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tional training materials and provide additional support for
le vaccine programmes.

ed training requirements for staff involved in large scale vaccine delivery
roles and responsibilities of staff involved in mass vaccination

understand accountability and delegation requirements for all members of the team involved in
vaccine delivery

¢

Understand the legislative framework for safe vaccine administration

€ Understand medicines authorisation requirements for vaccine administration — Prescription or Patient
Specific Direction (PSD) / Patient Group Direction (PGD) / National protocols

# Consider local planning, operating models and service planning

NB: all immunisers will also need to complete the specific COVID-19 vaccine training
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vaccination

vaccines, maintain patient safety and public trust in
e up to date and evidenced information

the delivery of vaccines approved by the MHRA and promote the
CVI and national immunisation policy as published in Immunisation against
ease the Green Book.

ote the nursing voice and celebrate the fundamental role of nursing teams to deliver
vaccines safely and effectively

€ The RCN supports expanding the workforce to help delivery of the vaccine, providing vaccinators
are suitably trained and have the necessary support and supervision to deliver the programme
safely.

€ The RCN would expect organisations to make sure the vaccine is readily available and staff have
all the information they need in order to get it
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https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book

ave the influenza and

s all members to have the influenza and COVID-19

mends that these vaccines should be taken up by staff to help protect
ves, their patients, their families and the wider community

he RCN does not support mandating vaccination to staff as this would not be
effective

€ The RCN recommends that all organisations have a proactive approach and make sure
their staff have easy access to the vaccine within the working day. Staff should not
however, be coerced or forced to have the vaccines

€ If RCN members decide they do not want the vaccine it may be appropriate for
employers to consider redeploying them to lower risk areas
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aining patient safety and

orted workforce with access to appropriate supervision and rest
vaccine resources

stored and transported in optimum conditions

preparation against agreed standard operating standards (SOP) and associated health
care professional fact sheets or equivalent (similar to summary of product characteristics) see
the Covid-19 vaccine SOPs on the Specialist Pharmacy Service web page
https://www.sps.nhs.uk/?s=&cat%5B%5D=3638

& Staff access to appropriate personal protective equipment (PPE), see UK COVID-19 infection
prevention and control (IPC) guidance https://www.gov.uk/government/publications/wuhan-
novel-coronavirus-infection-prevention-and-control

& Members of the public and healthcare professionals are encouraged to report suspected side
effects through the Yellow Card system https://coronavirus-yellowcard.mhra.gov.uk/
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https://www.rcn.org.uk/clinical-topics/public-health/immunisation/covid-19-vaccination
https://www.sps.nhs.uk/?s=&cat%5B%5D=3638
https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control
https://coronavirus-yellowcard.mhra.gov.uk/

ary 2021

ilven authorisation for temporary supply by the UK
cial Care (DHSC) and the Medicines and Healthcare
cy (MHRA), full details are available from the MHRA.:

020: COVID-19 mRNA Vaccine BNT162b2 (Pfizer-BioNTech)

er ribonucleic acid (mRNA) that contains the genetic sequence of the antigens found on
surface of the SARS-CoV-2 virus

¢ 30" December 2020: COVID-19 Vaccine AstraZeneca (Oxford vaccine group)
- non-replicating viral vector vaccine. It uses a weakened adenovirus as a carrier to deliver the

genetic sequence for part of the SARS-CoV-2 virus into the body

¢ 8" January 2021: COVID-19 vaccine Moderna

- similar to the Pfizer vaccine and mRNA with the genetic sequence of the antigens found on the
surface of the SARS-CoV-2. This vaccine will be available in the spring, when it will be added to the
wider COVID-19 vaccine programme roll out.
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https://www.gov.uk/government/collections/mhra-guidance-on-coronavirus-covid-19

rgency authorisation for temporary supply by the UK
HSC) and the Medicines and Healthcare Products regulatory
ble from the MHRA:

ID-19 mRNA Vaccine BNT162b2 (Pfizer-BioNTech)

acid (mRNA) that contains the genetic sequence of the antigens found on the
-CoV-2 virus. For use in those 16 and over (MHRA approved for 12 — 16 year olds 4t
waiting further JCVI advice on use)

December 2020: COVID-19 Vaccine AstraZeneca (Oxford vaccine group)

- hon-replicating viral vector vaccine. It uses a weakened chimpanzee adenovirus as a carrier to deliver the
genetic sequence for part of the SARS-CoV-2 virus into the body. For use in adults over 18 years.

¢ 8t January 2021: COVID-19 vaccine Moderna

- mRNA with the genetic sequence of the antigens found on the surface of the SARS-CoV-2. 13t April 2021
Conditional Marketing Authorisation (CMA). For use in adults over 18 years.

¢ 281 May 2021: Janessen

non-replicating viral vector vaccine. Uses a weakened human adenovirus as a carrier to deliver the
genetic sequence for part of the SARS-CoV-2 virus into the body — requires only one dose. For use in

adults over 18 years. (supplies not yet available and awaiting JCVI advice on use)
N Royal College
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https://www.gov.uk/government/collections/mhra-guidance-on-coronavirus-covid-19

Vaccine type Vaccine

Adenovirus Oxford/AstraZeneca 100 million
mRNA Pfizer/BioNTech 40 million
MRNA Moderna 17 million
Protein Adjuvant Novavax 60 million
Adenovirus Janssen 30 million
mRNA CureVac 50 million
Protein Adjuvant GlaxoSmithKline/ 60 million

Sanofi Pasteur
Inactivated whole virus Valneva 60 million

e portfolio CoVID vaccine delivery plan

No of doses

Status
Approved / in deployment

Approved / in deployment

Approved / in deployment

Data and checks being undertaken
prior to approval being sought

Approved by MHRA in use in US
potential for UK in summer

Phase 3 trials being completed

Phase 2/3 trials potential as booster

Phase 2/3 trials potential for autumn

booster?
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https://www.gov.uk/government/publications/uk-covid-19-vaccines-delivery-plan/uk-covid-19-vaccines-delivery-plan

cines -1

v.uk/government/publications/covid-19-the-green-book-chapter-

rofessionals; https://www.gov.uk/government/publications/covid-19-
me-quidance-for-healthcare-practitioners

including e-learning https://www.gov.uk/qgovernment/collections/covid-19-
ion-programme

e initial aim of the COVID-19 vaccine programme in the UK, is to prevent severe disease in those most
vulnerable. This is based on the current knowledge on the epidemiology of infection in the UK and the
efficacy of the vaccines available.

2

Long term efficacy data is not yet available for any COVID-19

2

There is growing evidence on the impact of the vaccines currently in use and transmission

2

People still need to be advised to follow guidance on social distancing etc

Royal College
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https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a
https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners
https://www.gov.uk/government/collections/covid-19-vaccination-programme

ccines - 2

aving the COVID-19 vaccines and other vaccines

any vaccine, for example; local reactions, pain and tenderness at the
c effects, headaches, fatigue, malaise, and general fever

given post vaccine advice

ppointment for their 2nd dose.

ients need to be observed for immediate reactions. While anaphylaxis post vaccination is rare, the
MHRA advise Vaccine recipients of the Pfizer BioNtech vaccine should be monitored for 15 mins after
vaccination, with a longer observation period when indicated after clinical assessment

€ As syncope (fainting) can occur following any vaccination patients should also be advised not to drive
for 15 minutes post vaccination with either vaccine.
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s and special consideration - 1

-19 Vaccines - should not be given to those who have had a
reaction (including immediate-onset anaphylaxis) to, a previous dose of
es or any components of the vaccines

| now advise that pregnant women in the UK are offered the Pfizer-BioNTech or Moderna
vaccines where available.

¢ There Is no evidence that any of the COVID-19 vaccination causes any problem with pregnancy.
There is data from the United States CDC data pregnant women vaccinated, with mRNA
vaccines, Pfizer-BioNTech and Moderna, without any safety concerns.

¢ Pregnant women should discuss the risks and benefits of vaccination with their midwife or
clinician.

See information in the green book and guidance from the RCOG on COVID-19 vaccines, pregnancy.
and breastfeeding and Coronavirus infection and pregnancy. N
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https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/vsafepregnancyregistry.html
https://www.rcog.org.uk/en/guidelines-research-services/coronavirus-covid-19-pregnancy-and-womens-health/covid-19-vaccines-and-pregnancy/
https://www.rcog.org.uk/en/guidelines-research-services/guidelines/coronavirus-pregnancy/covid-19-virus-infection-and-pregnancy

nd special consideration - 2

ng after COVID-19 vaccination

NTech or Moderna to people under 30 who have not previously
re available

ents accompanied by thrombocytopaenia have been reported after

S rare ~ 5: 1000,000 higher in younger people
0 be an idiosyncratic reaction related to an immune response to the AstraZeneca vaccine.

There Is no reason to believe that individuals with a past history of clots or of certain thrombophilic
conditions would be at increased risk this includes pregnant, post-partum and women on the contraceptive

pill
There have been no confirmed cases reported in pregnant women to date.

2
& The advice is based on a risk benefit of vaccination

See .GOV COVID-19 vaccination and blood clotting
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https://www.gov.uk/government/collections/covid-19-vaccination-and-blood-clotting
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L 4
nnnnn care and primary care @
4
venues to facilitate large numbers ¢
€ Roving with teams to visit housebound and
residential settings ¢

Recognition with all models that staff will need to
work in teams and not alone

The models will require staff to support in various
roles

15

ine delivery

Vaccine delivery roles

Non-clinical roles: administration and stewards
Clinical managers
Registered HCPs (RHCP) - experienced vaccinators

Registered HCPs (RHCP) - untrained in immunisation (or
have not vaccinated for 12 months

Unregistered support staff as immunisers, these will
include nursing support workers and others trained to
help administer vaccines
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in the following:
cine administration, legal issues for vaccine delivery and

| ational Protocol / Patient Group Direction (PGD) / Patient Specific Direction
ction (WI1)

asic Life Support

-19 vaccine programme overview

COVID-19 - Vaccine specific training

& Statutory and mandatory training on board training
€ On-site organisation training

& Competency assessment and sign off

NB — Nursing Associates (England only) cannot work from a PGD
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ut there is some guidance in the National Minimum Standards
ort various approaches.

ities to observe and discuss relevant issues with the experienced practitioner/

e able to demonstrate an appropriate standard of practice

practice should be structured and robust and follow the national competency checklist for the role
are undertaking

& A copy of this and evidence of the process should be retained in the practitioner’s personnel file

® There is no evidence as to how many times this supervised practice should occur, or how many times a
practitioner will need to give an injection. Both the supervisor and new immuniser will need to feel confident
that the individual has the necessary skills and knowledge to advise on and/or administer the vaccines

& The supervisor does not require a formal teaching and assessing qualification but should be competent in
immunisation and have the ability to make an assessment of a new immuniser’s knowledge and skills

NB: while the NMS do not apply across the UK they provide a useful framework and tools to support practice
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See separate section for links to useful resources and information



Summary of functions necessary for vaccination to be delegated under a national protocol

Registered Health

Care Professional
(RHCP)

NB. The roles and functions are not necessarily the same across the UK

Overall responsible person: Clinical supervisor / manager

Oversee the process ensuring stocks and safety measures in place

Responsible for staffing and skill mix

Responsible for ensuring staff education and training and assessment of competence

Depending on the model these functions may be done by the same person or various people to support large scale delivery

Registered Health
Care Professional
(RHCP)

RHCP /?
Unregistered
practitioner

? unregistered
practitioner

? unregistered
practitioner

19

Clinical assessment

Assessment of the patient providing information about the vaccine. Gaining patients informed consent.
Provide information on contraindications against the vaccine based on the published information green
book and vaccine manufacturer guidance

Drawing up and reconstituting the vaccine
May work alongside a separate vaccinator to provide supervision
Needs specific skills in vaccine preparation

Vaccine administration
Responsible for supporting patient through injection process and verbally checking consent

Administration
Provides administration support ensures all records and collated and transfer of record process

w Royal College
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gal principles

ty of care

¢  Accountability

Royal College
of Nursing

20 N




e there for?
effects of the vaccine?
ill you give the injection?

ed how might they feel afterwards?

ad information about what to do should they feel unwell and
they can do to help themselves, such as take paracetamol and when
to seek further clinical advice?

& Have they had an information leaflet/ pre and post vaccine to read?
& Are they happy for you to give them the vaccine?

NB: There is no legal need to get consent in writing, but it helps to serve as a
record that consent has been given in a large scale vaccination scenario.

Further guidance is available on the e-learning resources

Royal College
of Nursing
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petent person

e vaccination

are entitled to consent to their own treatment
ildren assessed as Gillick competent*

n order to consent the person has to be informed

v"  Large vaccination centres may not be the appropriate place. The clinic supervisor needs to know of

other opportunities for individuals to receive the vaccine

* NB: Gillick competence / Fraser guidelines -

22

Fraser guidelines, apply to advice and treatment relating to contraception and sexual health.

Gillick competency, is used in a wider context to help assess whether a child has the maturity to make
their own decisions and to understand the implications of those decisions to consent.

See https://learning.nspcc.org.uk/child-protection-system/gillick-competence-fraser-guidelines
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of Nursing

M



https://learning.nspcc.org.uk/child-protection-system/gillick-competence-fraser-guidelines

onsent

n the specific situation, individual concerned and the context
ed by the tenets of the Mental Capacity Act 2005 MCA.

decision themselves, unless it's proved otherwise

ake a decision themselves wherever possible, optimise the persons ability to make the
might include using communication tools, making sure it is someone the person knows and
and speaking to them at the best time of day

While people’s capacity to consent might fluctuate during the day, it is appropriate to take the persons
decision to consent at the time

¢

Respect ‘unwise decisions’ don’t assume this is due to a lack of capacity

2

Where a decision is made for someone who doesn't have capacity, it must be in their best interests

2

Any treatment and care provided to someone who lacks capacity should be the least restrictive of their
basic rights and freedoms

& This might be best served in a familiar residential or GP practice setting

) M
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ring the day
essional would accept consent given at the time

accination or says they don’t like needles etc and refuses, then their
ted

their Health Lasting Power of Attorney (LPA) if they have one named
Check if there is an advanced directive — unlikely for vaccination
2 Consider best interest decision

A family member may be the health LPA and if making a best interest decision best practice would normally
involve the family in the decision

The family CANNOT however, consent to a relative’s treatment alone

’ M
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nsporting and storing vaccines within the safe
nes in the routine vaccine programme thisis 2°Cto 8°C

to be variations to the storage requirements for some COVID-19
s, refer to specific standard operating procedures

This needs to be in line with the published guidance

Further guidance is available on the e-learning resources

25 N
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egalities?

care on anyone who delivers health care, at all
ing
hether you are bathing patients or undertaking complex surgery

e a duty of care applies the key question is: what standard of care is expected of
practitioners performing particular tasks or roles?

® When delegating any work to staff, consider:
— Medicines legislation
— Accountability and delegation

) M
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and accountability:

ormation
ately trained and experienced and follow best practice

rthy, honesty

health care practitioners i.e registered nurses, medical practitioners, pharmacists and registered
rsing associates, (in England) are also accountable in law and to their regulator (such as the NMC) for their
practice

Accepting responsibility and delegation consider?

4 Ability — can you perform the task?

4 Accountability - you have accepted responsibility and agreed to undertake this role and task as part of your job
description?

€ Authority - You can perform the task and work within the policies and protocols of the organisation, including

having the authority to administer a medicine w
’ M
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s (NMS)

e has the ability and the necessary skills and

S provide an agreed standard framework for the content of training

‘A high level of knowledge and a positive attitude to immunisation in healthcare
workers are important determinants in achieving and maintaining high vaccine

uptake. Good basic training and regular updates should be provided to achieve
this.”

NB. while the NMS do not apply across the UK they provides a useful framework
and tools to support practice

28

Public Health “ "f’(f.,f.‘::’*
E of
National Minimum Standards and
Core Curriculum for Immunisation
Training for Registered Healthcare
Practitioners
Revised February 2018

w Public Health \ GIG | 2vd crostia

/4 Agency INHS | e s

n GIG | greommss

Publ NI [ane

National Minimum Standards and
Core Curriculum for Immunisation
Training of Healthcare Support
Workers
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Public Health
England

e, which vaccines and the scope of practice

COVID-19 vaccinator competency
assessment tool

Lo

Public Health
England

Appendix C:

Flu vaccinator competency assessment tool

interactive / face to face participatory learning which meets the curriculum
2.  Work through the relevant competence assessment tool (under supervision)

Follow the RCN and PHE link below for explanation on how to use this
https://www.rcn.org.uk/professional-development/publications/pub-005336

29

| [eh———
itute core immunisation training? B
“ Royal College M”w’?:;: WE::”"
Attend training or e-learning and preferably some element of virtual immrisation Knowede —

Assessment Tool
Second edition
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https://www.rcn.org.uk/professional-development/publications/pub-005336

COVID vaccine will require a range of

king together

ckground education and professional experience of staff
g to support this programme varies across the UK

® The RCN has guidance to support unregistered practitioners support
vaccination in some countries of the UK

€ The principles in these would apply for supporting workforce skill mix
to deliver the COVID-19 vaccination programme

Health Care Support Workers Administering Inactivated Influenza, Shingles and Pneumococcal Vaccines for
Adults and Live Attenuated Influenza Vaccine (LAIV) for Children
The Role of Nursing Associates in Vaccination and Immunisation

30

esponsibility - Decision

2. HCSW and administration of non-injectable vaccines
(for example, the LAIV)

An slgerithe to clarify the process for the administration of non-injectable vaccines by s HESW, such
as the LAIV sapplied to children for subsequent sdministration by ancther person.

Pr and arr its for supply and administration

s mml-mumg n placs?
e e
i

Yas
It Is NOT appropriate for the HCSW to
waccinata.

‘Chack all the critoria below aro In placs

+ s adiministration by e HCSW iR hmsrurn:nrm ichild, or young parsor?

* Whara the suppiy of LAIY has boon mada fo the pationt by a registored pracifioner under a PED, Fas
nisaraticn by anather parson?

art this delfvery modal for the patiens/child to be supperted to

+ Has i fraining in lina with (PHE) Mabioral Minimrs Standards for HOSWs and
demons ComEstenceT
Is there adequate supsrvision =u:r.mr miace on

I
+ 15 the HCSW cowened by the employers Indemnity insurance?

1

L +

o Tas

+ 4

Itis not ata for tho HOSW to
.z:.ru?.?’%.;'.'.’..wr..u.. rrrrrr

= amlm g e Tha HCEW may sdmindster the vaccine.

J'—I

re - Tha g must be o
¥ ummnmmmsmw Stat Invoived in the Session are accountaiie fOr Heir actions:
ard prachce.

+ Tha prescriber noods io be satisfiod that tha HCSW has the nooessary skills and compatonca o
administor the vaccine.

+ The prescriber may delegats the sk of Smmunisng the child oF young DErson o the HCSW. in doing so,
the pros accouniabie for he decision they madc in dulogating this k.

' TmHCEWI;a:muMhMﬁH practice during vaorine adminisiration through chvil law and to their
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https://www.rcn.org.uk/-/media/royal-college-of-nursing/documents/publications/2019/april/007-441.pdf
https://www.rcn.org.uk/-/media/royal-college-of-nursing/documents/publications/2019/april/007-565.pdf

ponsibility —
#H2

isation to administer a medicine prescription, PSD,
ritten instruction, national protocol?

€ Has the worker completed the required education modules and
been assessed as competent?

31 N
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responsibility —
ess #3

very of the vaccine and setting in the best interest of the individual?

e clinic supervisor / manager satisfied that the worker administering the vaccine
has the qualifications, experience, knowledge and skills needed?

€ Has the worker completed training in line with agreed training standards
® Is there adequate supervision and support in place on site?

NB: the national protocol for COVID-19 vaccine administration provides indemnity
insurance see RCN COVID-19 and indemnity

. M
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https://www.rcn.org.uk/get-help/indemnity-scheme/covid-19

responsibility —
ss #4

ing must be considered:

rofessionals and support staff involved are accountable for their
nd practice

e clinic supervisor / manager needs to be satisfied that the support worker has the
necessary skills and competence to administer the vaccine

® The clinic supervisor / manager is accountable for the decision for the support worker
to be able to work to the national protocol. A record of their training assessment and
ongoing supervision should be kept

& All workers are accountable for their practice during vaccine administration through
civil law and to their employer

) M
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s administration

edicines — POM

sation to supply and or administer from an appropriately registered

# This would ideally be in the form of a; Prescription or Patient Specific Direction (PSD),
which are essentially the same
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thorisation mechanisms:
the following relevant to vaccination:

ction (PGD): these are an exemption under the regulations for enabling the
r administration of a POM. They are limited to be used by certain listed health care
ssionals (HCP) and all processes under the direction must be carried out by the same HCP

Written Instruction: limited to Occupational Health Schemes and HCP listed in legislation and link
to operating under and instruction from a physician, see: https://www.sps.nhs.uk/articles/written-
instruction-for-the-administration-of-seasonal-flu-vaccination/

> National protocol: applicable under emergency changes to the Human Medicines Regulations to
authorise administration of specific vaccines in an emergency situation

> Emergency medicines: i.e. adrenaline given in response to anaphylaxis does not need a
prescription, see: https://www.legislation.gov.uk/uksi/2012/1916/schedule/19/made

- M
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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

?

or administer a medicine written and signed by the prescriber.
ade in the patient notes where it is identifiable to the prescriber.
ction from a prescriber to administer a medicine to a list of patients.
ient on the list must be individually assessed by that prescriber

ient(s) and/or other individual patient identifiers (including age if a child)
form and strength of medicine

route of administration
dose

2

2

& frequency
& date of treatment/number of doses/frequency/date treatment ends as applicable
*

signature of prescriber

CQC Nigel's surgery 19: Patient Group Directions (PGDs)/Patient Specific Directions (PSDs) https://www.cqc.org.uk/guidance-providers/gps/nigels-surgery-

19-patient-group-directions-pgdspatient-specific-directions

- M
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https://www.cqc.org.uk/guidance-providers/gps/nigels-surgery-19-patient-group-directions-pgdspatient-specific-directions

GD)?

s some registered health professionals to supply and/or
-defined group of patients, without them having to be assessed by
a prescriber

nistering medicines under PGDs should be reserved for situations in which this offers an
atient care, without compromising patient safety

The complete direction - patient assessment through to supply and or administration of the vaccine is by the
healthcare professional named in the PGD

® Health care professionals cannot deviate from the PGD and they cannot delegate any function within the PGD

Legal mechanisms for COVID-19 vaccine delivery: https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/
NICE Guidance on PGDs: http://www.nice.org.uk/quidance/MPG2/chapter/Summary

Patient Group Directions and Patient Specific Directions in general practice: http://bma.org.uk/practical-support-at-work/doctors-as-
managers/prescribing

) M
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https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/
http://www.nice.org.uk/guidance/MPG2/chapter/Summary
http://bma.org.uk/practical-support-at-work/doctors-as-managers/prescribing

mework peer to peer

ons under the regulations for .:. Eﬁ;fﬂgégg .
es and support peer to peer wetiones (EITDR) wewors  Avoun svS
y agreed mechanisms Written Instruction for the poue
R amendments allow for other registered professionals administration of seasonal flu
to use written instructions within NHS or local authority provided U 2015 0 0 20
OHS. (This includes registered nursing associates in England) o

& Specialist Pharmacy Services (SPS) National template for
Influenza vaccine for 2020 — 20 21 there will be a similar national
template for COVID-19 vaccines

https://www.sps.nhs.uk/articles/written-instruction-for-the-administration-of-seasonal-flu-vaccination/

- M
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https://www.sps.nhs.uk/articles/written-instruction-for-the-administration-of-seasonal-flu-vaccination/

islation

icines Regulations (HMR) The Human Medicines (Coronavirus and
ons 2020
.uk/uksi/2020/1125/contents/made

s for vaccine delivery include the temporary authorisation of vaccines and
r for people working to deliver the vaccines as per the agreed guidance.

ges allow for vaccine administration under a national protocol for large scale Influenza
accination and COVID-19 vaccination

® The delegation of functions is not permissible under a PGD but is possible under a national protocol

& The changes also allow other professionals than nurses to use written instructions in NHS and local
authority provided Occupational Health Schemes

€ NMC - support the use of national protocols, they will be producing support materials and liaising with
other regulators

NB: While the legislative changes are applicable across the UK the protocol and identified roles and
functions are determined nationally, they are not necessarily the same across the UK

- M
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https://www.legislation.gov.uk/uksi/2020/1125/contents/made

.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/
ration of a vaccine to those eligible in the population

r such a large percentage of the population and the need to do this quickly
ery process it may be possible to use trained unregistered practitioners to expand the

delegation and administration of vaccines under a separate mechanism to a PSD or PGD

ows for different people to carry out various functions of the process such as: clinical assessment and
atient consent, vaccine administration and administrative support

The national protocol is similar to a PGD format, it includes;

® the characteristics and training required of persons permitted to administer the COVID-19 vaccine under the
protocol,

& the requirement for individuals to be designated and authorised to administer medicines under the protocol by an
appropriate manager (in the employing organisation),

& record keeping requirements (including the requirement to record the name of the person who administers the
vaccine)

€ requirements for the supervision, where appropriate, of the persons administering the vaccine.
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https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/

National Protocols [NHS England https://www.england.nhs.uk/coronavirus/publication/summary-of-the-legal-mechanisms-for-administering-the-covid-19-vaccines/ ]
Under the National Protocols all responsibilities in the vaccination process are delegated directly to the individuals performing the tasks.
National protocols authorise the safe supply and administration of a vaccine. Each element of activity under a protocol may be carried out by a different person or the same person, depending on the
delivery model, so long as the minimum training requirements are met for fulfilling each stage of activity. The name of the immuniser and, where different from the immuniser, the professional assessing
the individual, person preparing the vaccine, and person completing the vaccine record must be identified in the vaccination record.

* Legislation requires protocols to be authorised by ministers (SoS).
* Legal authority to supply and administer a Prescription Only Medicine is provided to those working in accordance with the national protocols.
* The clinical particulars in the protocols will be required to instruct and inform the safe and appropriate administration of vaccine in accordance with national recommendations. Standard Operating

Procedures (SOPs) for the handling of vaccines and preparation of doses are available here.
» All staff must play their part in ensuring that the efficacy of all vaccines is protected, by following the correct procedures for the ordering, receipt, storage, supply and administration of vaccines.

Responsibilities are described here (specific responsibilities for PCN designated sites are here).

Clinical Supervisor Must act in line with their level of competence

(Doctor, Nurse or Pharmacist)
Responsible and accountable for the safe

and effective delivery of the immunisation
service that they are managing

* Accountable for the appropriate ratios and skill mix of staff delivering the service
(including those trained to respond to adverse reactions such as anaphylaxis)

Delegation

uonesajaqg

Delegation

\4

M ' Pod: v Delegation

Pre-Pod: I

I
|
|
Clinical A |
(Specified Regist mcll‘;-?CP s:essor —_— : Vaccine Preparer Vaccinator Admin Support
ecified Registere who can operate under a ) . . ) )
P D o asgan occupational healt hF\J/ accinator) | (An appropriately trained, competent and (Registered HCP or Non-Registered HCW) (Registered HCP or Non-
P I supervised Registered HCP or Non-Registered HCW) Registered HCW)
C‘?"jf‘c_gs p';? va.ctC|Ef':|1.tt|o? chmca! assessmznt, c;)n'flrms ;| Dilutes and/or draws up vaccines for immediate Confirms consent has been provided and Records vaccination
indivi ua' S sutabiiity or‘vaccme, provides advice, I administration themself (if authorised) or by clinical assessment has taken place, data
obtains and electronically records consent . . .
I another vaccinator administers vaccine
|
0 Responsible for assessing the patient and making the 1 ° Must act in line with their level of competence . Must be trained and competent e Must act in line with their level
decision to allow administration of the vaccine l° Accountable for their own practice under the . Must act in line with their level of of competence
. Must act in line with their level of competence [ Protocols (i.e. correctly diluting and/or competence « Accountable for their own
. Accountable for their own practice under the Protocols : drawing up, and administering if authorised) . Accountable for their own practice practice under the protocols
(i.e. identifying contraindications and appropriately 1 Dilution and draw-up may be performed by under the Protocols (i.e. administering (i.e. making a true and accurate
determining the individual’s suitability) for the vaccine, I separate suitable trained, competent and the vaccine correctly) record of the service provided)
I

seeking informed consent supervised persons

All staff are accountable for their own practice under the Protocols, to their employer and professional regulator (where applicable), operating in accordance with their contracted employment and professional
standards, code of practice/conduct (where applicable).

The employing organisation is responsible and accountable for ensuring employees have the required training and competency to safely and effectively deliver the activity they are contracted to provide.



https://www.sps.nhs.uk/?s=&orderby=&order=DESC&cat%5b%5d=3659&cat%5b%5d=3657
https://www.sps.nhs.uk/wp-content/uploads/2020/12/NHS-COVID-vaccine-policy-v-1-8.pdf
https://www.england.nhs.uk/coronavirus/wp-content/uploads/sites/52/2020/12/C0945-Governance-handling-and-preparation-of-vaccines-by-GP-led-local-vaccination-centres-PCN-designated-sites.pdf
https://www.england.nhs.uk/coronavirus/publication/summary-of-the-legal-mechanisms-for-administering-the-covid-19-vaccines/

th and social care staff

groups.

book chapter
ns/covid-19-the-green-book-chapter-14a

ps are:

ident in a care home and care » All those 65 years of age and over
» Adults aged 18 — 65 in at risk groups
Ithosc.e 80 years of age and over and health care >  All those 60 years of age and over
and social care workers _— - - :
those ears of age and over
> All those 75 years of age and over " Y 8
> All those 70 years of age and over and clinically - iness ULl .age anfj o-ver
extremely vulnerable individuals (excluding » ? Rest of the population (priority to be
pregnant women and those under 18 years of determined)

age)
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https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

say that, provided that the vaccine is administered as
e recommendations of the MHRA and any product information)
and their employers will be immune from civil liability

rarily employed would be covered by their employers indemnity scheme. As a
ned service this would be through the:

egligence Scheme for General Practice Clinical Negligence Scheme for Trusts or equivalent
rrangements in the devolved administrations

€ A contract of employment or honorary contract needs to be in place

€ The decision to roll out mass vaccination programmes for temporarily licenced COVID-19 vaccines, or
indeed any pandemic disease treatments, will be taken nationally, not by the individual companies
manufacturing or marketing the product

¢ The roll out of the COVID-19 vaccine programme will be through NHS contracts either via primary care or
NHS trusts only. Private providers (at least initially) will not be able to procure COVID-19 vaccines
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te with all the latest news
ewsletter

s from Public Health England

eceive the Vaccine update newsletters:
ervices@subscriptions.phe.gov.uk to your Contacts (Address book) or Safe Senders list

& If you find emails from ‘@subscriptions.phe.gov.uk’ in your ‘Spam’ or ‘Junk email’ folder, open the email
and click the ‘Not spam’ or ‘Not junk’ button to allow emails from this address in the future

& The Green Book has the latest information on vaccines and vaccination procedures, for vaccine preventable
infectious diseases in the UK. See: https://www.gov.uk/government/collections/immunisation-against-
infectious-disease-the-green-book
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https://public.govdelivery.com/accounts/UKHPA/subscribers/new?preferences=true
mailto:onlineservices@subscriptions.phe.gov.uk
https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book

idence

ing on the internet. Most of what's offered is
ct, service, or point of view. Use the ‘SMELL’ test:

- Who is providing the information?

Motivation - Why are they telling me this?
E Evidence - What evidence is provided, and when was it posted?
L Logic - Do the facts logically compel the conclusions?
L Left out - What’s missing that might change our interpretation of the information

Don’t Be Fooled: Use the SMELL Test To Separate Fact from Fiction Online John McManus February 2013
http://mediashift.org/2013/02/dont-be-fooled-use-the-smell-test-to-separate-fact-from-fiction-online038/
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http://mediashift.org/2013/02/dont-be-fooled-use-the-smell-test-to-separate-fact-from-fiction-online038/

on

ation hub https://www.rcn.org.uk/clinical-

ealth/immunisation/covid-19-vaccination

ation services and large-scale vaccination delivery
ring COVID-19

https://www.rcn.org.uk/clinical-topics/public-
health/immunisation/immunisation-services-and-large-scale-
vaccination-delivery-during-covid-19

¢ NMC code
https://www.nmc.org.uk/standards/code/

€ NMC. Caring with confidence — the Code in action
https://www.nmc.org.uk/news/news-and-updates/code-in-

action/

46

COVID-19 vaccination

This resource s designed to signpost RCN members to the available
information, guidance and relevant RCN positions on the UK COVID- COVID-19
19 vaccine programmes.

Employment advice
COVID-19 FAQs
COVID-19 and vacanation FAQs
Personal protective equipment (PPE)
advice
Nursing students & trainee nursing
assoqates advice
Redeployment guidance
RCN vaccination advice SISO e
Education and training to support delivery of large scale vocanation
Imemunisation services ond large scale vaccination delivery during COVID 19 Clinioul uadorice
Managing COVID-19
COVID19 vaceination
Immunisation & large-scale vacaination
delvery during COVID-19

Proctical and dinical quidance for vaccine administration
COVID-19 and vacanation FAQs.

Dame Donna Kinnair talks about how central nursing staff
are to the COVID-19 vaccine Mental health core deinvery
Our work
O Dame Donna Kinnair talks about how central nursing staff aret_ ~ © » Out posttion
Weach laster  Share e e
Open etters
Mediia statements

Supporting you
Your mental wellbeing
Poer Support Service

Immunisation services and large-scale vaccination delivery
during COVID-19

You are here: Royal College of Nursing / Clinical / Public heaith / Immunisation / Immunisation services and large-scale vaccination delivery during COVID-19

Introduction and background

Vacdination is an essential dinical service that should continue during demic. The RCN
quidance outlining the key principles for maintaining the national immunisation schedule has been
incorporated into the information in this resource.

As.a result of the COVID-19 pandemic there has been considerable discussion about offering vaccination
in novel settings such as health care centre car parks, other open spaces or temporary structures such as
gazebos to reduce the time people are in the surgery. Alongside this there is recognition for a need to offer
large scale vaccination services particularly to support the influenza vaccine programme for 2020/2021
and COVID-19 vaccines as they become available. The ‘sual vaccination premises and staff are uniikely
to be able to cope with this increased need for capacity alone.

Large scale vaccination plans are being developed locally and with engagement with muiti-professional
colleagues across the system: primary care, general practice, pharmacy, community services, care homes,
school health and potentially linked to acute services for example AXE and outpatients. The local
population needs, infrastructure availability, service capacity and demand all need careful consideration
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https://www.nmc.org.uk/news/news-and-updates/code-in-action/
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