaccination.

Give post immunisation advice which re-enforces information already
given prior to vaccination. This should detail possible side effects and
actions to be taken.

A record of the immunisation given must be documented in the
appropriate record(s) pertaining to that client e.g. Personal Child
Health Record (PCHR) Red book, Health Records, GP computer, Child
Health Department. Ensure all documentation is completed prior to
leaving the home and doffing of PPE is conducted as appropriate.t>

The registered healthcare professional must instigate immediate action
in the event of a serious adverse reaction to the vaccine.

Evaluation and Monitoring
Evaluation and audit at point of document review - 3 yearly

Audit / investigate any adverse incident reports in relation to
domiciliary immunisation

User feedback at professional meetings
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https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control


https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control


https://www.england.nhs.uk/coronavirus/wp-content/uploads/sites/52/2020/06/clinical-guidance-for-hcps-on-imms-for-covid-19.pdf


https://www.england.nhs.uk/coronavirus/wp-content/uploads/sites/52/2020/06/clinical-guidance-for-hcps-on-imms-for-covid-19.pdf


https://www.england.nhs.uk/coronavirus/wp-content/uploads/sites/52/2020/06/clinical-guidance-for-hcps-on-imms-for-covid-19.pdf


https://www.gov.uk/government/publications/covid-19-personal-protective-equipment-use-for-non-aerosol-generating-procedures


https://www.gov.uk/government/publications/covid-19-personal-protective-equipment-use-for-non-aerosol-generating-procedures


https://www.gov.uk/government/publications/covid-19-personal-protective-equipment-use-for-non-aerosol-generating-procedures
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Security
Agency

Appendix C. Flu vaccinator competency
assessment tool

The competency assessment tool has been divided into 3 areas:

1. Knowledge.
2. Core clinical skills.
3. The clinical process and procedure for vaccine administration.

Vaccinators should be assessed against all the competencies relevant to the role assigned to
them. It is recognised that not all competencies will be relevant to all staff, for example, if they
have been assigned a role in vaccine administration only and are not responsible for assessing
suitability for vaccination and taking consent. However, competencies that have been marked
as ‘not applicable’ but which become applicable if the vaccinator is given additional
responsibilities or a change in role, can be assessed at a later date without having to compete a
whole new competency tool. Multiple supervisors may sign off competency where required (for
example, if not all competencies can be assessed at one time) and additional competencies can
be added if necessary.

How to use the competency assessment tool

The assessment tool can be used as a self-assessment tool, an assessment tool for use with a
supervisor or both depending on the previous experience of the vaccinator. Where a particular
competency is not applicable to the individual’s role at the time of assessment, indicate ‘not
applicable’ (NA).

The vaccinator should complete the self-assessment column and then, if they are new to
vaccination or returning to vaccination after a prolonged interval, share it with their supervisor or
assessor. The supervisor assessing the immuniser must be a registered healthcare practitioner
who is competent and experienced in delivering immunisations.

The supervisor carrying out the assessment should:

e review the vaccinator’s self-assessment, discussing any areas that are identified as
‘need to improve’ and the relevant action plans

e observe their performance as they provide immunisations or advice to several
patients and indicate whether each competency is ‘met’ or ‘needs to improve’ in the
supervisor review column







e if improvement is needed, help the immuniser to develop an action plan that will
enable them to achieve the required level of competence and plan a further

assessment
e acknowledge if they and/or the immuniser decide that they are not suitable for the role

and communicate this to the employer

When the supervisor and immuniser agree that the immuniser is competent in all the relevant
areas, sign off the section at the bottom of the assessment.







1a

Competency assessment tool for staff administering the
flu vaccines

Part 1: knowledge

Can provide evidence of completion of the flu vaccine specific
elearning programme or attendance at a specific,
comprehensive flu vaccine training course.

Not applicable
to role assigned
(NA)

Self-assessment

Record: met (M) or
needs to improve (NI)

(initial and date)

Self-assessment

Supervisor review

Record: met (M) or
needs to improve (NI)
(initial and date)

Supervisor review

1b

Has successfully completed and passed a knowledge
assessment — either the e-learning course assessment or an
end of course test.

1c

Able to access the online Green Book and other relevant flu
vaccine guidance, for example, DHSC/UKHSA/NHS E&I letters
(or Scotland, Wales and Northern Ireland equivalents), Vaccine
Update, UKHSA Information for Healthcare Practitioners on the
flu vaccine programme and so on

1d

Knows who to contact for advice if unsure about issues such as
eligibility for vaccines or action to take if a vaccine error occurs.

1e

2a

Able to explain the basics of how the different flu vaccines are
made, what they contain and why, any contraindications or
precautions and possible side effects and how to treat them.

Part 2: core skills for immunisation
Is up to date with requirements for anaphylaxis and basic life

support (BLS) training (has undertaken within past year or as
per employers’ stipulations).

Self-assessment

Supervisor review








Competency assessment tool for staff administering the Not applicable | Self-assessment Supervisor review

i vEEElieE to role assigned | Record: met (M) or Record: met (M) or
(NA) needs to improve (NI) | needs to improve (NI)
(initial and date) (initial and date)

2b | Aware of how to respond to an immediate serious adverse event
following vaccination, knows the whereabouts of anaphylaxis
and emergency care equipment and how and when to use it.

2c | Can explain incident response and reporting process in case of
a procedural error, needlestick injury, breach of infection control
measure and so on, as per local protocol.

Knows how to put on and take off personal protective
equipment (PPE) as required and demonstrates good practice
2d | in infection prevention and control. Uses appropriate aseptic
technique when handling injection equipment (e.g. syringes,
needles) to prevent contamination and infection.

Disposes of sharps, vaccine syringes and vials and other

2
© vaccine equipment safely in line with local protocol.

Demonstrates knowledge and understanding of the rationale for
and importance of maintaining the vaccine cold chain. Familiar
with local protocols for cold chain management and the action
to be taken in case of cold chain failure and who to contact.

2f

Part 3: clinical process and procedure Self-assessment Supervisor review

Checks patient’s identity and patient's records prior to
vaccination to ascertain suitability for vaccination.

3a

Able to answer patient, parent or carer questions, referring to
3b | leaflets to aid explanations or discussion as appropriate and
using interpreter if necessary to ensure patient, parent or carer

4








Competency assessment tool for staff administering the
flu vaccines

Not applicable
to role assigned
(NA)

Self-assessment

Record: met (M) or
needs to improve (NI)

(initial and date)

Supervisor review
Record: met (M) or
needs to improve (NI)
(initial and date)

are informed. Knows who to refer to or who to contact if further
detail or advice is required.

3c

Able to clearly and confidently discuss the benefits and risks of
flu vaccination and able to address any concerns patients,
parents or carers may have.

3d

Demonstrates knowledge of consent requirements and any
relevant issues such as the capacity to consent, Mental
Capacity Act and the age of the individual. Ensures consent is
obtained prior to vaccination and is appropriately documented.

3e

Demonstrates knowledge and understanding of
contraindications and precautions to flu vaccine and is able to
assess appropriately for these, or, if necessary, the need to
postpone vaccination (or give inactivated vaccine if LAIV
contraindicated).

Checks that there is an appropriate legal authority to supply
and administer the vaccine such as: they are an appropriate
prescriber, vaccine has been prescribed to a specific patient via

3 a Patient Specific Direction, or, the vaccinator is authorised to
administer the vaccine in accordance with a Patient Group
Direction (PGD), national Protocol or Written Instruction.

3g Checks the presentation of the flu vaccine, the expiry date, how

it has been stored prior to use and prepares it according to the








Competency assessment tool for staff administering the
flu vaccines

Not applicable
to role assigned
(NA)

Self-assessment
Record: met (M) or
needs to improve (NI)

(initial and date)

Supervisor review
Record: met (M) or
needs to improve (NI)
(initial and date)

vaccine manufacturer’s instructions in the Summary of Product
Characteristics (SPC).

3h

Positions patient appropriately and chooses appropriate
vaccination site for injectable vaccines i.e. use of anterior
lateral aspect of the thigh in babies under one year or deltoid
muscle in upper arm in older children and adults.

3i

Demonstrates correct intramuscular injection technique

3j

Demonstrates correct intranasal administration technique

3k

Demonstrates an understanding of the procedure for reporting
any vaccine reactions and knows how and when to report using
the MHRA'’s Yellow Card Scheme.

3l

Completes all necessary documentation, recording type and
product name of vaccine, batch number, expiry date, dose
administered, site used, date given and name and signature.

3m

Demonstrates good record keeping and understands the
importance of making sure vaccine information is recorded on
relevant data system(s).

3n

Advises patient, parent or carer on what to expect after
vaccination as appropriate (for example, rash, fever) and
management of these. Provides patient, parent or carer with a
copy of post-immunisation advice sheet or the product's Patient
Information Leaflet (PIL), if appropriate.








Competency assessment tool for staff administering the
flu vaccines

Not applicable
to role assigned
(NA)

Self-assessment

Record: met (M) or
needs to improve (NI)

(initial and date)

Supervisor review
Record: met (M) or
needs to improve (NI)
(initial and date)

Understands individual limitations and knows where to refer
30 | patients where there may be more complex requirements, or a
more experienced immuniser is required

Action plan (record any actions required to meet any competencies assessed as ‘needs to improve’. Sign and date these once met)








Statement of competence

Name of individual:
has shown appropriate knowledge, skill and

competence to safely administer:

(tick as applicable)

Injected inactivated flu vaccine

Intranasal live flu vaccine

Name of supervisor(s) carrying out assessment (or mark as N/A if experienced vaccinator carrying out self-assessment):

Role or job title:
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1. Summary

These competencies align with the wider RCN Education Learning and Development
Strategy (RCN, 2021a) and need to ensure excellence in nursing practice and uphold
equality and diversity, so care and services are accessible to all.

The UK immunisation programmes are widely regarded as upholding good evidence-
based practice. They are designed to provide protection to those who need it before
they become infected, and its success therefore depends on vaccinations being made
available to all those who need them in a timely way.

The vaccine programmes are informed and developed by experts and extensive
consideration and planning is undertaken to enable them to be most effectively and
successfully implemented. The programmes change and adapt to encompass new and
improved vaccines and the changing epidemiology of infectious diseases.

The success of vaccine programmes relies on all practitioners involved to be well
informed and to stay up to date. Vaccination programmes evolve and develop based on
the evidence, as new vaccines become available and the epidemiology of disease change.
Vaccinators also need to be mindful of the needs of their local population and in making
sure the services are accessible to all.

These competencies are designed to help ensure consistency in the clinical standards
of immunisers, and for immunisers to use their knowledge and skills to ensure all those
eligible in a population get the vaccines they need in a timely, easily accessible and
safe way. The document is designed to gain assurance that all practitioners involved in
immunisation are competent to provide safe and effective care for those who require
vaccines. The Health and Safety Executive define competence as:

“The combination of training, skills, experience and knowledge that a person has and
their ability to apply them to perform a task safely. Other factors, such as attitude and
physical ability, can also affect someone’s competence.” (HSE, 2021)

Competencies are the essential building blocks that shape nursing work in all clinical
and practice settings. As practitioners acquire skills, knowledge, understanding and
confidence in their field they can demonstrate how they meet increasingly challenging
levels of competence.

This framework aims to identify the competencies required to meet the specific needs of
patients requiring immunisation. It is also designed to provide support to both registered
and non-registered staff in achieving these in order to practise safely.

It is a tool designed to be used by all grades of staff to support their learning and the
development of skills in immunisation. The competencies are intended to support safe
and effective practice and a way to assess an individual practitioner’s ability to do the job
and ensure patient safety.
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It is acknowledged, that while developing the knowledge and competence of staff
working in immunisation, staff need to be aware of how vaccine programmes evolve
based on the evidence of new vaccines and epidemiology of disease and novel infections
and therefore how they keep up to date. They also need to be aware of emerging areas of
development within health care and how these impact on immunisation services delivery,
these would include:

digitalisation and technology - is increasingly important in all health care, the use of
technology to support immunisation has always been important in terms of accurate
data reporting. The use of wider technology will continue to impact on immunisation
services

genomics - understanding of genomics is increasingly impacting and influencing
health care. The RCN resource on genomics (RCN, 2021b) provides some background
information and resources to help raise awareness and understanding

sustainability - raise awareness of the United Nations (UN) sustainable development
goals (SDGs) (UN, 2021) and other global impacts of health care. All heath care staff
need to be aware and have knowledge and skills to improve sustainability of health care
through their individual responsibility to understand the importance of assurance of
quality, safety and value regarding procurement of consumables, medical devices and
services.

There is a separate competency tool for registered health care professionals in
section 8 and another for the vaccination support workforce in section 9, which
identify the different levels of skills and competence required depending on individual
practitioners’ roles in immunisation and vaccination.

Practitioners should be assessed against each as competent (has met the competency =
M) or not yet competent (needs development = ND).

BACK TO CONTENTS 5
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2. Introduction

Vaccination is a core public health provision and vaccines are clearly recognised by the
World Health Organization (WHO) as having a major impact in contributing to reduced
mortality and improving health across the world (WHO, 2019). The UN Sustainability and
Development Goals (SDGs) set out a vision for a world free from poverty, hunger and
disease. Global access to vaccination is fundamental to these goals (WHO, 2019).

Competency frameworks have been widely used within the health and care workforce
in order to assess fitness for practice and to facilitate professional development and
mobility. Competency frameworks form part of a larger professional framework where
skills, knowledge, values and self-esteem contribute to capability in clinical practice
(O’Connell et al., 2014).

This third edition of the RCN Immunisation Knowledge and Skills Competence Assessment
Tool has been developed in line with the 2021-2024 RCN Group Education Learning and
Development Strategy and the RCN competency framework.

These competence assessment statements have been developed by the Royal College of
Nursing (RCN) and Public Health England (PHE) to support the training and assessment
of registered and non-registered health care workers who have a role in immunisation.
The competencies align with the National Minimum Standards (NMS) for Imnmunisation
Training (PHE, 2015 and 2018).

The resource is primarily for England and Wales. Colleagues from across the UK have
however been involved in the development of these competencies and staff in many areas
across the UK may find the principles useful in practice.

In Scotland, the Scottish Government has produced a National Framework for Vaccine
Administration by Healthcare Support Workers in Scotland (Scottish Government, 2021)
and NHS Education for Scotland/Public Health Scotland have produced a number of
vaccination workforce education resources including a self-appraisal tool and proficiency
documents (NHSE for Scotland, 2021a). These resources will continue to reference the
RCN assessment tool as appropriate.

Northern Ireland Public Health Agency (PHA) endorse and support the recommendations
in the NMS for registered health care professionals involved in immunisation (HSC PHA,
2021). Unregistered staff do not ordinarily give vaccines in Northern Ireland. For the
COVID-19 vaccine and influenza vaccine campaigns, administration under the National
protocol (see section 10 and terminology related to medicines administration) allowed
nursing/medical/allied health professional (AHP) students to vaccinate under supervision.
Northern Ireland is currently reviewing the necessity for a competency framework

for health care support staff using the national protocol in Northern Ireland. It is
recognised that staff in some areas across Northern Ireland may find the principles and
competencies useful in practice.

Purpose and rationale

In addition to acquiring knowledge through a theoretical taught course, practitioners
need to develop clinical and technical skills in immunisation and be able to show they can
apply their knowledge in practice.

A period of supervised practice to allow the observation of clinical immunisation skills,
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the acquisition of these skills and application of knowledge to practice when the
practitioner is new to immunisation is therefore strongly recommended.

Whilst there is no agreement or finite evidence as to how many times this supervised
practice should occur, both the mentor and new practitioner need to feel confident that
the practitioner has the necessary skills and knowledge to advise on and/or administer
vaccines.

The framework is designed for new immunisers to work though competencies with a
supervisor to ensure they are confident and proficient in undertaking the role and ensure
vaccines are given safely.

Where an individual does not achieve the competencies, the tool provides a process

for development and further assessment. Where competencies are not met, the
practitioner’s suitability to undertake the role needs to be reconsidered in order to ensure
safe practice.

BACK TO CONTENTS 7
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3. Framework structure and
definitions

The competence assessment tools have been divided into three areas.

Knowledge
These are the areas of knowledge vaccinators should have, and the resources they
need to be familiar with, to help support day to day practice.

Core clinical skills
Many of the competences are core skills used in a range of clinical areas, but for the
purposes of this assessment tool, they should be used in the context of immunisation.

The clinical process/procedure for vaccine administration

These are the specific skills required for safe administration of vaccines.

One competence assessment form is for registered health care staff. The other is for
non-registered health care staff. Please see detail below for staff who may have a role
in the administration of vaccines.

NB: Some of the competencies may also apply to staff who have an administrative
position for example, those who have a role in checking the storage of vaccines (cold
chain) and those in children’s centres and education settings who may have a role in
directing patients and parents/carers to the right resources or services.

The word ‘patient’ has been used throughout to describe the individual receiving vaccines
and care. This can be interchanged with the appropriate word for the health setting in
which the competence assessment framework is used.

There are two competency tools:

Registered health care professionals (Section 8)

Vaccination support workforce (Section 9)

Relevant health care practitioners
Registered health care professionals:

registered professionals - this terminology encompasses all qualified practitioners
registered to practice by one of the health care professional regulatory bodies. This
includes registered nurses, medical practitioners, pharmacists and dentists

prescribers - the term ‘prescriber’ refers to a registered practitioner who is an
independent prescriber, registered medical practitioner or registered dentist who is
responsible for issuing the prescription or Patient Specific Direction (PSD).

Wider vaccine support workforce:

nursing associates (NAs) - registered nursing associates (England only) are registered
health care professionals with the NMC. They support registered nurses and are
responsible for providing and monitoring care. They are unable to work under a Patient
Group Direction (PGD). Medicines authorisation needs to be through a prescription or
Patient Specific Direction (PSD), or where appropriate, a national protocol (Influenza
and COVID-19 vaccines)
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physician’s associates (PAs) - have undertaken specific education and training and
work with medical practitioners to provide and monitor care under direction. They are
not regulated by the GMC or other regulators. As for NAs, they are unable to work
under a Patient Group Direction (PGD). Medicines authorisation needs to be through
a prescription or Patient Specific Direction (PSD), or where appropriate, a national
protocol (Influenza and COVID-19 vaccines)

health care support workers (HCSWSs) - there are many job titles for clinical staff
who have no statutory registration. These staff work across the system and salary
scales. The term HCSW is used throughout this framework to include all non-statutory
registered staff who may be involved in administering vaccinations and support
registered health care professionals. Medicines authorisation for HCSWs needs to

be through a prescription or Patient Specific Direction (PSD), or where appropriate,

a national protocol (Influenza and COVID-19 vaccines). HCSWs also need to have
appropriate supervision and support available

students or trainees - students; including student nurses, medical students, trainee
nursing associates and trainee physician’s associates on placement, would generally
work under supervision. A student is responsible for their actions and must ensure
that they are acting in accordance with the policies of the educational and placement
providers and that they are competent and confident to undertake the care. The
practice supervisor is accountable for delegation and supervision of the students’
practice. Students would not normally be expected to administer vaccinations.
Students may also work separately as a health care support worker with a contract of
employment in which case the information for HCSWs above would apply.

The terminology related to medicines legislation and vaccination is available in section 10.

BACK TO CONTENTS 9
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4. Alignment/mapping to national
transferable standards

The competencies align to the National Minimum Standards (NMS) and Core Curriculum
for Inmunisation Training (PHE, 2018) and the National Minimum Standards and Core
Curriculum for Immunisation Training of Healthcare Support Workers (PHE, 2015). These
standards are applicable in England and Wales.

In Scotland there are separate education and training standards and a knowledge self-
appraisal tool (NHSE for Scotland, 2021b, Scottish Government, 2021).

Northern Ireland PHA endorse and support the recommendations in the NMS for
registered health care professionals involved in immunisation (HSC PHA, 2021).
Unregistered staff do not ordinarily give vaccines in Northern Ireland. For the COVID-19
vaccine and influenza vaccine campaigns administration under the National protocol (see
section 10 and terminology related to medicines administration) allowed nursing/medical/
allied health professional (AHP) students to vaccinate under supervision. Northern
Ireland is currently reviewing the necessity for a competency framework for health care
support staff using the national protocol in Northern Ireland.

However, the general principles apply across the UK, and it is acknowledged that staff in
both countries may find using the competency tool useful in practice.

The standards and curricula describe the learning outcomes that should be covered
by immunisation training courses. These competence assessments are not intended
as a checklist for all the outcomes but as a tool to assure that practitioners have the
necessary knowledge and competence to deliver safe practice.

The annual influenza campaign and the COVID-19 vaccine programmes for the pandemic
have necessitated some tailored standards and competencies for these specific
programmes (PHE flu immunisation training recommendations (PHE, 2021a), UKHSA
COVID-19 vaccine training recommendations (PHE, 2020a), and competency tool (PHE,
2021b). These are however, still based on the fundamental principles within the NMS and
the competencies expected for vaccinators to deliver safe care (see PHE, 2020 training
guidance during a pandemic).

Supervisors and practitioners should refer to the learning outcomes when assessing
knowledge and skills. The competencies are designed for practitioners to show they have
the skills and understanding to undertake the role.

It is recognised that not all competencies will be relevant to all staff. For example, in
some areas such as schools, pharmacies or prison health, immunisers will require very
specific knowledge and skills to deliver some vaccines only. The competencies required
will depend on the individual service area and the specific range of vaccines given by the
immuniser.

Where there are very specific needs for particular service areas, service leads may wish
to extract the relevant competencies for their service for ease of assessment. This is
acceptable but for consistency and ease of transfer between areas, the wording should
be the same and any documentation should clearly state which area(s) and for which
vaccine(s) the assessment has been carried out.
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5. Contribution to personal and
professional development and
career enhancement

The National Minimum Standards (NMS) recommend that all immunisers receive
a foundation training relevant to their previous experience and specific role in
immunisation. It also recommends immunisers then have annual updates.

In terms of both core training and updates, it is acknowledged that some of this will be
through self-directed learning. The following provide useful links for online learning and
resources:

England: the e-learning for health (e-lfh) platform from Health Education England
provides core and specific immunisation training resources. This is also endorsed by
HSC Public Health Agency in Northern Ireland and Public Health Wales

NHS Scotland: TURAS education resources

Public Health Wales Vaccine Preventable Disease Programme (VPDP) training
resources learning@Wales(vaccine portal)

See also:

Immunisation hub for UKHSA

UKHSA Immunisation programme collection on .GOV.UK

Public Health Agency (PHA) Northern Ireland Immunisation/vaccine preventable disease
NHS Scotland NHS inform immunisation section

Public Health Wales Immunisation and vaccination

Online Green Book, “Immunisation against infectious disease” applicable across the UK
RCN immunisation resources

The competency tool provides a framework for assessment of core knowledge for
those new to immunisation. It should be undertaken with a supervisor before they start
vaccinating.

For experienced immunisers, the competency statements can be used as part of the
annual update to provide a record of ongoing proficiency. They would also serve as a tool
to identify areas where they have gaps in knowledge and skills and where further training
or opportunities to develop skills need to be arranged.

The competencies will help to provide a framework for practitioners to develop skills and
knowledge applicable to their role.
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6. Pre-requisite education, skills and
knowledge

These competencies are specific for immunisers.

There are additional clinical skills and education immunisers would need, such as
communication skills, safeguarding and understanding basic infection prevention and
control principles.

Some of these areas are covered in the e-learning immunisation courses, and specific
further e-learning courses are available, often as part of mandatory and staff training
and development.

Health Education England e-learning for health (e-lfh) platform
HSC Northern Ireland Clinical Education Centre
NHS Scotland TURAS Health and social care learning resources

NHS Wales learning@Wales(vaccine portal) NHS staff to access via ESR log in.
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7. Evidence of achievement

This document is ideally used as an assessment tool with a supervisor working alongside
an immuniser. However, it can also be used as a self-assessment tool. It is designhed to
support skills acquisition and ensure immunisers are able to apply theoretical knowledge
to practice.

Where a particular competence is not applicable to the individual’s role, indicate ‘not
applicable’ (NA).

1.

Select the relevant competence assessment, either:
Registered health care professionals (section 8) or

Vaccination support workforce (section 9)

. Those administering vaccines and/or providing immunisation information should

be assessed against all competencies, unless the individual is only required to use
specific administration techniques, for example if they are only giving the intranasal
influenza vaccine or intradermal Bacillus Calmette-Guérin vaccine (BCG).

. For those whose role is to advise and support the programme but not actually

administer vaccines, they and their assessor need to identify which competencies are
applicable.

Practitioner to complete self-assessment column - practitioners are stating that they
feel competent in their role and have the necessary knowledge and skills. Indicate that
they have met (M) the competency or that they need further development (ND) in this
area.

. There is no expectation for practitioners to produce additional evidence to prove

their competence for every competency, particularly where staff are working with
one supervisor. For some competencies however, including a record of learning, such
as a record of online assessments passed would be appropriate. There may also be
occasions where immunisers work with other members of the team and evidence of
this can be provided in the form of verbal or written feedback or to document time
spent observing or working with other practitioners.

The practitioner will share their assessment with their supervisor, who needs to be a
registered health care practitioner who is competent and experienced in delivering
immunisation programmes.

The supervisor should:

review and check any evidence of courses attended and discuss what theoretical
training has been undertaken

review the practitioner’s self-assessment, discussing any areas that are identified as
‘need to develop’ and the relevant action plans

observe their performance as they provide immunisations/advice to several patients
and indicate whether each competence is ‘met’ or ‘needs to develop’ in the mentor
review column

if improvement is needed, help the immuniser to develop an action plan that will
help them achieve the required level of competence with a review date for further
assessment
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sign off the section at the bottom of the assessment when it is agreed with the
practitioner that they are competent in all the relevant areas

be willing to discuss with the practitioner if it is agreed that they may not be suitable for

the task.
To note:
The competencies are designed to be assessed as met (M) or needs development (ND).

Where the competency is assessed as needs development a learning plan needs to be
put in place.

There is no finite number of times any competency or skill should be practiced or
observed before being assessed.

In practice, immunisers should be allowed to work with their supervisor or another
immuniser until they are able to perform or complete the competency proficiently and
confidently and they understand the rationale behind the process.

If an individual does not achieve competency within the timescale agreed between the
supervisor and practitioner, a development plan should be agreed with clear timescales
for further assessment. If these are not met, then their suitability for the task should be
reconsidered.
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8. Competency framework for
registered health care
professionals

Please note: The framework forms on the following pages have been designed to be
completed on screen as well as being printed and completed by hand.

This includes all vaccinators who assess and implement care and who are on a
professional register such as NMC, GMC, HCPC, GPhC.

The competency statements are arranged into three parts:
Part One: Knowledge

Part Two: Core skills for immunisation

Part Three: Clinical processes and procedures

Where the practitioner is only assessed to deliver specific vaccines, state the vaccines
they have been assessed for:
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Part 1: Knowledge

Competency statements: for registered health care
professionals, registered nurses, pharmacists and others

Self-assessment

Assessment by supervisor

Indicate competency achieved: Met (M)
or Needs development (ND)

Supervisor to sign and date

Add further attempts in as required

Evidence of
achievement, if
applicable

First attempt (State
further attempts as
required)

Date competency
achieved

1a. Can provide evidence of attendance at a specific,
comprehensive immunisation training course and/or
completion of an immunisation e-learning course. The
course should cover all of the topics detailed in the core
curriculum for immunisation training (state the name of
course/type of training attended). NB: where immunisers are
giving specific vaccines, such as for travel, specific training
and assessment in these areas would also be needed.

1b. Has successfully completed a knowledge assessment eg,
an e-learning course assessment, end of course test.

1c. Able to access the online Green Book and is aware of the
electronic update nature of this publication.

1d. Able to access other relevant UK immunisation guidance
eg, DHSC/PHE/UKHSA/NHS E&l letters, Vaccine Update,
PHE information for health care practitioners documents
on new or revised vaccine programmes, the PHE/

UKHSA algorithm for persons with unknown or uncertain
immunisation status, or other resources where appropriate.

le. Knows who to contact for advice if unsure about
vaccination schedules, vaccine spacing and compatibility,
eligibility for vaccines or if a vaccine error occurs. (eg, local
screening and immunisation team, local health protection
team or other locally available immunisation lead).

16
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1f. Able to access current information on other countries’
schedules if required (eg, WHO or ECDC websites) and
can advise patients and/or parents/carers if any additional
vaccines are needed.

1g. Able to discuss the relevant national and local
immunisation programmes and the diseases for which
vaccines are currently available. Aware of programmes

for specific clinical risk groups and use of vaccination in
outbreak situations. Knows where to refer to if vaccines are
not available locally (eg, BCG or travel vaccines).

1h. Is able to advise on appropriate safe, timely
administration of the vaccine(s) required by the patient.

1i. Understands the different types of vaccine, is able to
state which vaccines are live and which are inactivated and is
aware of the different routes of administration eg, injected,
intranasal or oral.

1j. Able to explain the general principles of immunisation
eg, why multiple and/or booster doses are required, why
intervals need to be observed between doses and why
certain vaccines eg, influenza, needs to be given annually.

1k. Aware of local and national targets for immunisation
uptake and why vaccine uptake data is important. If
appropriate, know where to find data for their area of
practice.

BACK TO CONTENTS
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Part 2: Core skills for immunisation

Competency statement: for registered health care
professionals, registered nurses, pharmacists and others

Self-assessment Assessment by supervisor
Indicate competency achieved: Met (M)
or Needs development (ND)
Supervisor to sign and date

Add further attempts in as required

Evidence of
achievement, if
applicable

First attempt (State
further attempts as
required)

Date competency
achieved

2a. Is up to date with local requirements for anaphylaxis and
CPR training (normally recommended annually).

2b. Demonstrates awareness of the whereabouts of
anaphylaxis and emergency care equipment and ensures
this has been checked and is up to date, how and when to
use it and the follow-up care required.

2c. Can explain incident response and reporting process
in case of a procedural error, needlestick injury, etc. as per
local protocol.

2d. Demonstrates good practice in hand hygiene and
relevant infection prevention and control. Uses appropriate
aseptic technique when preparing vaccines and handling
injection equipment (eg, syringes, needles) to prevent
contamination and infection.

2e. Disposes of sharps, vaccine vials and other vaccine
equipment safely, in line with local protocol.

2f. Demonstrates knowledge and understanding of the
rationale for, and importance of, maintaining the vaccine
cold chain. Familiar with local protocols for cold chain
management and the action to be taken in case of cold chain
failure and who to contact.

18
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Part 3: Clinical processes and procedures

Competency statement: for registered health care
professionals, registered nurses, pharmacists and others

Self-assessment

Assessment by supervisor

Indicate competency achieved: Met (M)
or Needs development (ND)

Supervisor to sign and date

Add further attempts in as required

Evidence of
achievement, if
applicable

First attempt (State
further attempts as
required)

Date competency
achieved

3a. Checks patient’s identity and patient’s records prior

to vaccination to ascertain previous immunisation history
and which vaccines are required eg, to bring patient up to
date with national schedule, for planned travel, for specific
identified risk, post-exposure prophylaxis, etc.

3b. Can explain which vaccines are to be given and able to
answer patient’s and/or parent’s/carer’s questions, referring
to leaflets and other media eg, videos to aid explanations/
discussion as appropriate and using translated and easy
read leaflets or other media such as video or interpreter,

if necessary, to ensure patient/parent/carer is informed.
Knows who to refer to or who to contact if further detail or
advice is required.

3c. Able to discuss the risks and benefits of vaccination
clearly and confidently and address any concerns patients
and/or parents/carers may have.

3d. Aware of, and able to discuss, any current issues,
controversies or misconceptions surrounding immunisation.

3e. Demonstrates knowledge of consent requirements and
the particular issues relevant to the area of practice, such
as an individual’'s capacity to consent, Mental Capacity
Act/Mental Health Act and the age of the individual, if
appropriate Gillick competence. Ensures informed consent
is obtained prior to vaccination and is appropriately
documented.
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3f. Demonstrates knowledge and understanding of
contraindications and precautions and is able to assess
appropriately for these or, if necessary, the need to postpone
vaccination.

3g. Checks that the vaccine has been appropriately
prescribed via a Patient Specific Direction (PSD) or is
authorised to be supplied and/or administered via a Patient
Group Direction (PGD) or national protocol is appropriate.

3h. Checks the presentation of vaccine products, the expiry
date, how they have been stored prior to use and prepares
them according to the manufacturers description in the
vaccine’s summary of product characteristics (SmPC) or
regulatory information. Both before and after the vaccine is
prepared and prior to administration.

3i. Positions patient appropriately and chooses appropriate
vaccination site(s) eg, use of anterior lateral aspect of the
thigh in babies under one year and/or deltoid muscle in upper
arm in older children and adults for injectable vaccines. Able
to identify appropriate anatomical markers for the correct
injection site.

3j. Chooses the correct administration route for the
vaccine(s) to be delivered.

3k. Demonstrates correct intradermal technique eg, for
administration of BCG vaccine.

3l. Demonstrates correct intramuscular technique for
injected vaccines.

3m. Demonstrates correct intranasal technique eg, for
administration of live influenza vaccine to children.

3n. Demonstrates correct oral technique eg, for
administration of live rotavirus vaccine to babies.

30. Demonstrates an understanding of practice/clinic
procedures for the reporting of vaccine reactions and knows
how and when to report using the Medicines and Healthcare
Products Regulatory Authority’s (MHRA) Yellow Card
Scheme.
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3p. Completes all necessary documentation accurately,
recording type and product name of vaccine, batch number,
expiry date, dose administered, site(s) used, date given and
name and signature.

3qg. Demonstrates good record keeping and understands
the importance of vaccine information being recorded on
GP data system, reported to local child health information
system (CHIS), in the personal child health record

(PCHR) and the use of appropriate methods for reporting
unscheduled vaccinations or where vaccines are given
outside of GP premises.

3r. Advises patient/parent/carer on potential post-
vaccination reactions as appropriate (eg, rash, fever) the
timing and management of these. Provides patient/parent/
carer with a copy of post-immunisation advice sheet such
as the NHS leaflet What to expect after vaccination, the
product’s patient information leaflet and any translated
information where available and appropriate.

13. Action plan to achieve required competency level, indicate dates.

(If an individual does not achieve competency within the timescale agreed between the supervisor and practitioner, a developmental plan should be agreed
with clear timescales for further assessment, if these are not met then their suitability for the task should be reconsidered)

Name of individual:

has the appropriate knowledge, skill and competence to safely administer vaccines. Where this applies to specific vaccines, only state which these are:

Signature:
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9. Competency framework for
vaccination support workforce

This includes all staff working under supervision to support vaccine delivery. It includes
all health care support staff, physicians associates and registered nursing associates, in
England. These staff must have a prescription or PSD in place to administer the vaccines.

The competency statements are arranged into three parts:
Part one: Knowledge

Part two: Core skills

Part three: Clinical processes and procedures

List the vaccine/vaccines being assessed to deliver and/or support:
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Part 1: Knowledge

Competency statements: vaccine support workforce

Assessment by supervisor

Indicate competency achieved: Met (M)
or Needs development (ND)

Supervisor to sign and date

Add further attempts in as required

Self-assessment

Evidence of
achievement, if
applicable

First attempt (State
further attempts as
required)

Date competency
achieved

1a. Can provide evidence of attendance at a specific,
comprehensive immunisation training course and/or
completion of an immunisation e-learning course. The
course should cover all of the topics detailed in the core
curriculum for immunisation training. (State the name of
course/type of training attended).

1b. Has successfully completed a knowledge assessment eg,
an e-learning course assessment, end of course test.

1c. Able to access the online Green Book and other
relevant immunisation guidance eg, DHSC/PHE/UKHSA/
NHS E&l letters (or Scotland, Wales and Northern Ireland
equivalents), Vaccine Update, UKHSA information for
healthcare practitioners documents for specific vaccine
programmes, etc.

1d. Knows who to refer to for advice if unsure about
vaccination schedules, vaccine spacing and compatibility,
eligibility for vaccines or if a vaccine error occurs (eg,
registered health care professional).

1e. Familiar with the relevant national and local immunisation
programmes and the diseases for which vaccines are
currently available.

1f. Understands the different types of vaccine, is able to
state which vaccines are live and which are inactivated.

1g Is aware of the different routes of administration eg,
injected, intranasal or oral.
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1h. Able to explain the general principles of immunisation
eg, why multiple and/or booster doses are required, and why
certain vaccines eg, influenza, needs to be given annually.

1i. Aware of local and national targets for immunisation
uptake and why vaccine uptake data is important.

Part 2: Core skills for immunisation

Competency statements: Vaccine support workforce Self-assessment Assessment by supervisor Evidence of
Indicate competency achieved: Met (M) achievement, if
or Needs development (ND) applicable
Supervisor to sign and date
Add further attempts in as required
First attempt (State | Date competency
further attempts as | achieved
required)

2a. Is up to date with local requirements for anaphylaxis and

CPR training (normally recommended annually).

2b. Aware of the whereabouts of anaphylaxis and

emergency care equipment, how and when to use it and the

follow-up care required.

2c. Can explain incident response and reporting process

in case of a procedural error, needlestick injury, etc. as per

local protocol.

2d. Demonstrates good practice in hand hygiene and

relevant infection prevention and control. Uses appropriate

aseptic techniqgue when preparing vaccines and handling

injection equipment (eg, syringes, needles) to prevent

contamination and infection.

2e. Disposes of sharps, vaccine vials and other vaccine

equipment safely, in line with local protocol.
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2f. Demonstrates knowledge and understanding of the
rationale for, and importance of, maintaining the vaccine
cold chain. Familiar with local protocols for cold chain
management and the action to be taken in case of cold chain
failure and who to contact.

2g. Works within local protocol or standard operating
procedure (SOP), understands limitations of own role and
able to refer on for advice appropriately.

Part 3: Clinical processes and procedures

Competency statements: Vaccine support workforce Self-assessment Assessment by supervisor Evidence of
Indicate competency achieved: Met (M) achievement, if
or Needs development (ND) applicable

supervisor to sign and date
Add further attempts in as required

First attempt (State | Date competency
further attempts as | achieved
required)

3a. Checks patient's identity and patient’s records prior to
vaccination to ascertain previous immunisation history.

3b. Can explain which vaccines are to be given and able to
answer patient’s and/or parent’s/carer’s questions, referring
to leaflets to aid explanations/discussion as appropriate and
using translated and easy read leaflets other media such as
video or interpreter, if necessary, to ensure patient/parent/
carer is informed. Knows who to refer to or who to contact if
further detail or advice is required.

3c. Able to discuss the risks and benefits of vaccination
clearly and confidently and able to address any concerns
patients and/or parents may have. Refers to the relevant
registered practitioner for further detail or advice.

3d. Aware of, and able to discuss, any current issues,
controversies or misconceptions surrounding the
immunisations they are giving.
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3e. Demonstrates knowledge of consent requirements and
the particular issues relevant to the area of practice, such
as the capacity to consent, Mental Capacity Act and the
age of the individual. Ensures consent is obtained prior to
vaccination and is appropriately documented.

3f. Demonstrates knowledge and understanding of
contraindications and precautions and uses assessment
form/checklist to check for contraindications and
precautions prior to immunisation. Refers to relevant
registered professional if in doubt.

3g. Demonstrates that they check the vaccine has been
appropriately prescribed through a Patient Specific
Direction (PSD) or can be given via a protocol if one is in
place. The intranasal influenza vaccine can be supplied by
aregistered practitioner via a patient group direction (PGD)
for subsequent administration where appropriate to the
setting.

3h. Demonstrates that they know how to use PSDs, checking
that the patient is named to receive the specific vaccine, that
it is appropriately dated and signed and that they know who
to refer to if this is not the case.

3i. Understand that they are not legally able to use a PGD
as only listed health care professionals are included in this
exception under the Human Medicines Regulations.

3j. Checks the presentation of vaccine products, the expiry
date, how they have been stored prior to use and prepares
them according to the manufacturers description and or
summary of product characteristics (SmPC).

3k. Positions patient appropriately and chooses appropriate
vaccination site(s). Able to identify appropriate anatomical
markers for the correct injection site).

3l. Chooses the correct administration route for the
vaccine(s) to be delivered.

3m. Demonstrates correct intramuscular technique for
injected vaccines.
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3n. Demonstrates correct intranasal technique for
administration of live influenza vaccine to children.

30. Demonstrates an understanding of practice/clinic
procedures for the reporting of adverse incidents, vaccine
reactions and knows how and when to report using the
MHRA'’s Yellow Card Scheme.

3p. Completes all necessary documentation accurately,
recording type and product name of vaccine, batch number,
expiry date, dose administered, site(s) used, date given and
name and signature.

3qg. Demonstrates good record keeping and understands
the importance of vaccine information being recorded on
the correct data systems; and linking to GP clinical system
where vaccines are given outside of GP premises.

3r. Advises patient/parent/carer on potential post-
vaccination reactions as appropriate (eg, rash, fever) and
management of these. Provides patient/parent/carer with a
copy of post-immunisation advice sheet if available, eg, the
NHS leaflet What to expect after vaccination, the product’s
patient information leaflet and any translated information
where available and appropriate.

13. Action plan to achieve required competency level, indicate dates.

(If an individual does not achieve competency within the timescale agreed between the supervisor and practitioner, a developmental plan should be agreed

with clear timescales for further assessment, if these are not met then their suitability for the task should be reconsidered)
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Name of individual:
has the appropriate knowledge, skill and competence to safely administer the vaccines stated:

Indicate vaccines assessed for and date assessed:

Signature:

Name of supervisor(s) carrying out assessment (or mark as N/A if experienced vaccinator carrying out self-assessment):

Role/job title:

Signature of supervisor/assessor(s):
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10. Terminology related to medicines
legislation and vaccination

The regulation of medicines is clearly defined under the Human Medicines Regulations
2012 (HMR, 2012).

Prescription only medicines (POM) are medicines which cannot usually be supplied and/
or administered unless there is a valid prescription or a patient specific direction (PSD)
this includes all vaccines.

The prescription or PSD needs to be from an appropriate practitioner; a registered
medical practitioner, dentist or an independent non-medical prescriber, referred to as the
‘prescriber’.

The prescriber is responsible for the clinical assessment and suitability of the patient to
receive the vaccine.

There are various exemptions under the regulations for authorisation of medicines
applicable to vaccination.

Patient Group Direction (PGD): exemption, under schedule 16 of HMR 2012 legislation,
for enabling the supply and/or administration of a POM. They are limited to be used by
certain listed health care professionals (HCP) and all processes under the direction
must be carried out by the same HCP.

PGDs need to describe the exact group of people for whom vaccination is appropriate
and list the exceptions. For immunisation there are nationally agreed templates

for PGDs which need to be authorised by local organisations. The RCN medicines
management resources (RCN, 2021c) includes more information.

Written instruction: this is described under schedule 17 of HMR 2012 legislation and
applies in occupational health schemes (OHS) and specific health care professionals
listed in the legislation.

The instruction is between a physician and health care professional, see: sps.nhs.uk/
articles/written-instruction-for-the-administration-of-seasonal-flu-vaccination

National protocol: applicable under The Human Medicines (Coronavirus and Influenza)
(Amendment) Regulations 2020 and amendment 247A (HMR, 2020) which provide
further emergency exemptions to the Human Medicines Regulations when working

in a pandemic. The national protocols allow for the different elements of vaccine
administration; assessment of individual patients, vaccine preparation, vaccine
administration and record keeping can be separated out and be done by different
people.

Emergency medicines: certain medicines listed under schedule 19 of HMR 2012
legislation, can be given in an emergency to save life. This list includes adrenaline given
in response to anaphylaxis which does not need a prescription, see: legislation.gov.uk/
uksi/2012/1916/schedule/19/made

Further information on what constitutes a prescription or PSD is available from the CQC
(CQC, 2021) and Specialist Pharmacy Services (SPS) Answers to questions about PSDs
(SPS, 2020) as well as the RCN medicines management resources available at:
rcn.org.uk/clinical-topics/medicines-management

BACK TO CONTENTS 29




https://www.sps.nhs.uk/articles/written-instruction-for-the-administration-of-seasonal-flu-vaccination/


https://www.sps.nhs.uk/articles/written-instruction-for-the-administration-of-seasonal-flu-vaccination/


https://www.legislation.gov.uk/uksi/2012/1916/schedule/19/made


https://www.legislation.gov.uk/uksi/2012/1916/schedule/19/made


http://www.rcn.org.uk/clinical-topics/medicines-management





IMMUNISATION KNOWLEDGE AND SKILLS COMPETENCE ASSESSMENT TOOL

11. Further resources

UKHSA.GOV Immunisation pages for the Green Book, Vaccine Update and other useful
resources

RCN Immunisation resources for specific guidance for Health Care Support Workers
(HCSW) and other resources and links

Human Medicines Regulations

Questions About Patient Specific Directions (Specialist Pharmacy Service 2020)
sps.nhs.uk/articles/patient-specific-directions-qa

Care Quality Commission: GP mythbuster 19: Patient Group Directions /Patient Specific
Directions cqc.org.uk/guidance-providers/gps/gp-mythbuster-19-patient-group-
directions-pgdspatient-specific-directions

Patient Group Directions and Patient Specific Directions in General Practice
bma.org.uk/advice/employment/gp-practices/service- provision/prescribing/patient-
group-directions

Patient Specific Directions (Specialist Pharmacy Service 2018)
sps.nhs.uk/wp-content/uploads/2013/03/PSD-final-July-2018.pdf

Nursing and Midwifery Council: Delegation and accountability Supplementary
Information to the NMC Code
delegation-and-accountability-supplementary-information-to-the-nmc-code.pdf
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1. Introduction
1.1 Background

The purpose of the vaccine cold chain is to maintain vaccine product quality from
the time of manufacture until the point of administration. This is fulfilled by ensuring
that vaccines are handled, stored and transported appropriately within the
appropriate temperature range +2°C to +8°Cl. Vaccines are sensitive biological
substances that when too hot or too cold can quickly lose their efficacy. If vaccines
are stored outside of the recommended range this may result in the failure of the
vaccine to create the desired immune response and inadequate protection against
vaccine preventable disease.

Chart 12
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This policy aims to support service providers to efficiently manage vaccine handling,
storage and the cold chain. Its purpose is to ensure that vaccines are stored and
managed appropriately to allow vaccination to be carried out efficiently and safely.
To achieve this, this policy provides clear and comprehensive information around
cold chain storage and maintenance. This policy also advises on the correct
procedure in the event of a cold chain breach and to mitigate the potential wastage
of vaccines.

1
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/833415/PHE_
vaccine_incident_guidance.pdf

2 https://www.gov.uk/government/publications/storage-distribution-and-disp osal-of-vaccines-the-green-book-
chapter-3

NHS England and NHS Improvement







Public Health
England

Service providers commissioned to deliver vaccinations should have at least
two fully trained individuals who are accountable for the cold chain
management. All staff should be aware of the importance of safe vaccine
management. Maintenance of the cold chain should be part of all new staff
inductions, as well as clinical staff annual immunisation training.

This policy outlines pathways to help staff in the event of a cold chain breach.
These pathways are based on National guidance?

Pathway 1) actions when the temperature of a fridge has been found
outside the +2°Cto +8°C temperature range for more than 20 minutes.

Pathway 2) actions to manage more serious breaches of the cold chain.

For all cold chain breaches, it is expected that the provider will be able to
demonstrate to the commissioners that the appropriate measures have been
put in place to reduce the risk of a further cold chain breach or serious incident
occurring.

1.2 Scope of Policy

NHS

This Cold Chain Policy supports the vaccination programmes carried out by service
providers across East. This policy should be used in conjunction with the National
Vaccine Incidence Guidance, PHE Protocols on Storage and Handling, and the

Green Book?.

3

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/833415/PHE_

vaccine_incident_guidance.pdf

4 https:/iwww.gov.uk/government/publications/storage-distribution-and-disp osal-of-vaccines-the-green-book-

chapter-3
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2. Ordering and Receipt of Stock
2.1 Ordering Stock

Service providers should ensure that stock is ordered at least every 1-2 weeks
according to need only. ImmForm allows users to place orders on a weekly basis so
there is no need to order in bulk. Over-ordering can result in significant wastage and
unnecessary costs to vaccination providers, Public Health England and the NHS.

The nominated cold chain lead should ensure that vaccine stock is monitored on a
weekly basis. This is to ensure that stock levels can be observed to prevent over-
ordering, vaccine shortages and stockpiling. Vaccine fridges should be no more than
50% full. Excess stock can:

¢ Increase the risk of administering an out-of-date vaccine.

e Increase wastage and the cost of disposal.

¢ Increase the dangers of over-stocked refrigerators, leading to poor air flow
and potential freezing.

¢ Reduce the space in clinic refrigerators available for periods of high
demand and outbreaks e.g. flu season.

2.2 Receipt of Stock

All staff involved in vaccinations should be trained in line with the National Minimum
Training Standards® 6. The nominated cold chain lead should be responsible for
receiving vaccines. When vaccines arrive at the designated venue, nominated staff
should certify that there is no damage to the vaccine packaging or any potential
leakage of vaccines. This must be done before signing for the delivery.
Manufacturers will not accept items for return once they are no longer under their
control.

Once the vaccines have been signed for, it is recommended that the following
information should be recorded in a separate stock control book:

e Vaccine type and brand

e Quantity

e Batch number and expiry date

e Date and time of receipt

¢ Running total of vaccines, including wastage
e Signature of person receiving delivery

5 hitps://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-
immunisation-training-for-registered-healthcare-practitioners

6 https://www.gov.uk/government/publications/immunisation-training-of-health care-support-workers-national-
minimum-standards-and-core-curriculum
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Ensure there is one stock control book for each vaccine fridge. Promptly transfer the
stock of vaccines into the fridge, maintaining the cold chain at all times.

Vaccines must be kept within their original packaging when placed into the
fridges to prevent damage to the vaccine. Keep vaccines away from the sides of the
fridge or the floor to allow for air circulation and to avoid them freezing.

Freezing can irreversibly denature [affect/destroy] the proteins in the vaccine and
significantly reduce the efficacy of the vaccine. In addition, hairline cracks can form
in the vial/syringe which can contaminate the contents.

3. Vaccination Storage

3.1 Stock maintenance

The nominated cold chain lead is responsible for certifying there is good vaccine
stock management and monitoring of stock on a regular basis. It is recommended
that the fridge temperature monitoring chart is kept within the stock control book.
This ensures all information is kept in one place. Ideally, this should be located near
the vaccine fridge. Example of a temperature monitoring chart (Appendix 2).

Vaccine stock checks should be carried out at least once a week with any updated
information being recorded in the stock control book. When carrying out a stock
check, ensure that stock is rotated regularly and vaccines with the shortest expiry
date are placed at the front of the refrigerator and used first.

Any expired vaccines should be discarded immediately and appropriately in line with
the recommended National and local policies’. Discarded stock should be reported
on the ImmForm website as a ‘stock incident’. This is to ensure that all vaccines
within the fridge are safe and suitable foruse, and to safeguard against inappropriate
vaccinations being administered to patients.

If an expired vaccination is administered to a patient, the nominated cold chain lead
should immediately contact the vaccine manufacturer and local Screening and
Immunisation Team (SIT). The cold chain lead should gather all required information
relating to the incident. Local SIT contact details (Appendix 3).

Any vaccine that has been removed from the fridge and returned to the fridge having
not been administered must be clearly marked. The time and date of its return should
be logged, and the vaccination must be placed at the front of the fridge to be used
first at the earlier opportunity. This is applicable to vaccinations that have remained
within the recommend +2°C to +8°C only.

" https:/iwww.gov.uk/government/collections/immunisation-again st-infectious-disease-the-green-book
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Vaccines should always be kept within their original packaging. This protects the
vaccines from light exposure and potential damage as well as maintaining a
consistent temperature.

Vaccine stock should be stored across multiple fridges. This helps to prevent
complete stock wastage should a single fridge fail.

3.2 The vaccine fridge

A validated medical / pharmacy vaccine fridge must be used to ensure that stored
vaccines are maintained within the +2°C to +8°C temperature range. The ideal
temperature for a vaccine fridge is 5°C, this ensures there is leeway of +3°C. There
are occasions when the fridge temperature may fluctuate i.e. during stock rotation.
If this occurs, then action as follows: note on the temperature monitoring chart and
ensure that the temperature resumes to +2°Cto +8°Crange within twenty minutes.

The fridge temperature should be checked at least once a day and up to twice a
day and recorded on a temperature monitoring chart (Appendix 2).

If cool boxes are being used, they must be validated and ensure that the temperature
is recorded and monitored. It is recommended that digital thermometers are used to
record the temperature, as these allow for a more accurate reading. Ildeally a
thermometer that uses a probe in the centre of the stock. Service providers should
ensure the thermometers are re-set and replaced as per the fridge manufacturer’s
guidance.

It is recommended that data loggers are used for monitoring fridge temperatures.
Data loggers continuously monitor and record the temperature of the fridge which
allows for accurate temperature readings. This is particularly useful in the event of
a cold chain breach, when staff are trying to establish how long the fridge
temperature may have been compromised. If it is known exactly how long vaccines
have been out of the appropriate range this can mitigate the amount of wastage
caused from cold chain breaches.

When checking the fridge temperature ensure that the four ‘R’s are observed:

e Read Check temperature at the same time daily and sign the sheet
when completed.

e Record Record temperature in standard fashion on a temperature
monitoring chart.

e Reset Reset the temperature after each reading.

e React React if the temperature falls outside +2°C to +8°C
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The vaccine fridge must only be used to store vaccines and medicines. Specimens
and food should never be placed in the vaccine fridge. The fridge should always be
kept clean and safeguard against ice building up.

To avoid the possibility of vaccines freezing, vaccines should not be placed against
the walls or the floor of the fridge.

All vaccine fridges should meet the National recommendations®. The nominated
cold chain lead should ensure that:

e All fridges have a unique identifier i.e. a serial number

e The refrigerator is safe. Carrying out regular visual checks and portable
appliance testing (PAT) can safeguard this.

e The refrigerator is lockable or at least within a locked room. All vaccines are
Prescription Only Medicines (POMs) and therefore must be locked away.

e There is a maintenance contract that allows for yearly servicing.

e Vaccine fridges are included in the practice capital replacement plans.

e There has been consideration for safeguarding against the possibility of
interruption to the electrical supply i.e. installing a switchless socket.

As well as carrying out regular stock and temperature checks, service providers
should have up to date records of regular servicing, electrical testing, cleaning and
defrosting of the fridges.

3.3 Auditing of stock

Regular audits of vaccine stock should be carried out as per the national
recommendations® below:

e Every week — fridge contents should be checked at least once.
e Every month — vaccine stock should be audited and recorded
e Every three months — audit records of stock and temperature management.

8 https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book
® https:/www.gov.uk/government/collections/immunisation-again st-infectious-disease-the-green-book
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4. Transporting Vaccines

There may be instances when the service provider transports vaccines i.e. for a
home visit or to care homes. When transporting vaccines, in order to reduce the
possibility of damage during transit, validated cool boxes and cool packs from an
appropriate medical supply company should be used. Different types and models of
cool boxes have varying storage capacities and sizes of water packs.

It is vital to use the correct number and size of water packs, exactly as specified by
the manufacturer.

Ensure that validated cool boxes/vaccine carriers are stored as per manufacturer’s
instructions. Vaccines should be removed from the fridge at the latest possible stage
to minimise the length of exposure time out of the fridge and to ensure the cold chain
Is always maintained.

When transporting vaccines ensure they are kept in their original packaging and
placed into the cool box/vaccine carrier with the cool packs according to the
manufacturer’s instructions. It is important to ensure there is no direct contact
between the cool packs and the vaccine, as this could cause potential freezing and
destabilize the vaccination.

On arrival at the designated centre, the vaccines should be placed in a vaccine fridge
if possible. If not, then the vaccines should always be stored within the cool
box/vaccine carrier with the lid closed until required. Similarly, with the vaccine fridge
certify that the cool box/vaccine carrier is placed in a secure location until the
vaccines are to be administered.
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5. Disruption of the Cold Chain

5.1 Immediate actions

In the event of a cold chain breach, ensure the following procedures are carried out:
1. Do not dispose of any vaccines or storage equipment.

2. Ensure that all affected vaccines are quarantined from unaffected vaccines
(maintaining the cold chain). Clearly label these as quarantined and ‘not for use’.
Under NO circumstances should these vaccinations be administered to patients
until confirmation that they are safe for use.

3. Move the affected vaccine stock to an alternative environment [Fridge/validated
cool box] that is monitored and able to maintain recommended temperature of
+2°C to +8°C. If this is not possible then keep the vaccines in the affected fridge
closed until further advice has been sought.

4. Ensure vaccine fridge involved in cold chain breach, remains switched on at main
electrical supply and the thermometer and probe are undisturbed and staff are
aware not to access fridge.

5. Take an inventory of all exposed vaccines, quantity, batch number/expiry date,
and position in fridge. Investigate whether any patients have been vaccinated by
stock compromised by the cold chain breach. Complete Vaccine Incident
checklist form (Appendix 8).

6. Contact the manufacturers of the affected vaccines to asses which if any
vaccines are still appropriate for use ‘off label’. For a list of all manufacturers and
their contact details (Appendix 4). Discard all vaccinations which have been
confirmed as not stable according to National and local policy.

7. Contact your local screening and immunisation team (SIT) to advise of the
incident and confirm the action taken. You will be asked to complete a Significant
Event form (Appendix 7). For contact details of your local SIT see Appendix 3.

8. Report the incident on ImmForm www.immform.dh.gov.uk detailing all disposed
vaccines and the causes of the incident.

NHS England and NHS Improvement
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The East Screening and Immunisation Team has developed this policy which
provides information on what to do in the event of a potential cold chain breach.

Pathway 1 (Appendix 5) should be followed in the event of a cold chain breach.
Pathway 2 (Appendix 6) should be followed for Investigating serious cold chain
breaches.

The local SIT should be informed of what happened and a significant event form
should be completed (Appendix 7).

5.2 Formation of Incident Control team

In the event of a Cold Chain breach that affects patients, the formation of an Incident
Control Team should be undertaken. The SIT will usually lead on the incident. The
service provider and other key stakeholders will be invited to an incident meeting.

The incident control team will analyse all the information related to the Cold Chain
breach and make recommendations. This may include re-calling patients for re-
vaccination. Further guidance on revaccination1? and actions for the ICT (Appendix
6).

5.3 Follow up actions

A discussion should be held with all staff involved in the cold chain breach. This
provides an opportunity for the team to confirm that the relevant protocol has been
followed as well as discussing any lessons learnt.

Service providers should keep an internal record of Cold Chain incidents, actions
taken and dates, and any significant lessons learnt if applicable, which would be
useful for CQC inspections See below links to the CQC'’s guidance for further
helpful information: https://www.cgc.org.uk/guidance-providers/gps/how-we-
monitor-inspect-regulate-gp-practices

5.4 Patient Communication

The service provider should be able to explain the risks and benefits of being re-
vaccinated to their patients. The service provider should know who to contact (e.g.
local Screening and Immunisation Team, Health Protection Team or Community
Paediatrician) if they are unable to answer any questions.

It is the professional duty of candour to be open and honest with patients.

10 https:/ivww.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors
NHS England and NHS Improvement
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Example of patient/carer/parent letter (Appendix 9).

Patients’ consent needs to be obtained before the administration of any vaccine.
Patients should be provided with enough information to ensure they are able to make
informed decisions and informed consent.

Patients’ questions should be answered fully and openly.

It is at the discretion of the healthcare professional as to whether to inform
patients, when obtaining consent, that a vaccine to be supplied or administered has
been stored outside the terms of the marketing authorisation1! The practice should
offer patient information leaflets on ‘off label’ use of vaccines?!?.

11

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/833415/PHE_
vaccine_incident_guidance.pdf

2 https:/iwww.gov.uk/government/publications/vaccines -stored -outsid e-the-recommended -temperature-rang e-
leaflet

NHS England and NHS Improvement
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Appendix 1

Vaccine Storage Incident Checklist

Do not dispose of any vaccines or storage equipment

Isolate potentially compromised vaccines clearly labelling ‘not for use’, these
vaccines should be maintained between +2°C to +8°C and moved to an
alternative monitored environment that is able to maintain recommended +2°C
to +8°C temperature range

Ensure vaccine fridge involved remains switched on and that the main
electrical supply that thermometer and thermometer probe are undisturbed,
and staff are aware they should not be accessing fridge

Refer to algorithm (Appendix 5) and cold chain checklist (Appendix 8)

Inventory of all exposed vaccines stored in fridge recording quantity, expiry
date, position in fridge

Contact local Screening and Immunisation Team (Appendix 3)

NHS England and NHS Improvement
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Example of Temperature Record Chart*?

A sample refrigerator temperature record chart

Name of health facility: .........cccooeereecnrecceeeeccene e

Fridge identifier: ..........cccccevvveecnnnne

Month and Year: .........cccoceererecnerennen

The temperature should be between +2°C and +8°C. Check each working day. If
the temperature is outside the recommended range, take appropriate action as
indicated in the written procedure.

Remember: Read, Record, Reset and React.

Date Time Current | Min Max Checked by | Thermo- | Comments
temp temp temp (signature) | meter
reset
(tick)
MOty TE I OW DA o s ss e orenass csus e sasonnteee D R e D e e (date).

13

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/223753/Green
_Book_Chapter_3 v3 OW.pdf
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NHS

Contactinformation for local Screening and Immunisation Teams

Screening and Immunisation Team

Email

East Anglia
(Cambridge & Peterborough, Norfolk, Suffolk)

england.eaimms@nhs.net

Essex

england.essexatimms@nhs.net

Herts/Beds/Luton/Milton Keynes

england.immsga@nhs.net

Note: Service providers should put all immunisation and cold chain queries in

writing to the appropriate email address.

All emails received out of office hours will be responded to on the next working
day, in the interim please follow all actions as specified in Pathway 1,

Appendix 5 (p16)

NHS England and NHS Improvement
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Vaccine Manufacturers’ Contact Details

Vaccine Manufacturer Telephone Number

Infanrix hexa
(DTaP/IPV/Hib/HepB)

Rotarix (Rotavirus)

Menitorix (Hib/MenC) GlaxoSmithKline UK 0800 221 441

Priorix (MMR)

Boostrix-IPV

Bexsero (Men B)

Menveo (MenACWY)

Prevenar 13 (PCV)

Nimenrix (MenACWY) Pfizer Limited 01304 616 161

Fluenz Tetra (Flu nasal spray) AstraZeneca UK 0800 783 0033

Repevax (DTaP/IPV)
Revaxis (Td/IPV)

Sanofi Pasteur MSD Limited 0800 035 2525

Gardasil (HPV)
MMR VaxPRO (MMR) MSD 01992 467 272

Pneumococcal polysaccharide
\vaccine (PPV)

Zostavax (Shingles)

aTlv Seqirus 01748 828 816
aQlVv

For any other vaccines, including travel vaccinations, the manufacturer details are located on
the vaccine box and contact details of the relevant company are
listed at the back of the BNF. Alternatively, the EMC website can be used to find

manufacturer and contact details: www.medicines.org.uk/emc

NHS England and NHS Improvement
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Cold chain breach or vaccine storage eventidentified
(lastina more than 20 minutes)

Pathway 1

Is there an immediately rectifiable cause?

Yes / \ No
[ !

» Keep vaccinesin fridge Embargo Vaccine Fridge
» Rectify cause » Isolate potentially compromised vaccines. Maintain
» Notify colleagues thatvaccines should not be used until at 2°C to 8°C if possible. If not, consider movingthe
risk assessmentconcluded vaccines to an alternative monitored environment
l » Clearly label vaccines ‘Notfor Use’
» Fridgeshouldremain on, thermometers and

temperature probes notdisturbed

» Communicate with colleagues and staff within the
organisationto ensure vaccines and fridge are not
used until further notice

Confirmand documentthe currenttemperature of
the fridge

Reset thermometer

Read and record temperatures at 15 min intervals

forup to 1 hour /

No
A 4
Fridge temperature returned to
+20C to +8°C
Complete cold chain incidentchecklist

Yes Take an inventory of all exposed vaccines

A

\ 4

A

REPORT INCIDENT TO LOCAL SCREENING & IMMUNISATION TEAM
(see Contact Information- Appendix 3, p14)
|

*

Investigate the incident
» Requestrefrigerator engineer to inspectfridge & thermometers (unless the cause of the breach was notrelated to appliance
performance)
Confirmcurrentfridge temperatures and temperature patterns using datalogger for48-72 hrs
Check fridge service history
Check refrigerator temperature records and clarify cold chain practice prior to event

YV V VYV

!

Carry OutInformed Risk Assessment
» Contact manufacturers of affected vaccines to identify whether potencyis likely to be affected by the cold chain
breach/storage conditions identified and confirmif vaccines are still appropriate for use off-label
» Consider seeking further advice from SIT, HPT or PHE national immunisation team

) | |

Vaccine satisfactory for use Vaccine compromised
» Label as ‘involved inincident' & > Disposeofvaccines as perlocal wastage Compromised vaccine
use first (see section 7.3 of policy given to patients
National Vaccine Incident » Completestockincidentformon
Guidance) ImmForm
l \ 4 \ 4
Reportincidentvialocal governance system and identify lessons Formation offormal Incident Control Team
learned / training needs (see Appendix 6)

NHS England and NHS Improvement
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Pathway 2

Incident Control Team (ICT)
meeting held to discuss incident

\ 4

Is all the information needed to make a risk assessment
available to ICT

"

Yes

A\ 4

Is it considered likely that sub-potentvaccines have
been administered?

\ 4

.

No

> Whatis notknown?
» Whatfurther information is needed to make a
decision?

No

» Decidewhich vaccines have been compromised A 4
» Disposeofvaccines » Disposeofvaccineas perlocal wastage
» Replacefridgeifnecessary policy
» Restockwith fresh supply of vaccines » Completestockincidentcapture formon
ImmForm
» Replacefridge/thermometer if necessary
» Restock with fresh supply of vaccines
\ 4
» ldentify recipients of affected vaccines
» Considerresource/manpower required
» Formulate revaccination schedule/advice for each L
. . Training
vaccinerecipient . . -
» Cold chain/vaccine managementtraining
should be considered for all healthcare
professionalsinvolved in the incident
A 4 » Rapid training may be required prior to
» Develop acommunication plan replacing equipmentand new vaccine
» Establish and maintain effective means of stock
communication between all parties involved in the
incident
» Prepare information resources for patients
» Prepare media/ press statement and letter to patients
» Ensure supportforthose contacted is available
v
» Re-immunise affected patients
» Monitor adverse events
» Ensure patientnotes are updated with any additional

doses given and explain as to why

\ 4

» Documentoutcome ofincident

» Review cause of incident (and consider audit of

immunisation service as whole)
» Evaluate lessons learned

NHS England and NHS Improvement
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Example of NHS England and NHS Improvement - East) Cold Chain Breach

Form (practice significant event forms can be used instead if they include all
the below)

Brief description of what happened

(Please give a brief description of how the incident was discovered with times and dates)

What root causes contributed to the breach in the cold chain?

e Equipment failure?

e Unable to ascertain the amount of time outside temperature range?
e Individual error?

What contingencies have been put in place to prevent further cold chain breaches?

NHS England and NHS Improvement
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Vaccine storageincident checklist form

Vaccine Storage Incident Checklist

Item Comments
1. Date and time of incident form completion
2. Fridge Location /Identifier
3. Date and time of cold chain breach identified
4. What were the temperature readings when the breach | Min
was noticed? Max
current
5. Date and time of last guaranteed temperature between
+2°Cand +8°C
6. Total duration of excursion Hours
Minutes

7. What alerted you to excursion

(e.g. thermometer reading, fridge alarming, data logger)

8. Is there an alarm fitted on fridge? If so

Are parameters set
After how long outside +2°Cto +8°C
Does the alarm sound

9. If the alarm had gone off would anyone have heard
it?

10. Type of fridge Make and Model?

11.How old is the fridge?

12.When was fridge last serviced?

13.Has an engineer checked fridge since incident?
What did their report say?

NHS England and NHS Improvement
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Vaccine storageincident checklist form (cont.)

14.How often temperatures recorded

15. What type of thermometer is in use (integral to
fridge, battery operated independent, data logger)

16.1s there a thermometer probe in the fridge, what is
its position in fridge?

17.When was thermometer last reset?

18. When was thermometer last calibrated?

19. Has continuous temperature monitoring 48 hrs with
data logger been performed since incident
identified?

20.Result of 48 hr continuous temperature recording
with data logger

21.Possible reason for temperature excursion?

(e.g. re-stock/power failure/busy clinic)

22.Any obvious signs of freezing?

(e.q. frosting sides or back of fridge, or wet or damaged boxes)

23. Any vaccines against side or back of fridge or
pushed against cooling plate or air inlet?

24.Have any of the vaccines been exposed to
previous cold chain breach outside +2°C to +8°C?

25.What is current vaccine stock, quantity, location,
expiry date?

26.Has anybody been vaccinated with potentially
affected vaccines?

27.Has the cause of the breach been rectified and / or
steps taken to prevent problem reoccurring?

28.Form completed by name/signature/date

NHS England and NHS Improvement
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Appendix 9
Example of letter to patient/carer/parent offering re-vaccination

Dear (patient/carer’s name)
Re: Vaccines received at (insert name of clinic/vaccination provider)

| am writing to inform you that we have recently become aware of a
problem with the storage/administration (delete as appropriate) of the
vaccine/vaccines you/your child (delete as appropriate) received at
(clinic/vaccination provider name).

As a result of this problem you/your child may not gain full protection from
this vaccination and we would therefore recommend you/your child as a
repeat vaccination as soon as possible.

| understand you may have some questions regarding this incident and
would ask that you call the practice/clinic on (insert telephone number) and
make an appointment with (provide name of GP or immuniser).

At this appointment we will address any questions you may have regarding
the incident and you/your child may/will (delete as appropriate) offered
repeat vaccination.

| would like to apologise for any inconvenience/concern this may cause
you/your family. Please be assured this incident has been fully investigated
and every step will be taken to ensure this does not happen again.

Yours Sincerely,

(Name of GP/Practice Manager)

NHS England and NHS Improvement
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Further information and resources

The Green Book:
https://www.gov.uk/government/publications/storage-distribution- and-disposal-of-
vaccines-the-green-book-chapter-3

National protocol for ordering, storing and handling vaccines:
https://www.gov.uk/government/publications/protocol-for-ordering-storing-
and- handling-vaccines

Keep your vaccines healthy poster
https://www.gov.uk/government/publications/keep-your-vaccines-healthy-
poster

Off label use
https://www.gov.uk/government/publications/off-label-vaccine-leaflets

Vaccines outside of recommended temperature range
https://www.gov.uk/government/publications/vaccines-stored-outside-the-
recommended-temperature-range-leaflet

Vaccine Incident Guidance:
https://www.gov.uk/government/publications/vaccine- incident-quidance-
responding-to-vaccine-errors

World Health Organization:
http://www.who.int/immunization/documents/IIP2015 Module2.p
df

CQC Guidance:
https://www.cqgc.org.uk/guidance-providers/regulations-enforcement/regulation-20-
duty-candour#quidance

CQC Guidance on vaccine storage:
https://www.qgov.uk/government/publications/vaccine-storage-management-care-
quality-commission-inspection

Immform:
https://portal.immform.dh.gov.uk/

Immform fridge failure helpsheet:
https://www.gov.uk/government/publications/fridge-failures-immform-helpsheet-18

NHS England and NHS Improvement
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