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spillages and breakages

Attachment 10 - COVID-19 Vaccine Standard Operating Procedure 10 - Identifying
patients who have been in hospital over 21 days and offering them the current
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Operating Procedure for administration of multiple vaccines in a single vaccination

clinic setting

Attachment 12 - COVID-19 Vaccine Standard Operating Procedure 12 - Standard
Operating Procedure for managing temperature excursions of COVID-19 vaccines

Attachment 13 - COVID-19 Vaccine Standard Operating procedure 13 - Using the
COVID-19 Vaccinator Competency Assessment Tool

Appendices:
Appendix 1 National standards of good practice in relation to this policy
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1.0 Policy Statement

The COVID-19 vaccination programme is part of the seasonal vaccination
programme. To deliver this programme safely and effectively, good practice in the
handling and management of the vaccine is paramount. This policy details the
overarching principles for governance of the safe and secure handling and
management of COVID-19 vaccines in the end-to-end supply chain for the vaccination
programme.

The objectives of this policy are as follows.

e To ensure that all staff involved in delivery of the vaccination programme are
aware of, and adhere to, correct procedures for the ordering, receipt, storage
and administration of the product.

e To ensure that the physical and biochemical integrity and sterility of all vaccines
and related medicines is maintained.

e To ensure that all staff involved in delivery of the vaccination programme are
aware of the relevant characteristics of COVID-19 vaccines and the
implications this has for vaccine efficacy and patient safety.

e To provide assurance that vaccine safety, sterility, quality and efficacy are
protected.

e To define key roles and responsibilities needed to deliver this assurance.

e To ensure that all staff understand their critical roles and responsibilities in
delivering these objectives.

This policy is to be read alongside the Pharmacy Institutional Readiness documents
(available via the Specialist Pharmacy Service website
https://www.sps.nhs.uk/home/covid-19-vaccines/) and the COVID-19 Vaccine
Standard Operating Procedures.

In adhering to this Policy, all applicable aspects of the Conflicts of Interest Policy must
be considered and addressed. In the case of any inconsistency, the Conflicts of
Interest Policy is to be considered the primary and overriding Policy.

2.0 Definitions
Vaccination
Treatment with a vaccine to produce immunity against a disease.

COVID-19
A disease caused by a strain of coronavirus.

COVID-19 Vaccination Programme
Refers to the government programme to give the COVID-19 vaccination. This is now
part of the seasonal and year round vaccination program.

Vaccination Site
The physical location from where the vaccination programme is being delivered.

Foundry management system
This is the national software system used to record vaccination site readiness and
assurance and manage vaccine supplies across NHSE vaccination services.
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3.0 Accountabilities

3.1 Chief Pharmacist (Clinical Director of Pharmacy)

The Chief Pharmacist is professionally accountable for the safe and secure handling
and management of COVID-19 vaccine and related medicines on all vaccination sites
operating within the jurisdiction of the Trust. This includes oversight of those elements
of practice within mass vaccination centres and other designated vaccination sites that
may impact upon product integrity, from receipt of product to vaccine administration.

The Specialist Pharmacy Service provides specialist pharmaceutical expertise in the
development of systems and processes of work to ensure the safe and secure
handling of the vaccine.

The Chief Pharmacist may delegate operational responsibility for oversight of
ordering, receipt, storage and safe handling of vaccines and medicines to a suitably
trained pharmacy team member.

3.2 Clinical Lead for Vaccination Site

The Clinical Lead for the vaccination site is professionally accountable for ensuring
that appropriate and formal authorisation for vaccine administration is in place such as
a Patient Specific Direction, Patient Group Direction or National Protocol, and that the
staff groups who are supplied with, prepare, and administer the COVID-19 vaccine are
those defined as eligible to do so in accordance with the authorisation being used.
When working under the National Protocol, the Clinical Lead will ensure that a ‘Shift
Lead’ is present for the duration of the vaccination session and this person is clearly
identifiable and competent in all stages of the vaccination pathway.

The Clinical Lead is responsible for ensuring that all staff undertaking duties at the
vaccination site meet the necessary training standards and competencies in line with
national guidance and organisational policy.

The Clinical Lead must also ensure that staff involved in the vaccination service are
able to respond to clinical incidents (including anaphylaxis) and are aware of the
escalation processes for clinical incidents, including the procedure for reporting them.

3.3 Prescribers

When working under a Patient Specific Direction (PSD), the prescriber is legally
accountable for the safe and secure handling and management of COVID-19 vaccines
at the designated site under The Human Medicines Regulations (2012) Regulation 3.

3.4 Registered Healthcare Professionals

Healthcare professionals working under a Patient Specific Direction (PSD) or a Patient
Group Direction (PGD), and anyone clinically supervising administration of the
vaccines under a National Protocol also have legal accountability for ensuring the safe
and secure handling requirements are met.

3.5 Operational Lead for Vaccination Site

The Operational Lead is responsible for the operational delivery of the vaccination
programme. This includes the building, security, patient flow, administrative functions,
IT, furniture, consumables and non-clinical staff.
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4.0 Policy Detail NHS Trust
41 COVID-19 Vaccines

There are several COVID-19 vaccines that have received MHRA approval and are
licensed for use. Regulation 174 of the Human Regulations 2012 should now only be
used if there is a need to use an unlicensed vaccine due to a new emergent pathogen.

Regulation 174 enables the Medicines and Healthcare products Regulatory Agency
(MHRA) to authorise use of a product on a temporary basis in response to the spread
of pathogenic agents.

The characteristics of the different vaccines may vary considerably; this information is
available in the Summary of Product Characteristics and Patient Information Leaflet
respectively. The vaccines require specific temperature-controlled storage so cold
chain management will be critical for all. Use of vaccines that have deviated from
recommended storage or transportation conditions risks compromising vaccine
efficacy and patient safety.

Vaccines that have not been transported or stored correctly may be ineffective or
harmful; they would therefore no longer be within the terms of their product
authorisation and must not be used. Means of detecting when a temperature
excursion has occurred are required. The focus on avoidance of waste should also be
of high priority. When the vaccine has not been transported or stored correctly, the
advice issued by the Specialist Pharmacy Service (SPS) and medicine information
services specific to that vaccine must be followed. The action required will vary
depending on the vaccine affected.

Further information concerning COVID-19 vaccines is available here: Coronavirus »
COVID-19 vaccination programme (england.nhs.uk)

4.2 Legal framework and practice standards

4.2.1 All activity is to be undertaken in accordance with the Human Medicines
Regulations 2012 and Human Medicines (Coronavirus and Influenza)
(Amendment) Regulations 2020.

4.2.2 All new vaccination sites must be approved by the pharmacy lead for COVID-19
vaccines, infection prevention team, and be included in the Trust CQC
registered locations following the Trust CQC registration process. You can do
this by contacting the CQC Enquiry team rwh-tr.cogcenquiry@nhs.net. System
assurance check may also be required.

4.2.3 Any vaccination sites that pause between seasonal programmes must check
that they are still a Trust CQC registered location before re-starting activity.

4.2.4 If a vaccination site closes it should be removed from the Trust CQC registered
locations.

4.2.5 All activity is also to be aligned with relevant COVID-19 Vaccination Programme
NHS policy documents marked as Classification: Official and annotated with a
publication approval reference number.

4.2.6 In addition, adherence to national standards of good practice is required
including those set by the Care Quality Commission, the National Institute for
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Health and Care Excellence, UK Health Security Agency, NHS Trust
and the Royal Pharmaceutical Society of Great Britain, as detailed in Appendix
1.
4.3 Handling and management of vaccine and medicines in vaccination sites
4.3.1 All Vaccination Sites must have received Site Assurance sign off from local
System and Regional Vaccine teams. This process is completed through the
Foundry management system.
All activities must be carried out in accordance with:
e This policy document;
e The relevant nationally authored ‘Institutional Readiness’ documents and
Standard Operating Procedures;
Relevant organisational medicines policies;
Standard good practice guidance including aseptic technique;
Relevant Health and Safety guidance;
National Standards including those detailed in Appendix 1.

4.3.2 Vaccination session set up and close down
o Before the start of every vaccination clinic, the COVID-19 Vaccination session
record (Procedure 10 Attachment 1) must be completed by the Clinical Lead.

e The document must remain live throughout the session and all sections must
be fully completed.

e The close-down process must be completed before the clinic and the
vaccination team leave each night.

e The supervision log must be kept with the vaccination worksheets completed on
the same day.

e These will be reviewed as part of the COVID-19 lead pharmacist stock
reconciliation checks. (see COVID-19 Procedure 4 — Stocktaking and
reconciliation of COVID-19 vaccine)

4.4  Staff authorisation to be supplied with and administer COVID-19 vaccines
Appropriate and formal authorisation for vaccine administration must be in place e.g.,
Patient Specific Direction (prescription), Patient Group Direction or National Protocol,
and all staff groups who are supplied with, prepare, and administer the COVID-19
vaccine must be defined as eligible to do so according to the formal authorisation
being used.

It is the responsibility of the Clinical Lead on shift to ensure the legal framework to
administer vaccine is in place during the period of activity they are overseeing.

4.5 Safety and security of vaccines and related medicines

The responsible Chief Pharmacist must ensure that procedures for the safe and
secure handling and storage of vaccine and medicines are in place in accordance with
principles and guidance encompassed in Professional guidance on the safe and
secure handling of medicines (Royal Pharmaceutical Society of Great Britain),
available on https://www.rpharms.com/recognition/setting-professional-standards/safe-
and-secure-handling-of-medicines/professional-guidance-on-the-safe-and-secure-
handling-of-medicines.

4.6 Storage and transportation of vaccines
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The ‘cold chain’ is a term used to describe the cold temperature NHS Trust
conditions in which certain products need to be kept during storage and distribution.
Maintaining the cold chain ensures that vaccines are transported and stored according
to the manufacturer’'s recommended temperature range until the point of
administration. Vaccines must be stored at the correct temperature and transported
only in approved and validated packaging, and the temperature of the vaccine carrier
and contents must be monitored and reviewed before use.

Storage and transportation of vaccines must be undertaken in accordance with Trust
Policy MP10 — Medicines Cold Chain Policy, relevant standard operating procedures
and manufacturers’ information. Cold chain temperatures must be monitored correctly
and any ‘out of specification’ recordings addressed promptly and appropriately, and a
full audit trail maintained.

4.7 Workforce and training

All staff undertaking duties at the vaccination site must meet the national training
standards and competencies for the COVID-19 vaccination programme. A training
needs assessment is required for the roles within the vaccination services, with
corresponding training materials and assessment process, to enable timely and
focussed workforce development.

As detailed in Professional guidance on the safe and secure handling of medicines
(Royal Pharmaceutical Society of Great Britain) the named individual ensures that
accountable individuals are competent and supported in their role as it relates to the
safe and secure handling of medicines’.

The roles assigned to support the COVID-19 vaccination service need to be in
accordance with legislation including that detailed in the Human Medicines
(Coronavirus and Influenza) (Amendment) Regulations 2020.

4.8 Clinical Incidents and Precautions

A protocol for the management of anaphylaxis and in-date anaphylaxis packs must be
available at all locations undertaking vaccination. The Resuscitation Council (UK) has
provided specific guidance for vaccination settings and includes the following list of
drugs that should be used in the treatment of anaphylaxis:

1 Intramuscular (IM) adrenaline 1:1,000;
2 Oxygen;
3 IV 0.9% saline or Hartmann’s solution 500ml or 1,000ml bags.

All vaccination sites must consider the possibility of needing to manage more than one
anaphylactoid response at once or in quick succession, therefore adequate supplies
must be always available to manage multiple episodes. The ability to restock items
quickly is essential to reduce the risk of having to suspend vaccination.

Any needle stick injuries must be addressed in accordance with Trust Policy HS03 -
Sharps Safety Policy.

Clinical incidents and enquiries are to be managed in accordance with Trust incident
reporting policies OP04 and OP10. Incidents must also be reported to the system
vaccine oversight committee (SVOC). Any adverse effects from a vaccine must also
be reported via the MHRA Yellow Card system and the process described in the SOP.
All clinical incidents requiring treatment should be reported as soon as possible after
the event.
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4.9 Management of records

All records must be maintained in accordance with relevant Trust policies and
procedures. These include the ordering, receipt and issue of vaccines, tracking of
product, plus patient-focused records including consent and administration.

Any serious adverse reactions are to be escalated for immediate senior clinical input;
such situations are to be fully documented following the event and a record kept of
relevant product batch numbers. A record of all serious adverse events is to be
provided to the Clinical Lead and reviewed in line with local governance procedures. .

410 Data Protection

All staff have a responsibility to ensure that they do not disclose information about the
service, service users, staff members and corporate documentation to unauthorised
individuals.

4.11 Disposal of vaccines and other waste

Disposal of waste vaccines and any sharps must be undertaken in a safe and secure
manner in accordance with relevant Trust policy and standard operating procedures
including HS03 - Sharps Safety Policy, HS10 Waste Management Policy and any
COVID-19 vaccine specific procedures.

412 Business Continuity Planning

The business continuity plan of each service should detail how the service will
respond, recover and manage its services during disruption relating to people,
information, security, premises including utilities, facilities (particularly refrigerator)
failure, supplier, IT and data.

5.0 Financial Risk Assessment

1 Does the implementation of this policy require any additional Capital No
resources

2 Does the implementation of this policy require additional | Yes
revenue resources

3 Does the implementation of this policy require additional | Yes
manpower

4 Does the implementation of this policy release any manpower costs No
through a change in practice

5 Are there additional staff training costs associated with implementing No
this policy which cannot be delivered through current training
programmes or allocated training times for staff.

Other comments

6.0 Equality Impact Assessment
An initial equality analysis has been carried out and it indicates that there is no likely
adverse impact in relation to Personal Protected Characteristics as defined by the
Equality Act 2010.
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7.0 Maintenance
The Chief Pharmacist is responsible for ensuring that this policy is reviewed regularly
in line with new national and local guidance. The COVID-19 vaccination programme
is an evolving service and as such new and updated information is being published
regularly. It is the responsibility of everyone involved in the COVID-19 vaccination
programme to ensure that they are aware of and acting in line with the most current
national guidance and best available evidence.
Any amendments to this policy or associated procedures must be ratified by the Trust
Medicines Management Group.
8.0 Communication and Training
All staff involved in the COVID-19 vaccination programme must read this policy and
associated procedures. For staff with responsibility for handling the vaccine, including
providing supervision, this policy and associated procedures will form part of the local
on-boarding process and as such each member of staff must sign to say that they
have read and understand all documents.
9.0 Audit Process
Criterion Lead Monitoring method Frequency Committee
Number and type | Governance Review of Datix Monthly Living Well
of clinical Team Group
incidents Governance
Committee
Service Oversight] Clinical Lead — | Report of annual Annually Medicine
by the medicine | for each audit results Management
safety group directorate Group
providing the
service

10.0 References - Legal, professional or national guidelines

This procedure is based on the Model NHS COVID-19 vaccine handling and
management policy 2020-21 which has been adapted for local use
https://www.sps.nhs.uk/articles/model-nhs-covid-19-vaccine-handling-and-
management-policy-2020-21/.
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Policy number and | Policy Title Status: Author:
Policy version: Assistant Director of
COVID-19 Vaccine | FINAL Pharmacy
MP11 handling and
management policy Director Sponsor:
V3.0 Chief Medical Officer
Version / Version Date Author Reason
Amendment History | 1 December | Angela New policy
2020 Davis
1.1 January Angela Policy number
2021 Davis changed to MP11
due to this being a
Medicines Policy
1.2 February | Angela Additional
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under section 3.4
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requirement for a
‘shift lead’ when
working under
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and section 4.8 to
reference the NHSE
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clinical incidents.
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Intended Recipients:

All staff involved in the handling and management of the COVID-19 vaccine

Consultation Group / Role Titles and Date:
Trust Medicines Management Group
Trust Policy Group
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Date of Policy issue July 2024

Review Date and Frequency (standard June 2027

review frequency is 3 yearly unless
otherwise indicated)

Training and Dissemination: All staff involved in the COVID-19 vaccination programme
must read this policy and associated procedures. For staff with responsibility for handling
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part of the local on-boarding process and as such each member of staff must sign to say
that they have read and understand all documents.
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If a policy is considered to be high risk it will be the

responsibility of the author and director sponsor to

ensure it is redacted to the requestee.
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COVID-19 Vaccine Procedure 1
Standard Operating Procedure for Ordering of
COVID-19 Vaccine

1.0 Procedure Statement

This Standard Operating procedure (SOP) describes the process for ordering
COVID-19 (BNT162b2) Vaccine from UK Health Security Agency (UKHSA)

This procedure is based on Specialist Pharmacy Services Guidance and Future NHS
COVID-19 vaccination systems training and Guidance (When you first log on you will
need to create a FutureNHS account to access this information).

2.0 Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the supply chain
and the oversight of COVID-19 vaccine stock and related medicines on all
vaccination sites operating under the jurisdiction of the Trust.

The Clinical Lead responsible for the COVID-19 Vaccine programme is responsible
for the ordering and purchasing tasks within this procedure.

3.0 Procedure Detail / Actions
All ordering and stock management procedures are completed within the Foundry
system.

All users of Foundry must have accounts and be able to access all areas necessary
for their role. For any queries relating to Foundry access users must contact:
Foundry.Support@england.nhs.uk.

Training on Foundry can be found here (you will need a FutureNHS account to
access this information).

3.1 Stock Holding
3.1.1 Stocktake submissions are made on the Site Stock Manager module of

Foundry.

3.1.2. A weekly stocktake of vaccine must be completed for each active vaccination
centre. If a stocktake has not been completed within 7 days orders will not be able
to be placed.

3.1.3 Stocktake values must be entered for all vaccine types listed in Foundry. This
includes zero values for vaccines not in use.

3.2 Ordering
3.2.1 Adult Covid-19 vaccines and associated consumables will be supplied to

vaccination sites automatically based on usage and stock levels. Patient information

COVID-19 Vaccine Procedure 1: Standard Operating Procedure for Ordering COVID-19 Vaccine Page 1 of 6
Review Date: 30/03/2027
V3.0 April 2024
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leaflets (PILs) will be provided with each vaccine delivery and sites may order more
through Foundry.

3.2.2 Information about the supply can be found on the Supply Dashboard within
Foundry.

Vaccine volumes and delivery dates will be visible in the supply dashboard. Site
managers must review their supply dashboard to understand when their delivery will
be made. Further vaccine orders will also be visible in the supply dashboard

3.2.3 Exceptional vaccine requests can be made directly in the supply dashboard.
These requests require approval by the ICB and regional teams before being
confirmed as orders.

3.2.4 Requests for children and young people’s vaccines throughout the programme
must be made through this exceptions process.

3.2.5 Hospital Hubs will not receive dynamic replenishment and must request any
additional vaccine through the exceptions process

3.3 Mutual Aid and Internal Transfers
3.3.1 If you have too much or not enough vaccine for any reason, a mutual aid

request can be made. The Transfer Tool module in Foundry is used for this process.
This allows you to offer any excess vaccine you may have to others and request a
supply if you need extra. This system is reliant on vaccination sites making vaccine
available and there is no guarantee of any supply being available when needed.

3.3.2 Mutual aid transfers to or from sites operated by RWT must be authorised by
the Lead Pharmacist for COVID-19 vaccine services prior to the transfer occurring.

3.3.3 All mutual aid transfers must be recorded on the Transfer Tool module in
Foundry, and any stock received must be a fully auditable in accordance with SOP 3:
The use of cool boxes to transport COVID-19 vaccines

3.3.4 All internal transfers between RWT services with separate Foundry accounts
must be recorded in the Transfer Tool module in Foundry. This must be completed
by the Lead Pharmacist for COVID-19 vaccine services.

3.4 Supply of Vaccine to Trust Vaccine Services
3.4.1 Each service must manage their supply of vaccine to ensure as far as possible

the availability of sufficient in-date vaccine for all scheduled vaccinations. If any

COVID-19 Vaccine Procedure 1: Standard Operating Procedure for Ordering COVID-19 Vaccine Page 2 of 6
Review Date: 30/03/2027
V3.0 April 2024
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actual or potential delays in vaccine supply are identified, this must be escalated
immediately to the Lead Pharmacist for COVID-19 Vaccine who in turn will work with
the Clinical Lead to resolve the situation.

3.5 Cancelling Orders

Orders can only be cancelled by 11am of the day before the scheduled delivery. To
do this you would need to contact the SVOC by emailing
covidsystemsvacsinfo@nhs.net

4.0 Equipment Required
Access to Foundry

5.0 Training

Designated staff responsible for ordering vaccine must read this procedure and will
already be trained in the use of Foundry.

6.0 Financial Risk Assessment

1 Does the implementation of this document No
require any additional Capital resources

2 Does the implementation of this No
document require additional revenue
resources

3 Does the implementation of this Yes
document require additional
manpower

4 Does the implementation of this No

document release any
manpower costs through a
change in practice

5 Are there additional staff training costs No
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.
Other comments

COVID-19 Vaccine Procedure 1: Standard Operating Procedure for Ordering COVID-19 Vaccine Page 3 of 6
Review Date: 30/03/2027
V3.0 April 2024
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1.0

2.0

COVID-19 Vaccine Procedure 2: Standard Operating Procedure for Receipt and Storage of refrigerated COVID-19
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COVID-19 Vaccine Procedure 2
Standard Operating Procedure for Receipt and
Storage of COVID-19 Vaccines at 2°C — 8°C

Procedure Statement

This Standard Operating procedure (SOP) describes the process of receipt of
refrigerated COVID-19 vaccines and recording of data attributes needed to provide
data for the national vaccination programme.

This procedure is based on Specialist Pharmacy Services Procedure HCV 1 Receipt
and storage of COVID-19 Vaccines at 2°C — 8°C.

Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the supply chain
and oversight of stock management within Pharmacy and on all vaccination sites
operating within the jurisdiction of the Trust.

The COVID-19 Lead pharmacist, will ensure all staff undertaking receipt of COVID-
19 vaccines are adequately trained and familiar with the contents of this SOP and
SOP 2a and 2b.

Suitably trained members of staff within Pharmacy and vaccination sites are
responsible for receipt of vaccines within their area, unpacking and checking them,
maintaining the cold chain at all times, and storing them in the correct location
immediately upon delivery. They must be familiar with this SOP before carrying out
these operations.

3.0 Procedure Detail / Actions

31 Accepting Deliveries
3.1.1 Process the vaccine delivery immediately to maintain the cold chain.

3.1.2 Check:

e the number of outer boxes matches the number listed on the delivery note,
carrier’s receipt or proof-of-delivery device

¢ the shipment is in good condition and no damage is evident
the shipment is addressed correctly

o whether the transit time Spikevax vaccines has exceeded 6 hours. This
information will be provided by the delivery driver.
N.B there are no transit restrictions for any other COVID-19 vaccines

3.1.3 If any part of the delivery is damaged, already opened, missing or otherwise not as
expected report without delay to the pharmacy stores Chief Pharmacy Technician or
in a vaccine hub, the Clinical Lead.

If the delivery appears to be in order, accept the shipment according to the
established acceptance-of-delivery process.
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3.2
3.2.1

3.2.2

3.2.3

3.2.4

3.3

3.3.1
3.3.2

3.3.3
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Physical Examination of Delivery
Check:
o the tamper evident seal is intact
e there is no evidence of any damage
¢ the identity, batch number, expiry date and quantities against the delivery note.
and endorse the delivery note to confirm

For Spikevax, if the transit time exceeded 6 hours (see 3.1.2) write the journey time
in hours on the carton (e.g. “transported for 8 hours”). This information may be
needed if the cartons are to be subsequently transported.

If there is any damage or discrepancy, quarantine the stock at the correct storage
temperature (refrigerated at 2-8°C) and report without delay to pharmacy stores Chief
Pharmacy Technician or in a vaccine hub, the Clinical Lead. If any vials are broken,
deal with the spillage following MP11 SOP09.

Put the vaccines into a refrigerator (at 2-8°C) immediately

Logging Receipts on the Stock Control System

For each order, receive the goods on to the stock control system (Foundry and
pharmacy stock management system)

Forward completed delivery documentation to pharmacy procurement team or if
delivery is at a vaccination hub, retain records for 2 years.

If a pharmacy stock management system is in use, receipt of vaccine on to the
system must capture the following product details:
o Date and time received into system
Supplier
Purchase order number
dm+d medicine name (AMP/P) This must be the ‘branded’ level description
dm+d ID code
Pack size and number of vials received
Batch number
Post thaw expiry date

4.0 Equipment Required

Access to Foundry

5.0

COVID-19 Vaccine Procedure 2: Standard Operating Procedure for Receipt and Storage of refrigerated COVID-19

Training

All staff involved in the receipt of COVID-19 vaccine must read this procedure.
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6.0

Financial Risk Assessment
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1 Does the implementation of this document
require any additional Capital resources

Yes — No

2 Does the implementation of this
document require additional revenue
resources

Yes — No

3 Does the implementation of this
document require additional
manpower

Yes — No

4 Does the implementation of this
document release any
manpower costs through a
change in practice

Yes — No

5 Are there additional staff training costs
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.

Yes — No

Other comments

COVID-19 Vaccine Procedure 2: Standard Operating Procedure for Receipt and Storage of refrigerated COVID-19
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COVID-19 Vaccine Procedure 3

Standard Operating Procedure for the use of

Cool-boxes to Transport COVID-19 Vaccines to

End User Locations and for Mutual Aid

1.0 Procedure Statement

This SOP describes the processes for:

e removing vaccine vials from the refrigerator and preparing them for
transport,

transcribing the post-thaw expiry dates onto vial transport container,
preparing a cool box for use,

transporting the cool box to end user locations, and

receipt of vaccines at end-user locations.

The term user location refers to Trust vaccination sites, Pop-up sites as well as care
homes or patients’ homes. Vaccine should be ordered and delivered wherever
possible to the location where it is to be used.

This procedure is based on Specialist Pharmacy Services Procedure HCV 6 use of
cool boxes to transport COVID-19 vaccines.

This procedure MUST be read in conjunction with Trust Policy MP10 Medicine Cold
Chain Policy.

The following are excluded from the scope.

returning un-used sealed vials to original dispatching site. This may be
necessary in exceptional circumstances only. Refer to NHSE Standard
Operating Procedure: roving and mobile models: Coronavirus » Standard
operating procedure: roving and mobile models (england.nhs.uk).

movement of punctured vials. NHSE has published a position statement
which provides further information on the microbial contamination risks
associated with moving punctured vials, and identifies potential risk reduction
measures. https://www.england.nhs.uk/coronavirus/wp-
content/uploads/sites/52/2021/09/position-statement-reducing-microbial-risk-
when-transporting-covid-19-vaccines-v1.1.pdf

Transport of vials for Mutual Aid. https://www.england.nhs.uk/coronavirus/wp-
content/uploads/sites/52/2021/01/C1424-mutual-aid-and-the-transfer-of-covid-
19-vaccines-between-nhs-vaccination-sites-v2.pdf

If any of the three scenarios above are approved, the transport principles
described in this SOP will remain generally applicable. If Spikevax vials are to be
transported again, the total permitted transport time, including that already used
by the Specialist Pharmaceutical Logistics (SPL) providers, must not be
exceeded (Section 5.2.2).

COVID-19 Vaccine Procedure 3: Standard Operating Procedure for the use of cool boxes to transport COVID 19
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2.0

3.0
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Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the safe and
secure transportation of vaccines ensuring maintenance of the cold chain at all times
and a documented audit trail.

Suitably trained members of staff within Pharmacy or the COVID-19 vaccine service
are responsible for transporting the vaccine safely and securely from its storage
location to the end user location, maintaining the cold chain at all times, and storing
the vaccines in the correct location immediately upon delivery.

All steps undertaken in section 3.2 are classed as assembly of medicines and must
be undertaken by or under the supervision of a doctor, registered nurse, or
pharmacist under Regulation 3A of Human Medicines (Coronavirus) (Further
Amendments) Regulations 2020. These listed healthcare professionals can work
under this regulation to label coronavirus vaccine as long as they are acting in the
course of their professional duties for the purpose of the supply of the vaccine.

ATTACHMENT 1 — SOP3 Appendix 1 — Mutual Aid Transfer Record Form
Procedure Detail / Actions

3.1 Preparing the cool box

3.1.1 Validated medical grade cool boxes must be used to provide ongoing
assurance that the vaccines will be maintained within the cold chain temperature
range during transport to the vaccine hub.

3.1.2 Cool boxes must be suitable for the duration of use. Calibration certificates
and cold chain validation documents must be stored in the pharmacy procurement
office for reference.

3.1.3 Cool packs must be prepared according to the manufacturer’s instructions.

3.1.4 Using a thermometer wait until the cool box temperature has dropped to
between 2°C and 8°C.

3.1.5 Place the cool box next to the COVID-19 vaccine fridge.

3.2 Selecting, labelling and packing the vaccine

3.2.1 Care must be taken to minimise exposure of the vaccine to room temperature.
The process should be undertaken swiftly, and fridge door openings must be kept to
a minimum.

3.2.2 Select the minimum number of vials required for the planned session.
This may be
e oOne or more vials.
e a full carton, where smaller cartons are available.

3.2.3 Ifindividual vials are selected

COVID-19 Vaccine Procedure 3: Standard Operating Procedure for the use of cool boxes to transport COVID 19 Page 20f8
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¢ place them in a suitable container. If a rigid box is used, use packing
materials to prevent excessive movement of the vials within the box.
¢ label the container with:

o name of vaccine

o number of vials

o post-thaw expiry date (from outer carton from which the vials have
been removed)

o For Spikevax only, record the journey time remaining. This will
normally be 30 hours (of the total 36 allowed, assuming 6 hours for
the original delivery). However, if the carton states that the vaccine
has already been transported for more than 6 hours, the journey
time remaining should be calculated as 36 hours minus the journey
time already used.

3.2.4 Pack the labelled container into the cool box in such a way that it remains
upright and minimises the movement of the vials. If frozen ice packs are
recommended by the manufacturer, use packing material e.g. bubble wrap to
ensure that the frozen ice pack does not come into direct contact with the
vaccines.

3.3. Transport of vaccine to the end user location
3.3.1 Pack the cool box into the vehicle in such a way so that it remains upright and
stable throughout the journey.

3.3.2 Travel to the end user location.

3.3.3 On arrival check that

o the journey time was less than the time for which the cool box is validated (if
applicable)

o the temperature inside box is between 2 and 8°C (if thermometer in use)

o for Spikevax vaccines only, that the journey time was less than the remaining
journey time written on the vaccine container.

If not, the vaccine should be quarantined in the refrigerator and advice sought from

the Clinical Lead

3.3.4 Use the vaccine immediately on arrival, or place it into the refrigerator and use
as soon as possible.

3.3.5 If the vaccine is transferred to another vaccination site or pop-up with a
refrigerator, with the Clinical Lead, put the vaccines in the designated vaccine
refrigerator without delay with the shortest dated foremost to ensure adequate stock
rotation.

3.3.6 If the vaccine is transferred to a care home, patient home or other location
without refrigeration available, keep it within the cool box and use the vaccine
immediately on arrival, using one of the following:

e COVID-19 Vaccine Standard Operating Procedure 5 - Standard Operating Procedure
for Preparation of Comirnaty 30 (XBB1.5) Ready to use 0.3mL Syringes for
Administration
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e COVID-19 Vaccine Standard Operating Procedure 6 - Standard Operating Procedure
for Preparation of Comirnaty 10 (XBB1.5) Ready to Use 0.3mL Syringes for
Administration

e COVID-19 Vaccine Standard Operating Procedure 7 - Standard Operating Procedure
- Preparation of 0.2mL Syringes Using Comirnaty 3 Concentrate for Children 6
Months to 4 Years

e COVID-19 Vaccine Standard Operating Procedure 8 — Standard Operating
procedure - Preparation of Spikevax (XBB.1.5) 0.5mL Syringes for Administration

3.3.7 The delivery person and Clinical Lead should sign for delivery and confirmation
of cold chain integrity.

3.3.8 Return cool box and cool packs to their original location, ensure these are
cleaned and stored correctly for further use following the department procedure.

3.4 Transferring Vaccine

3.4.1 Mutual Aid

It is the responsibility of the person receiving the mutual aid supply to transport and
monitor the temperature of the vaccine.

3.4.1 Mutual aid transfers can only happen with permission from the system and
region in accordance with mutual aid ordering. COVID-19 Vaccine Standard Operating
Procedure 1 - Ordering of COVID-19 Vaccine The approval for and record of transfers is
completed within Foundry by SVOC.

3.4.2 Mutual aid paperwork (see appendix 1) must be in place and temperature
records for vaccine received as mutual aid by the service must be kept for 2 years.

3.4.3 Transfers within the same legal entity (i.e between Trust services)

It is the responsibility of the Clinical Lead of the site receiving the supply to organise
transport and oversee and monitor the temperature of the vaccine. Cold chain
transfer must be completed in accordance with MP10 and this SOP. The record of
transfers is completed within Foundry by the nominated registered professional
authorised within the Trust to do so.

4.0 Equipment Required

e Medical grade cool box that has been validated for the required time from
packing to receipt at the end user location.

Thermometer (if required and not integral to cool box).

Temperature data logger.

Cool packs, chilled or frozen according to the manufacturer’s instructions.
Information about loading the cool box (e.g., cool box manufacturer’'s
instructions for packing).

Packaging materials e.g., bubble wrap, foam and cardboard supports.
Container for small number of vaccines e.g., box or self-sealing bag
Blank label & indelible pen.

Mutual aid paperwork.
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5.0 Training

All staff working in COVID-19 vaccine sites and Pharmacy Distribution and
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Pharmacy Delivery Services must read this procedure.

6.0 Financial Risk Assessment

NHS Trust

1

Does the implementation of this document Yes — No
require any additional Capital resources

Does the implementation of this Yes — No
document require additional revenue
resources

Does the implementation of this Yes — No
document require additional
manpower

Does the implementation of this Yes — No
document release any
manpower costs through a
change in practice

Are there additional staff training costs Yes — No
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.

Other comments

COVID-19 Vaccine Procedure 3: Standard Operating Procedure for the use of cool boxes to transport COVID 19
vaccines to end user locations & for Mutual Aid
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MP11 SOP 3 Appendix 1:

Mutual Aid Vaccine Transfer Record Form

¢ ¢ Time of transfer at Time of arrival
Date of Transfer Donor site at recipient site
Vaccine Donor Site Name
. Communit I .
Donor Site Type PCN v Vaccination centre Hospital Hub
Pharmacy
Name Designation

Donor Site Clinical Lead:

Mutual Aid Agreed by BCICB SRO and Yes No Mutual Aid Agreed by Place ICB Lead
svoc? Primary Care Pharmacist

Prior to transfer.

Check the Fridge log at donor site to ensure temperature has been in range.

Yes No

Donor site fridge temperature

Confirm stock check at donor site - Stock Assurance from Donor of cold chain
intact and undamaged/ Stock quantity is Yes No maintenance prior to transfer (Donor to sign
correct: and print)

Vaccine name being transferred

Quantity (Number of vials) being
transferred (as per Mutual aid
agreement)

Vaccine Batch Number
(if Pfizer please include V number)

Vaccine expiry date

Vaccine Recipient Site Name

Community
Pharmacy
Recipient Site Clinical Lead: Name Designation

Recipient Site Type PCN Vaccination centre Hospital Hub

Please note — it is essential to maintain the cold chain during transfer. Temperature must remain between 2-8°C at all times.

Care should be taken to place the cool box in the vehicle in such a way so that it remains stable throughout the journey. Ideally temperature
must be monitored throughout the journey, if safe to do so.

Recipient has a validated cool box (as per

If No please discuss with donor site if a cool box is available for loan.

the SOP) Yes No
Prior to transfer.

Cool box temperature at donor site Check the Fridge log at donor site to ensure temperature has been in range.
Cool box temperature in range at point of Yes No Observed by both donor and recipient. Please sign
packing?
Recipient verified the quantity of vaccine Recipient, please sign

Yes No
and batch numbers are correct?
Record temperature of cool box on Confirm temperature during transfer has been maintained between 2 Yes No
arrival at recipient site: and 8°C? Confirmation required via Data logger :Follow cold chain SOP
Confirm Stock check at recipient site - Yes No If No, please quarantine damaged stock and report on Foundry and Datix.
Stock intact and undamaged:
Re°.°.rd Ter_nperature of fridge at Confirm stock transfer to fridge and running balance updated: Yes No
recipient site:

Name and Signature of Person
transferring vaccine to fridge (if different
from recipient transferring vaccine):

COVID-19 Vaccine Procedure 3 Appendix 1: Standard Operating Procedure for the use of cool boxes to transport
COVID 19 vaccines to end user locations & for Mutual Aid

Review Date: 30/03/2027

V5 April 2024
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COVID-19 Vaccine Procedure 4
Standard Operating Procedure for recording a

stock count, wastage and deliveries of COVID-19

1.0

2.0

3.0
3.1

3.2

3.3

3.4

3.5
3.5.1

3.5.2

3.6
3.6.1

COVID-19 Vaccine Procedure 4: Standard Operating Procedure for Stocktaking and

Vaccine

Procedure Statement

This Standard Operating procedure (SOP) describes the requirements for
stocktaking and reconciliation of COVID-19 vaccine.

Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the safe and
secure handling of the vaccine.

The Clinical Lead for each service has operational responsibility for ensuring
stock takes are submitted in a timely manner in accordance with this SOP.

Procedure Detail / Actions

The number of vials used and doses wasted must be recorded on the daily
vaccination session record (See MP11 SOP 11). This will enable reconciliation
should it be needed if a discrepancy occurs and investigation need to be
completed.

Wasted doses/vials must be recorded the same day or within 24 hours.

After each delivery a stock take must be submitted on Foundry Stock Site
Manager App.

A stock take must also be completed and submitted on Foundry Stock Site
Manager at least every 7 days. If this is not completed orders will not be
approved.

Completing a Stock Count
For each different batch number and vaccine type:

e  Complete a physical count of the number of vials. Where a pack is

sealed do not open it to count, but assume it is full.

e Check and record the expiry dates and note the batch number
Ensure there is appropriate stock rotation (shortest dated stock is
foremost).
The person performing the stock count must work efficiently to minimise the time
the door of the fridge is left open (an approved app such as count things or a
photograph of the vials may be taken to aid counting the vials). The Trust Cold
Chain Policy MP10 must be followed.

Submitting the Stock take on Foundry
Log on to Foundry and open the Site Stock Manager App. This can be accessed

Page 1 of 5
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from the LVS Workspace.
3.6.2 Select the Stock Tab and click add new record

3.6.3 Complete the record including the Date, vaccine type, batch number, quantity of
vials and expiry date click add record

3.6.4 Review the summary page and if correct click submit.
3.6.5 Repeat for each different batch and vaccine type.

3.7 Recording waste
3.7.1 Log on to Foundry and open the Site Stock Manager App. This can be accessed
from the LVS Workspace.

3.7.2 Select the Waste Tab and click add new record

3.7.3 Complete the record including the Date, vaccine type, waste category, waste
reason, quantity, units you are recording the waste in (doses or vials), batch
number and expiry date click add record

3.7.4 Review the summary page and if correct click submit.

3.7.5 Repeat for each different batch and vaccine type.

3.8 Resolution of any discrepancies
A discrepancies identified must be investigated and escalated immediately to the
Clinical Lead.

4.0 Equipment Required
Foundry

5.0 Training

All staff involved in the handling of COVID-19 vaccine are required to read this
procedure.

COVID-19 Vaccine Procedure 4: Standard Operating Procedure for Stocktaking and Page 2 of 5
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1

Does the implementation of this document
require any additional Capital resources

Yes — No

Does the implementation of this
document require additional revenue
resources

Yes — No

Does the implementation of this
document require additional
manpower

Yes — No

Does the implementation of this
document release any
manpower costs through a
change in practice

Yes — No

Are there additional staff training costs
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.

Yes — No

Other comments

COVID-19 Vaccine Procedure 4: Standard Operating Procedure for Stocktaking and
Reconciliation of COVID-19 Vaccine

TMC Approval June 2024

V3.0 June 2024
MP11 Attachment 4

NHS Trust
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COVID-19 Title of Status: Author: Clinical
Vaccine Procedure/Guidelines Director of
Procedure 4 v3.0 | Standard Operating Final Pharmacy
Procedure for
recording a stock Director Sponsor:
count, wastage and Chief Medical
deliveries of COVID- Officer
19 Vaccine
Version / Version Date Author Reason
Amendment
History v1 29/12/2020 [Clinical New SOP
Director of
Pharmacy
V2 20/09/2022 Deputy Clinical| Inclusion of
Director of Foundry recording
pharmacy and reconciliation
frequency changes.
Removal of SPS
reference as no
longer available
V3 April 2024  Deputy Clinicall Removal of the

Director of
pharmacy

need for a stock
book and update to
Foundry recording
processes.

Intended Recipients: All Vaccinators and Pharmacy Staff participating in the COVID-19
Vaccine delivery programme

Consultation Group / Role Titles and Date:
Trust Medicines Management Group (MMG)

Name and date of group where reviewed

04/2024

Medicines Management Group (MMG)

Trust Policy Group June 2024

Name and date of final approval
committee(if trust-wide document)/
Directorate or other locally approved

Trust Medicines Management Group
(MMG)04/2024
Trust Management Committee — June

committee (if local document) 2024
Date of Procedure/Guidelines issue July 2024
Review Date and Frequency (standard June 2027

review frequency is 3 yearly unless otherwise

indicated)

COVID-19 Vaccine Procedure 4: Standard Operating Procedure for Stocktaking and
Reconciliation of COVID-19 Vaccine

TMC Approval June 2024
V3.0 June 2024
MP11 Attachment 4
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Training and Dissemination:
All Vaccinators and Pharmacy Staff participating in the COVID-19 vaccine delivery programme
are required to read this procedure.

To be read in conjunction with:
COVID-19 Vaccine handling and management policy and associated procedures
Trust Policy MP10 Cold Chain Policy

Initial Equality Impact Assessment: Completed
Full Equality Impact assessment (as required): No

Contact for Review Clinical Director of Pharmacy

Monitoring arrangements Trust Medicines Management Group

Document summary/key issues covered
This Standard Operating procedure (SOP) describes the process for Stocktaking and
Reconciliation of COVID-19 Vaccine

Key words for intranet searching COVID-19
purposes \Vaccine
\Vaccination
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COVID-19 Vaccine Procedure 5: Standard Operating Procedure for Preparation of Comirnaty 30
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COVID-19 Vaccine Procedure 5
Standard Operating Procedure for Preparation
of Comirnaty 30 (XBB1.5) 0.3mL Syringes for

Administration

Procedure Statement

This SOP describes the process for preparation of ready to administer 0.3mL
syringes of Comirnaty Omicron XBB.1.5 30 micrograms/dose dispersion for injection
COVID-19 mRNA Vaccine (nucleoside modified) raxtozinameran (Comirnaty 30
(XBB.1.5)) prior to immediate administration.

Different strengths and formulations of Comirnaty vaccine are available. Ensure the
correct procedure is selected for the strength or formulation required. This SOP is for
use with Comirnaty 30 (XBB.1.5) with the following label format:

COMIRNATY
Omicron XBB:1.5 injection
raxtozinameran M

6 doses Do not dilute
Discard time:

—_
o
=
M
>
4

006802YVd

This procedure covers the process from the removal of vials of thawed vaccine from
the outer carton in the refrigerator, or removal of individual vials from a cool box, up
until the point of administration. This includes assigning an expiry date and time after
the first dose withdrawal and the preparation of syringes for administration.

This procedure may be adapted to suit either of the following models:
e one person to both draw up individual doses into syringes and administer the
vaccine or
e One person to draw up individual doses into syringes and pass the syringe to
a vaccinator. This model requires additional local risk assessment, and the
introduction of local controls to reduce the risk of needle stick injuries on
transfer between individuals.

This procedure is based on Specialist Pharmacy Services Procedure PCV 10 —
Preparation of Comirnaty 30 (XBB1.5) Syringes for Administration

Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the safe and
secure handling and management of COVID-19 vaccine and related medicines on all
vaccination sites operating within the jurisdiction of the Trust.

The Clinical Lead for the vaccination site/department is professionally accountable for
ensuring that appropriate and formal authorisation for vaccine administration is in
place (PSD, PGD or National Protocol), and that the staff groups who are supplied
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with, prepare, and administer the COVID-19 vaccine are those defined as eligible to
do so in accordance with the authorisation being used. When working under the
National Protocol, the Clinical Lead will ensure that a clinical supervisor is present for
the duration of the vaccination session and this person is clearly identifiable and
competent in all stages of the vaccination pathway. The Clinical Lead is also
responsible for ensuring that all staff undertaking duties at the vaccination site meet
the training standards and competencies for the vaccination programme.

When working under a PSD, the prescriber is legally accountable for the safe and
secure handling and management of the COVID-19 vaccine under The Human
Medicines Regulations (2012) Regulation 3.

Registered healthcare professionals working under a PSD, PGD or the National
Protocol and non-registered staff working under the National Protocol are responsible
for ensuring the safe and secure handling requirements are met and must follow this
procedure.

3.0 Procedure Detail / Actions

3.1  Workstation preparation

3.1.1 Confirm the preparation workstation is clear and free from any other vials of
vaccine.

3.1.2 Ensure a yellow lidded sharps bin with sufficient free capacity is available.

3.1.3 Ensure an indelible pen is available and a workstation log with information
completed for start of session.

3.1.4 Clean workstation with disinfectant wipes and discard into a clinical waste bin.

3.1.5 Following RWT or WHT Infection Prevention Policies respectively, wash hands
thoroughly.

3.2  When ready to begin preparation select one vial of Comirnaty 30 (XBB.1.5)
vaccine.

3.2.1 If working with vials stored in a refrigerator:
o if there is more than one batch of vaccine vials, use the one with the
shortest expiry,
e check the post thaw expiry on the carton has not been exceeded,
and
e Remove a single vial and close the carton.

N.B It is permissible to remove multiple vials from the refrigerator if local systems are
in place to ensure segregation of punctured and unpunctured vials.

3.2.2 If working with vials from a cool box at 2-8°C:
e check the vial is within the post-thaw expiry date by checking the
label on the vial transport container (refer to SOP 3: Use of cool
boxes to transport COVID-19 vaccines to end user locations), and

COVID-19 Vaccine Procedure 5: Standard Operating Procedure for Preparation of Comirnaty 30 Page 2 of 9
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e remove a single vial and close the lid of the cool box.

3.2.3 Check the identity of the vial. This procedure is intended for use with the
Comirnaty Comirnaty 30 (XBB.1.5) vaccine.
e Check the vial has a grey cap.
e Check label format on the vial selected matches the image below:

|COMIRNATY EFNLTED
Omicron’XBB:1.5 injection
raxtozinameran IM

6 doses Do not dilute
'Discard time:

-dX3/101
006802YVd

3.2.4 Assemble the following materials required to prepare syringes:

Comirnaty Comirnaty 30 (XBB.1.5) vial X 1,

1mL syringe with integrated 23g (or finer) x 25mm needle x 6, and
sterile single use 70% alcohol swab x 6.

Comirnaty 30 (XBB.1.5) workstation log

3.2.5 Gently mix by inverting the vial 10 times, DO NOT shake it. One inversion
requires the vial to be fully rotated back to an upright position. Prior to mixing,
the thawed dispersion may contain white to off-white opaque amorphous
particles.

3.2.6 Remove the grey vial dust cover
3.3 Prepare the syringes

3.3.1 Check the label again, to ensure the label on the vial selected matches the
image below:

|COMIRNATY EFLNEED
Omicron XBB:1.5 injection
raxtozinameran IM

6 doses Do notdilute
Discard time:

—
o
=
m
>
i

006802YVd

3.3.2 Inspect the vial visually for foreign particulate matter and, or discoloration prior
to administration. If particulate matter or discolouration is present, the vaccine
should not be administered.

N.B. After mixing the vaccine should present as a white to off-white dispersion
with no particulates visible.

3.3.3 Complete the vaccine and practitioner information on the workstation log
ready for use.

COVID-19 Vaccine Procedure 5: Standard Operating Procedure for Preparation of Comirnaty 30 Page 3 of 9
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3.3.4 Confirm the 0.3mL booster or primary course dose of Comirnaty 30
(XBB.1.5) is required by the patient

3.3.5 Cleanse the vial stopper with a single use 70% alcohol swab, and discard
swab in a clinical waste bin.

3.3.6 Using aseptic technique, draw up 0.3mL of the vaccine using a new 1mL
syringe with integrated 23g or finer x 25mm needle.

N.B.
e a 21g or finer x 38mm needle and 1mL syringe should be used for
administering the vaccine to morbidly obese patients, and
e if using a syringe with an auto retracting needle, depressing the plunger
will cause the needle to retract prematurely.

3.3.7 Adjust to remove air bubbles with the needle still in the vial to avoid loss of
vaccine.

3.3.8 Check volume withdrawn is 0.3mL.

e Registered practitioners who have completed the Trust required training on
oral drug administration and non-IV administration competency may
administer without a second check

¢ All non-registered practitioners, and those registered practitioners without the
required training must request a second check of volume. The person
completed the second check must be familiar with this SOP and have been
signed off as competent to complete the second check.

3.3.9 Visually inspect the syringes for foreign particulate matter and leaks. Discard if
these are observed.

3.3.10The newly filled syringe must be used for immediate administration.

3.3.11 The vaccinator and person carrying out the second check (If applicable) must
sign the workstation log.

3.3.12 After first dose withdrawal, use the vial as soon as practically possible and
within 12 hours (stored at 2°C to 30°C).

3.3.13 Document the expiry date and time (24-hour format, e.g. 14:00) on the vial
after first use.

N.B. from a microbiological point of view, the method of puncture does not
preclude the risk of microbial contamination, so the vaccine should be used as
soon as practically possible e.g. within one work session which would not
normally be more than 6 hours.

3.3.14 Steps 3.3.1 to 3.3.11 may be repeated a further five times to produce a total of
six syringes from each vial. Each time the vial bung is punctured, this should
be in a different location to previous points of puncture on the bung.
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3.3.15If the amount of vaccine remaining in the vial cannot provide a full dose of
0.3mL, discard the vial and any excess volume. Do not pool excess vaccine
from multiple vials.

3.3.16 After the final dose has been taken from the vial or if expiry has been exceeded,
remove the label from the vial and attach to the workstation log. Discard the
used diluted vaccine vial into a yellow lidded sharps bin.

N.B. Vials should not be stored between sessions:

e During the in-use period, when doses are being withdrawn from the
vial and administered, the vial may remain at room temperature (up
to 30°C). This may include the time it takes to move short distances
between patients e.g. in a care home, or the time between patients
in a clinic.

e The punctured vaccine vial is physiochemically stable for 12 hours.
However, from a microbiological point of view, the method of
puncture does not preclude the risk of microbial contamination, so
the vaccine should be used as soon as practically possible and
within 6 hours.

3.3.17 At the end of the session, discard any remaining part vials. Vials must not be
stored between sessions or returned to the refrigerator. Note that every
reasonable effort must be made to safely use all available vaccine and
therefore not waste doses; before discarding unused vials or doses
permission must be sought from the Clinical Lead (senior nurse).

3.3.18 Empty outer cartons must be disposed of in a secure manner which prevents
theft. Score through the label text with a permanent marker and dispose in
confidential waste.

3.4 Dealing with deviations from this procedure
3.4.1 Any deviations from this procedure must immediately be reported to the clinical
lead on shift.

3.4.2 Where vaccine is discarded, this must be recorded on the workstation log
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micrograms (XBB1.5) Vaccine

Review Date: 30/03/2027

V1.2 March 2024

‘ MP11 / Version 3.0/ TMC Approval June 2024 — Attachment 5




NHS!

The Royal Wolverhampton

NHS Trust

4.0 Equipment Required

Comirnaty Comirnaty 30 (XBB.1.5) Vaccine
Yellow lidded sharps bins

Indelible pen

Workstation logs

Appropriate personal protective equipment
Disinfectant wipes

Clinical waste bins

Plastic trays for assembly and preparation
1ml syringes with integrated 23g (or finer) x 25mm needle (supplied with vaccine)
Single use 70% alcohol swabs

Attachment 1 Comirnaty 30 (XBB.1.5) Workstation Log

5.0 Training

All staff operating under this procedure must meet the training standards and
competencies for the COVID-19 vaccination programme.

6.0 Financial Risk Assessment

1 Does the implementation of this document Yes — No
require any additional Capital resources

2 Does the implementation of this Yes — No
document require additional revenue
resources

3 Does the implementation of this Yes — No
document require additional
manpower

4 Does the implementation of this Yes — No

document release any
manpower costs through a
change in practice

5 | Are there additional staff training costs Yes — No
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.
Other comments

Document Control
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COVID-19 Title of Status: Author: Clinical
Vaccine Procedure/Guidelines Lead - Living Well
Procedure 5 V1.2 FINAL Group
Standard Operating
Procedure for Director Sponsor:
Preparation of Chief Medical
Comirnaty 30 Officer
(XBB.1.5) Vaccine
Version / Version Date Author Reason
Amendment
History 1 28/09/2023 Clinical Lead | New SOP
— Living Well
Group
1.2 23/03/2024 Deputy Re-numbering to SOP 5 in line
Clinical with streamlined policy and
Director of minor amendment removing
Pharmacy requirement of second check for
registered staff with appropriate
training.

Intended Recipients: All staff delivering the COVID-19 vaccination programme

Consultation Group / Role Titles and Date:
Trust Medicines Management Group (MMG)

Name and date of group where reviewed

Medicines Management Group (MMG)
04/2024
Trust Policy Group — June 2024

Name and date of final approval
committee(if trust-wide document)/
Directorate or other locally approved
committee (if local

document)

Trust MMG 06/2024
Trust Management Committee — June 2024

Date of Procedure/Guidelines issue

July 2024

Review Date and Frequency (standard
review frequency is 3 yearly unless otherwise
indicated)

June 2027

COVID-19 Vaccine Procedure 5: Standard Operating Procedure for Preparation of Comirnaty 30
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Training and Dissemination:
This procedure will form part of the COVID-19 vaccine training programme which all new
vaccinators are required to complete

To be read in conjunction with:
COVID-19 Vaccine handling and management policy and associated procedures

Initial Equality Impact Assessment: Completed
Full Equality Impact assessment (as required): No

Contact for Review Clinical Director of Pharmacy

Monitoring arrangements Trust Medicines Management Group

Document summary/key issues covered
This Standard Operating procedure (SOP) describes the process for preparation Comirnaty 30
(XBB1.5) Vaccine

Key words for intranet searching COVID-19

purposes \Vaccine

\Vaccination

Comirnaty 30 (XBB.1.5)

COVID-19 Vaccine Procedure 5: Standard Operating Procedure for Preparation of Comirnaty 30 Page 8 of 9

micrograms (XBB1.5) Vaccine

Review Date: 30/03/2027

V1.2 March 2024

| MP11 / Version 3.0/ TMC Approval June 2024 — Attachment 5




IMPLEMENTATION PLAN

NHS!

The Royal Wolverhampton

To be completed when submitted to the appropriate committee for

consideration/approval

NHS Trust

COVID-19 Vaccine Procedure 5: Standard Operating Procedure for Preparation of Comirnaty 30

micrograms (XBB1.5) Vaccine
Review Date: 30/03/2027
V1.2 March 2024

‘ MP11 / Version 3.0/ TMC Approval June 2024 — Attachment 5

Procedure/Guidelines Title of Procedure/Guidelines
number and version
Reviewing Group Date reviewed:
Implementation lead: Print name and contact details
Implementation Issue to be considered (add Action Action lead / s
additional issues where necessary) Summary (Timescale for
completion)
Strategy; Consider (if appropriate)
1. Development of a pocket guide of strategy aims for
staff
2. Include responsibilities of staff in relation to strategy
in pocket guide.
Training; Consider
1. Mandatory training approval process
2. Completion of mandatory training form
Development of Forms, leaflets etc.; Consider
1. Any forms developed for use and retention within
the clinical record MUST be approved by Health
Records Group prior to roll out.
2. Type, quantity required, where they will be kept /
accessed/stored when completed
Procedure/Guidelines communication; Consider
1. Key communication messages from the policy /
procedure, who to and how?
Financial cost implementation
Consider Business case development
Other specific issues / actions as required e.g. Risks
of failure to implement, gaps or barriers to
implementation
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Pfizer Comirnaty® 30 (XBB1.5) COVID-19 Vaccine 0.3mL Dose - Vial Worksheet v1.0

Pfizer Comirnaty® 30 (XBB1.5) COVID-19 Vaccine GREY CAP

Date

Workstation identifier

Issues identified codes

Workstation cleaned and set up for session

All unused vials removed from storage box and discarded|

Workstation cleared and cleaned

Vial Dropped - do not use

Syringe dropped - do not use

Vial discoloured or contained particles

Syringe contained particles

mo|o|wm|>

Other (give detail)

Vials received at workstation
Confirm
Product Batch number Expiry date Date Time fridge/Cool Vial check Completed by Checked by
Box temp

Comirnaty® 30 (XBB1.5) COVID-19
Vaccine 0.3mL dose

Name of vaccinator :

|Name of second checker:

Vaccination room temp:

MAX 30C Vial Expiry Date/Time (12 Hours after the first puncture):
0.3mL Doses drawn up & checked (first check by person drawing up and second check signed by person overseeing - if applicable)
Issues identified
Dose (enter appropriate
1 2 3 4 5 6 letter above) Comments
Time:

Patient's name:

Primary dose
Delete as appropriate

Booster

Primary dose

Booster

Primary dose

Booster

Primary dose

Booster

Primary dose

Booster

Primary dose

Booster

Signature of
vaccinator:

Signature of second
checker:

Written by: SPS/Nicholas Carre
Approved by: Trust MMG
Authorised by: Trust MMG

Issue date: 06/04/2024
Review date 31/03/2027

Version:1.0

All forms to be archived in accordance with medical record policy
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COVID-19 Vaccine Procedure 6
Standard Operating Procedure for Preparation
of Comirnaty 10 (XBB1.5) 0.3mL Syringes for

Administration

1.0 Procedure Statement

This SOP describes the process for preparation of ready to administer 0.3mL
syringes of Comirnaty Omicron XBB.1.5 10 micrograms/dose dispersion for injection
COVID-19 mRNA Vaccine (nucleoside modified) raxtozinameran (Comirnaty 10
(XBB.1.5) ready to use) prior to immediate administration.

Different strengths and formulations of Comirnaty vaccine are available. Ensure the
correct procedure is selected for the strength or formulation required. This SOP is for
use with Comirnaty 10 (XBB.1.5) with the following label format:

COMIRNATY EFLLITD
Omicron XBB.1.5 injection
raxtozinameran M

6 doses Do not dilute
Discard time:

—
o
=
vl
>
44

$20602VVd

This procedure covers the process from the removal of vials of thawed vaccine from
the outer carton in the refrigerator, or removal of individual vials from a cool box, up
until the point of administration. This includes assigning an expiry date and time after
the first dose withdrawal and the preparation of syringes for administration.

This procedure may be adapted to suit either of the following models:
e one person to both draw up individual doses into syringes and administer the
vaccine or
e One person to draw up individual doses into syringes and pass the syringe to
a vaccinator. This model requires additional local risk assessment, and the
introduction of local controls to reduce the risk of needle stick injuries on
transfer between individuals.

This procedure is based on Specialist Pharmacy Services Procedure PCV 11 —
Preparation of Comirnaty 10 (XBB1.5) Ready To Use Vaccine

2.0 Accountabilities

2.1 The Clinical Director of Pharmacy is professionally accountable for the safe and
secure handling and management of COVID-19 vaccine and related medicines
on all vaccination sites operating within the jurisdiction of the Trust.

2.2 The Clinical Lead for the vaccination service/department is professionally
accountable for ensuring that appropriate and formal authorisation for vaccine
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administration is in place (PSD, PGD or National Protocol), and that the staff
groups who are supplied with, prepare, and administer the COVID-19 vaccine
are those defined as eligible to do so in accordance with the authorisation being
used. When working under the National Protocol, the Clinical Lead will ensure
that a clinical supervisor is present for the duration of the vaccination session
and this person is clearly identifiable and competent in all stages of the
vaccination pathway. The Clinical Lead is also responsible for ensuring that all
staff undertaking duties at the vaccination site meet the training standards and
competencies for the vaccination programme.

2.3 When working under a PSD, the prescriber is legally accountable for the safe
and secure handling and management of the COVID-19 vaccine under The
Human Medicines Regulations (2012) Regulation 3.

2.4 Registered healthcare professionals working under a PSD, PGD or the National
Protocol and non-registered staff working under the National Protocol are
responsible for ensuring the safe and secure handling requirements are met
and must follow this procedure.

3.0 Procedure Detail / Actions

3.1  Workstation preparation

3.1.1 Confirm the preparation workstation is clear and free from any other vials of
vaccine.

3.1.2 Ensure a yellow lidded sharps bin with sufficient free capacity is available.

3.1.3 Ensure an indelible pen is available and a workstation log with information
completed for start of session.

3.1.4 Clean workstation with disinfectant wipes and discard into a clinical waste bin.

3.1.5 Following RWT infection Prevention Policies respectively, wash hands
thoroughly.

3.2  When ready to begin preparation select one vial of Comirnaty 10 (XBB.1.5)
vaccine.

3.2.1 If working with vials stored in a refrigerator:
o if there is more than one batch of vaccine vials, use the one with the
shortest expiry,
e check the post thaw expiry on the carton has not been exceeded,
and
e Remove a single vial and close the carton.

N.B It is permissible to remove multiple vials from the refrigerator if local systems are
in place to ensure segregation of punctured and unpunctured vials.

3.2.2 If working with vials from a cool box at 2-8°C:
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e check the vial is within the post-thaw expiry date by checking the
label on the vial transport container (refer to SOP 3: Use of cool
boxes to transport COVID-19 vaccines to end user locations), and

e remove a single vial and close the lid of the cool box.

3.2.3 Check the identity of the vial. This procedure is intended for use with the

3.2.4

3.2.5

3.2.6

3.3
3.3.1

3.3.2

3.3.3

COVID-19 Vaccine Procedure 6: Standard Operating Procedure for Preparation of Comirnaty 10

Comirnaty Comirnaty 10 (XBB.1.5) vaccine.
e Check the vial has a grey cap.
e Check label format on the vial selected matches the image below:

COMIRNATY EILTTD
Omicron XBB:1.5 injection
raxtozinameran IM

6 doses Do not dilute
Discard time:

—
o
=
m
bt
o

»20602VVd

Assemble the following materials required to prepare syringes:

Comirnaty Comirnaty 10 (XBB.1.5) vial X 1,

1mL syringe with integrated 23g (or finer) x 25mm needle x 6, and
sterile single use 70% alcohol swab x 6.

Comirnaty 10 (XBB.1.5) Workstation log

Gently mix by inverting the vial 10 times, DO NOT shake it. One inversion
requires the vial to be fully rotated back to an upright position. Prior to mixing,
the thawed dispersion may contain white to off-white opaque amorphous
particles.

Remove the blue vial dust cover

Prepare the syringes
Check the label again, to ensure the label on the vial selected matches the
image below:

COMIRNATY ECLTTD
Omicron XBB:1.5 injection
raxtozinameran IM

6 doses Do not dilute
Discard time:

—
o
=
m
>
o

#20602YVd

Inspect the vial visually for foreign particulate matter and, or discoloration prior
to administration. If particulate matter or discolouration is present, the vaccine
should not be administered.

N.B. After mixing the vaccine should present as a white to off-white dispersion
with no particulates visible.

Complete the vaccine and practitioner information on the workstation log
ready for use.

Page 3 of 9
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3.3.4 Confirm the 0.3mL booster or primary course dose of Comirnaty Comirnaty
10 (XBB.1.5) is required by the patient

3.3.5 Cleanse the vial stopper with a single use 70% alcohol swab, and discard
swab in a clinical waste bin.

3.3.6 Using aseptic technique, draw up 0.3mL of the vaccine using a new 1TmL
syringe with integrated 23g or finer x 25mm needle.

N.B.
e a 21g or finer x 38mm needle and 1mL syringe should be used for
administering the vaccine to morbidly obese patients, and
e if using a syringe with an auto retracting needle, depressing the plunger
will cause the needle to retract prematurely.

3.3.7 Adjust to remove air bubbles with the needle still in the vial to avoid loss of
vaccine.

3.3.8 Check volume withdrawn is 0.3mL.

e Registered practitioners who have completed the Trust required training on
oral drug administration and non-lIV administration competency may
administer without a second check

e All non-registered practitioners, and those registered practitioners without the
required training must request a second check of volume. The person
completed the second check must be familiar with this SOP and have been
signed off as competent to complete the second check.

3.3.9 Visually inspect the syringes for foreign particulate matter and leaks. Discard if
these are observed.

3.3.10The newly filled syringe must be used for immediate administration.

3.3.11 The vaccinator and person carrying out the second check (If applicable) must
sign the workstation log.

3.3.12 After first dose withdrawal, use the vial as soon as practically possible and
within 12 hours (stored at 2°C to 30°C).

3.3.13 Document the expiry date and time (24-hour format, e.g. 14:00) on the vial
after first use.

N.B. from a microbiological point of view, the method of puncture does not
preclude the risk of microbial contamination, so the vaccine should be used as
soon as practically possible e.g. within one work session which would not
normally be more than 6 hours.

3.3.14 Steps 3.3.1 to 3.3.11 may be repeated a further five times to produce a total of
six syringes from each vial. Each time the vial bung is punctured, this should
be in a different location to previous points of puncture on the bung.

COVID-19 Vaccine Procedure 6: Standard Operating Procedure for Preparation of Comirnaty 10 Page 4 of 9
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3.3.15If the amount of vaccine remaining in the vial cannot provide a full dose of
0.3mL, discard the vial and any excess volume. Do not pool excess vaccine
from multiple vials.

3.3.16 After the final dose has been taken from the vial or if expiry has been exceeded,
remove the label from the vial and attach to the workstation log. Discard the
used diluted vaccine vial into a yellow lidded sharps bin.

N.B. Vials should not be stored between sessions:

e During the in-use period, when doses are being withdrawn from the
vial and administered, the vial may remain at room temperature (up
to 30°C). This may include the time it takes to move short distances
between patients e.g. in a care home, or the time between patients
in a clinic.

e The punctured vaccine vial is physiochemically stable for 12 hours.
However, from a microbiological point of view, the method of
puncture does not preclude the risk of microbial contamination, so
the vaccine should be used as soon as practically possible and
within 6 hours.

3.3.17 At the end of the session, discard any remaining part vials. Vials must not be
stored between sessions or returned to the refrigerator. Note that every
reasonable effort must be made to safely use all available vaccine and
therefore not waste doses; before discarding unused vials or doses
permission must be sought from the Clinical Lead (senior nurse).

3.3.18 Empty outer cartons must be disposed of in a secure manner which prevents
theft. Score through the label text with a permanent marker and dispose in
confidential waste.

3.4 Dealing with deviations from this procedure
3.4.1 Any deviations from this procedure must immediately be reported to the clinical
lead on shift.

3.4.2 Where vaccine is discarded, this must be recorded on the workstation log.
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4.0 Equipment Required

Comirnaty Comirnaty 10 (XBB.1.5) Vaccine
Yellow lidded sharps bins

Indelible pen

Workstation logs

Appropriate personal protective equipment
Disinfectant wipes

Clinical waste bins

Plastic trays

NHS|
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1ml syringes with integrated 23g (or finer) x 25mm needle (supplied with vaccine)

Single use 70% alcohol swabs

Attachment 1 Comirnaty 10 (XBB.1.5) Workstation Log

5.0 Training

All staff operating under this procedure must meet the training standards and
competencies for the COVID-19 vaccination programme.

6.0 Financial Risk Assessment

1 Does the implementation of this document Yes — No
require any additional Capital resources

2 Does the implementation of this Yes — No
document require additional revenue
resources

3 Does the implementation of this Yes — No
document require additional
manpower

4 Does the implementation of this Yes — No
document release any
manpower costs through a
change in practice

5 | Are there additional staff training costs Yes — No

associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.

Other comments

COVID-19 Vaccine Procedure 6: Standard Operating Procedure for Preparation of Comirnaty 10
micrograms (XBB1.5) Vaccine
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Training and Dissemination:
This procedure will form part of the COVID-19 vaccine training programme which all new
vaccinators are required to complete

To be read in conjunction with:
COVID-19 Vaccine handling and management policy and associated procedures

Initial Equality Impact Assessment: Completed
Full Equality Impact assessment (as required): No

Contact for Review Clinical Director of Pharmacy
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Comirnaty 10 (XBB1.5)
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consideration/approval
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number and version

Procedure/Guidelines Title of Procedure/Guidelines

Reviewing Group

Date reviewed:

Implementation lead: Print name and contact details

Implementation Issue to be considered (add
additional issues where necessary)

Action
Summary

Action lead / s
(Timescale for
completion)

Strategy; Consider (if appropriate)

1. Development of a pocket guide of strategy aims for
staff

2. Include responsibilities of staff in relation to strategy
in pocket guide.

Training; Consider
1. Mandatory training approval process
2. Completion of mandatory training form

Development of Forms, leaflets etc.; Consider

1. Any forms developed for use and retention within
the clinical record MUST be approved by Health
Records Group prior to roll out.

2. Type, quantity required, where they will be kept /
accessed/stored when completed

Procedure/Guidelines communication; Consider
1. Key communication messages from the policy /
procedure, who to and how?

Financial cost implementation
Consider Business case development

Other specific issues / actions as required e.g. Risks
of failure to implement, gaps or barriers to
implementation
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Pfizer Comirnaty® 10 (XBB1.5) Ready To Use COVID-19 Vaccine 0.3mL Dose - Vial Worksheet v1.0

Worksheet: Pfizer Comirnaty® 10 (XBB1.5) Ready To Use COVID-19 Vaccine 5-11 Year Old BLUE CAP

Date Service Location Issues identified codes

A Vial Dropped - do not use
Workstation cleaned and set up for session B Syringe dropped - do not use
All unused vials removed from storage box and discarded C Vial discoloured or contained particles
Workstation cleared and cleaned D Syringe contained particles

E Other (give detail)

Vials received at workstation

Confirm
Product Batch number Expiry date Date Time fridge/Cool Vial check Completed by Checked by
Box temp

Comirnaty® 10 (XBB1.5) COVID-19
Vaccine 0.3mL dose

Name of vaccinator : |Name of second checker:

Vaccination room temp:
MAX 30C Vial Expiry Date/Time (12 Hours after the first puncture):

0.3mL Doses drawn up & checked (first check by person drawing up and second check signed by person overseeing - if applicable)
Issues identified

(enter appropriate

1 2 3 4 5 6 letter above) Comments

Dose

Time:

Patient's name:

Signature of
vaccinator:

Signature of second
checker:

Written by: SPS/Nicholas Carre
Approved by: Trust MMG Issue date: 06/04/2024
Authorised by: Trust MMG Review date 30/03/2027

Version:1.0
All forms to be archived in accordance with medical record policy



1.0

2.0

COVID-19 Vaccine Procedure 7: Standard Operating Procedure for Preparation of Comirnaty 3

NHS|

The Royal Wolverhampton

COVID-19 Vaccine Procedure 7

NHS Trust

Standard Operating Procedure for Preparation of

0.2mL Syringes Using Comirnaty 3 (THREE)

(XBB.1.5)Concentrate for Children 6 Months to 4 Years

Procedure Statement

This SOP describes the process for preparation of ready to administer 0.2mL

syringes of Comirnaty XBB.1.5 3mcg Dose for 6 Months to 4 years COVID-19

mRNA Vaccine 3micrograms/0.2ml dose concentrate for dispersion for
injection (Comirnaty 3 (THREE) (XBB.1.5) concentrate).

Different strengths / formulations of
Comirnaty vaccine are available. Ensure the
correct procedure is selected for the
strength / formulation required. This SOP is
for use with Comirnaty 3 (THREE) (XBB.1.5)
concentrate with the label format:

COMIRNATY EXLEED
Omicron XBB.1.5
sterile concentrate
raxtozinameran M
10 doses after dilution
Discard time:

—
o
|
m
>
v

62k0L2VYd

This procedure covers the process from the removal of vials of thawed vaccine
from the outer carton in the refrigerator, or removal of individual vials from a cool
box, up until the point of administration. This includes assigning a room
temperature expiry, the dilution of the concentrate vial, and the preparation of
syringes for administration.

This procedure may be adapted to suit one of the following models.

¢ One person performing dilution and drawing up of syringes to administer

by themselves.

e One person performing dilution and passing the diluted vial to a vaccinator

to draw up individual doses into syringes.

e One person both diluting the vial and drawing up individual doses into
syringes and passing the syringe to the vaccinator. This model requires
additional local risk assessment and the introduction of local controls to
reduce the risk of needle stick injuries on transfer between individuals.

This procedure is based on Specialist Pharmacy Services Procedure PCV 9 —
Preparation of 0.2mL syringes using Comirnaty 3 (THREE) (XBB.1.5) Concentrate

Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the safe and
secure handling and management of COVID-19 vaccine and related medicines on all

vaccination sites operating within the jurisdiction of the Trust.

The Clinical Lead for the vaccination site is professionally accountable for ensuring
that appropriate and formal authorisation for vaccine administration is in place (PSD,

Concentrate
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PGD or National Protocol), and that the staff groups who are supplied with, prepare,
and administer the COVID-19 vaccine are those defined as eligible to do so in
accordance with the authorisation being used. When working under the National
Protocol the Clinical Lead will ensure that a ‘Clinical Supervisor’ is present for the
duration of the vaccination session and this person is clearly identifiable and
competent in all stages of the vaccination pathway. The Clinical Lead is also
responsible for ensuring that all staff undertaking duties at the vaccination site meet
the training standards and competencies for the vaccination programme.

When working under a PSD, the prescriber is legally accountable for the safe and
secure handling and management of the COVID-19 vaccine under The Human
Medicines Regulations (2012) Regulation 3.

Registered healthcare professionals working under a PSD, PGD or the National
Protocol and non-registered staff working under the National Protocol are responsible
for ensuring the safe and secure handling requirements are met and must follow this
procedure.

3.0 Procedure Detail / Actions

3.1 Removal of vaccines from original carton
NB If removing a single vial from a cool box proceed directly to step 3.2

3.1.1 Remove the required number of thawed concentrated vaccine vials, from the
original carton in the refrigerator. If there is more than one carton, use the one
with the shortest post-thaw expiry. One vial contains sufficient vaccine for 10
doses when diluted.

3.1.2 To reduce waste, the number of vials removed should be enough to cover no
more than approximately 1 hour of anticipated usage.

3.1.3 Check you have selected the correct presentation of the Comirnaty vaccine.
This procedure is intended for use with the Comirnaty 3 (THREE) (XBB.1.5)
concentrate presentation. Check label format on the vial selected matches
the picture below:

COMIRNATY EXLTZD
Omicron XBB.1.5
sterile concentrate
raxtozinameran IM
10 doses after dilution
Discard time:

—
o
|
M
>
i

62LOLZvyd

3.1.4 Check the vial is within the post-thaw expiry date written on the carton thaw
label.

3.1.5 Unless diluting immediately, transfer the concentrated vaccine vials removed
from the fridge into a plastic opaque box labelled ‘CONCENTRATED VACCINE
VIALS’. Confirm this box is empty before adding the new vial. Close the lid on
the box.

COVID-19 Vaccine Procedure 7: Standard Operating Procedure for Preparation of Comirnaty 3 Page 2 of 12
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3.1.6 Complete a ‘Concentrate Room Temperature Expiry Label (see below for
example) with:

e time and date removed from the refrigerator using the 24-hour clock
format,
e time and date of expiry (the expiry is 12 hours from the point the
concentrated vaccine vials are removed from the fridge),
e the batch number of the concentrated vaccine vials, and
e the signature of person completing the label.
NB. Once removed from a refrigerator and prior to dilution the vials may be stored up

to 12 hours at up to 30°C.
Stick the completed label on the box lid.

Concentrate Room Temperature Expiry Label
Comirnaty 3 (THREE) (XBB.1.5) Concentrate

Concentrate Room Temperature Expiry Label

Removed from refrigerator: Batch No:
/ /Y at '
Discard after: Signed:
/ /Y at
Checked:

3.1.7 A second person must check that the all the details on the label are correct and
that the correct vaccine has been selected by confirming the product name on
the vial. The second person must document this check by signing the label.

3.1.8 Take the vial/box to the vaccine preparation station.

3.2 Workstation preparation

3.1.4 Confirm the preparation workstation is clear and free from any other vials of
vaccine.

3.2.2 Ensure a yellow lidded sharps bin with sufficient free capacity is available.

3.2.3 Ensure an indelible pen is available and a workstation log with information
completed for start of session.

3.2.4 Put on apron.

3.2.5 Clean workstation with disinfectant wipes and discard into a clinical waste bin.
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3.2.6 Following the RWT Infection Prevention Policies respectively, wash hands

thoroughly. Put on disposable gloves and an apron (if not already wearing one)
and ensure a face mask is worn.

3.3 Dilution

3.3.1 This process will take place at a separate workstation to administration of the
vaccine. When working under the National Protocol it is a condition of the
protocol that the dilution process be supervised by a pharmacist, nurse or
doctor. To meet this supervisory requirement the vaccination session Clinical
Lead (senior nurse) must be physically present to refer to if required.

3.3.2 When working under a PGD the entire process must be completed by a
single person named on the PGD Records

3.3.3 Assemble the following materials required to perform dilution:
. sodium chloride 0.9% ampoule 5mL X 1,
. 3mL Syringe X 1,
) 21g or finer needle X 1,
o sterile single use 70% alcohol swab x2, and
J Comirnaty 3 (THREE) (XBB.1.5) concentrate workstation log

3.3.4 When ready to begin the dilution process, bring a single vial of Comirnaty 3
(THREE) (XBB.1.5) concentrate vaccine into the centre of the workstation.
N.B. Only one vaccine vial may be in use in the preparation workstation
at any one time.

3.3.5 When removing the concentrated vaccine vial, check that the assigned room
temperature expiry on the box of concentrated vaccine vials has not been
exceeded. Remove a single vial and close the lid of the vial box.

3.3.6 If working with vials from a cool box at 2-8°C:

e check the vial is within the post-thaw expiry date by checking the label on the
vial transport container (refer to SOP 3: Use of cool boxes to transport
COVID-19 vaccines to end user locations), and

e remove a single vial and close the lid of the cool box.

3.3.7 Check the identity of the vial. This procedure is intended for use with
Comirnaty 3 (THREE) (XBB.1.5) concentrate presentation.
. Check the vial has a maroon cap.
. Check label format on the vial selected matches the picture below:

COMIRNATY EXILTZD
Omicron XBB.1.5
sterile concentrate
raxtozinameran IM
10 doses after dilution
Discard time:
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3.3.8 Allow the vaccine vial to come to room temperature if it is still cold from being in
the fridge or cool box.
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3.4 Dilute the Vial

3.4.1 Slowly invert the vial 10 times to mix contents thoroughly, DO NOT shake it.
One inversion requires the vial to be fully rotated back to an upright position.
Prior to dilution, the thawed dispersion may contain white to off-white opaque
amorphous particles.

3.4.2 Remove the maroon vial dust cover and cleanse the vaccine vial stopper with
a single use 70% alcohol swab and discard the swab into a clinical waste bin.
Set the concentrated vaccine vial to one side.

3.4.3 Draw up 2.2mL of sodium chloride 0.9% solution for injection:

e Cleanse the top and shoulders of the 5mL ampoule of preservative free
sodium chloride 0.9% with a single use 70% alcohol swab and discard the
swab into a clinical waste bin.

e Using aseptic technique, snap the top off the ampoule and use the 3mL
syringe and a 21g or finer needle to draw up 2.2 mL of sodium chloride 0.9%
solution for injection.

e Self-check the volume of sodium chloride 0.9% drawn up is 2.2 mL. Request
a second independent check of the volume drawn up. The person performing
the dilution and the person undertaking the second check must sign the
workstation log.

e Dispose of the remainder of the 5mL sodium chloride 0.9% ampoule into a
yellow lidded sharps bin.

3.4.4 Dilute the concentrate vaccine vial by adding 2.2 mL of sodium chloride 0.9%
to the vial.

e To minimise the risk of stopper coring and particles entering the vial:
- insert the needle vertically through the centre ring of the vial stopper, and
- do not twist or rotate the needle once inserted.

e During the addition, keep the needle tip in the air space of the vial at all times.
Equalise the pressure by adding the sodium chloride 0.9% solution for
injection in gradual steps and allowing air to vent back into the syringe
repeatedly until all of the sodium chloride 0.9% solution for injection has been
added and there is 2.2mL air in the syringe.

N.B. If using a syringe with an auto retracting needle, depressing the plunger fully
will cause the needle to retract prematurely. If the above technique is not used
the full 2.2 mL may therefore not be added to the vial.

3.4.5 Dispose of syringe and needle into a yellow lidded sharps bin.

3.4.6 Slowly invert the vial 10 times to mix contents thoroughly, DO NOT shake. One
inversion requires the vial to be fully rotated back to an upright position.
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3.4.7 Inspect the Vial. The diluted vaccine should present as an off-white solution
with no particulates visible. Discard the diluted vaccine if particulates or
discolouration are present.

3.4.8 Calculate and write the time / date of post-dilution expiry on the vial label as
shown below in red below. Use 24-hour clock format.

ICOMIRNATY ENLED
‘Omicron XBB.1.5
isterile concentrate
raxtozinameran IM
10 doses after dilution
Discard time:

—
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N.B. The expiry is 12 hours from the point of dilution, but the vial should still
be used as soon as practically possible.

3.5 Withdrawal into syringes
3.5.1 Assemble the following materials into a plastic tray:

¢ diluted Comirnaty 3 (THREE) (XBB.1.5) Concentrate vial X 1,
e 1mL syringe with integrated 23g (or finer) x 25mm needle X 10, and
e asingle use 70% alcohol swab x 10.

3.5.2 Carefully transfer the tray to the administration area. Movement of the vaccine
should be limited due to the fragility of the vaccine.

3.5.3 Check the vial is within the hand-written post-dilution expiry time on the label.

3.5.4 Check the identity of the vial. This procedure is intended for use with the
Comirnaty 3 (THREE) (XBB.1.5) concentrate presentation.

e Check label format on the vial selected matches the picture below:

COMIRNATY EXLZD
‘Omicron XBB.1.5
'sterile concentrate
raxtozinameran IM
10 doses after dilution
Discard time: c2/10/25
20:45

-dX3/101

62L0LZVVd

3.5.5 Cleanse the vial stopper with a single use 70% alcohol swab, and discard swab
in a clinical waste bin.

3.5.6 Using aseptic technique, draw up 0.2mL of the diluted vaccine using a new 1mL
syringe with integrated 23g (or finer) x 25mm needle.

N.B. If using a syringe with an auto retracting needle, depressing the plunger
will cause the needle to retract prematurely.
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3.5.7 Adjust to remove air bubbles with the needle still in the vial to avoid loss of
diluted vaccine.

3.5.8 Self-check the volume withdrawn is 0.2mL.

e Registered practitioners who have completed the Trust required training on
oral drug administration and non-lIV administration competency may
administer without a second check

e All non-registered practitioners, and those registered practitioners without the
required training must request a second check of volume. The person
completed the second check must be familiar with this SOP and have been
signed off as competent to complete the second check.

3.5.9 Visually inspect the syringes for particles and leaks. Discard if these are
observed.

3.5.10 The newly filled syringe must be used for immediate administration.

3.5.11 The vaccinator and person carrying out the second check (If applicable) must
sign the workstation log.

3.5.12 Steps 3.5.3 to 3.5.11 may be repeated a further nine times to produce a total of
ten syringes from each diluted vaccine vial. Each time the vial bung is
punctured, this should be in a different location to previous points of puncture
on the bung.

3.5.13 If the amount of vaccine remaining in the vial cannot provide a full dose of
0.2mL, discard the vial and any excess volume. Do not pool excess vaccine
from multiple vials.

3.5.14 After the tenth dose has been taken from the vial, or if expiry has been
exceeded, remove the label from the vial and attach to the workstation log.
Discard the used diluted vaccine vial into a yellow lidded sharps bin.

N.B. Vials should not be stored between sessions:

e During the in-use period, when doses are being withdrawn from the vial
and administered, the vial may remain at room temperature (up to
30°C). This may include the time it takes to move short distances
between patients e.g. in a care home, or the time between patients in a
clinic (up to 6 hours transportation time post dilution).

e The punctured vaccine vial is physiochemically stable for 12 hours.
However, from a microbiological point of view, the method of puncture
does not preclude the risk of microbial contamination, so the vaccine
should be used as soon as practically possible and within 6 hours.

3.5.15 Empty outer cartons must be disposed of in a secure manner which prevents
theft. Score through label text with a permanent marker and cut the box up into

pieces before disposal in confidential waste.
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3.6 Dealing with deviations from this procedure
3.6.1 Any deviations from this procedure must immediately be reported to the
supervising pharmacist or clinical supervisor (senior nurse).

3.6.2 Where vaccine is discarded, this must be recorded on the workstation log

4.0 Equipment Required

Comirnaty 3 (THREE) (XBB.1.5) Concentrate Vaccine

Plastic opaque box labelled ‘CONCENTRATED VACCINE VIALS'.

Printed labels: ‘Concentrate Room Temperature Expiry Label

Yellow lidded sharps bins

Indelible pen

Workstation logs

Appropriate personal protective equipment including apron and face mask
Disposable gloves

Disinfectant wipes

Clinical waste bins

Sodium chloride 0.9% ampoules 5mL (preservative free)

3mL Syringes

21g (or finer) needles

Plastic trays

1ml syringes with integrated 23g (or finer) x 25mm needle (supplied with vaccine)
Single use 70% alcohol swabs

5.0 Training

All staff operating under this procedure must meet the training standards and
competencies for the COVID-19 vaccination programme.

6.0 Financial Risk Assessment

1 Does the implementation of this document Yes — No
require any additional Capital resources

2 Does the implementation of this Yes — No
document require additional revenue
resources

3 Does the implementation of this Yes — No
document require additional
manpower
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4 Does the implementation of this
document release any
manpower costs through a
change in practice

Yes — No

5 Are there additional staff training costs
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.

Yes — No

Other comments

Attachment 1 Comirnaty 3 (THREE) (XBB.1.5) Workstation Log
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Workstation log - Comirnaty 3 (THREE) (XBB.1.5) Concentrate Vaccine

Worksheet Workstation Log - Covid-19 Vaccine Comirnaty 3(THREE) (XBB.1.5) (Maroon Cap) concentrate for Children 6 Months - 4 years

Date / / Workstation identifier/Site Name Issues identified codes

A Vial Dropped - do not use
Workstation cleaned and set up for session B Syringe dropped - do not use
All unused vials removed from storage box and discarded C Vial discoloured or contained particles
Workstation cleared and cleaned D Syringe contained particles

E Vial not diluted before expiry
Operator preparing vaccine doses F  Other (give detail)

Name (Print) Signature

Second check carried out by
Name (Print) Signature

Removal from fridge - (expiry 12hrs at 8-30°C until diluted)
Date Expiry Time (24hr clock) Fridge Temperature Completed by checked by
N Comirnaty 3 (THREE) (XBB.1.5)
/ / : C .
Maroon lid

Vials received at workstation

a N " Volume Sodium Chloride 0.9% drawn up
" . Vi Re istituted E» [24hr clock) NB -
Vaccine Vaccine Batch number aceine Recon “4 XPW.( . r clock) Volume & Addition checked by:
12hr expiry post dilution (2.2 ml) and added to vial by:
date: / /
Covid 19 Vaccine Comirnaty® 3
(THREE) (XBB.1.5) (Maroon cap) N
Time: :
diluent Diluent Batch Number Diluent Expiry Date
Sodium Chloride 0.9% injection /
E °C
Room Temperature when diluted
Name of vaccinator: Name of second checker:
'Vaccination room temp: ol
0.2m| Doses drawn up & checked (first check by person drawing up and second check signed by person overseeing) :siu‘:s l:enll)ﬂed (enter appropriate
letter above)
Dose 1 2 3 4 5 6 7 8 9 10

Time:

Patient's name:

signature of
vaccinator

signature of
person second
checking

All forms to be archived in accordance with medical record policy
Written by: Nicholas Carre

Approved by: Gayle Mountford-Roe
Authorised by: Medicine Management Committee

Version: 1.1
Issue date: 6/4/2024
Review Date: 30/03/2027
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COVID-19 Vaccine Procedure 8
Standard Operating Procedure for Preparation
of Spikevax (XBB1.5) 0.5mL _Syringes for
Administration

1.0 Procedure Statement

This SOP describes the process for preparation of ready to administer 0.5mL
syringes of Spikevax XBB.1.5 (0.1mg/mL) dispersion for injection COVID-19 mRNA
Vaccine andusomeran (Spikevax (XBB.1.5)) prior to immediate administration.

Ensure the correct procedure is selected for the strength or formulation required. This
SOP is for use with Spikevax (XBB.1.5) with the following label format:

b

(R

{ X ! dispersion for injection
COVID-19 mRNA Vaccine! |
andusomeran

Intramuscular use

This procedure covers the process from the removal of vials of thawed vaccine from
the outer carton in the refrigerator, or removal of individual vials from a cool box, up
until the point of administration. This includes assigning an expiry date and time after
the first dose withdrawal and the preparation of syringes for administration.

This procedure may be adapted to suit either of the following models:
e one person to both draw up individual doses into syringes and administer the
vaccine or
e One person to draw up individual doses into syringes and pass the syringe to
a vaccinator. This model requires additional local risk assessment, and the
introduction of local controls to reduce the risk of needle stick injuries on
transfer between individuals.

This procedure is based on Specialist Pharmacy Services Procedure PCV 13 —
Preparation of Spikevax (XBB1.5) Syringes for Administration

2.0 Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the safe and
secure handling and management of COVID-19 vaccine and related medicines on all
vaccination sites operating within the jurisdiction of the Trust.

The Clinical Lead for the vaccination site/department is professionally accountable for
ensuring that appropriate and formal authorisation for vaccine administration is in
place (PSD, PGD or National Protocol), and that the staff groups who are supplied
with, prepare, and administer the COVID-19 vaccine are those defined as eligible to
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do so in accordance with the authorisation being used. When working under the
National Protocol, the Clinical Lead will ensure that a clinical supervisor is present for
the duration of the vaccination session and this person is clearly identifiable and
competent in all stages of the vaccination pathway. The Clinical Lead is also
responsible for ensuring that all staff undertaking duties at the vaccination site meet
the training standards and competencies for the vaccination programme.

When working under a PSD, the prescriber is legally accountable for the safe and
secure handling and management of the COVID-19 vaccine under The Human
Medicines Regulations (2012) Regulation 3.

Registered healthcare professionals working under a PSD, PGD or the National
Protocol and non-registered staff working under the National Protocol are responsible
for ensuring the safe and secure handling requirements are met and must follow this
procedure.

3.0 Procedure Detail / Actions

3.1  Workstation preparation

3.1.1 Confirm the preparation workstation is clear and free from any other vials of
vaccine.

3.1.2 Ensure a yellow lidded sharps bin with sufficient free capacity is available.

3.1.3 Ensure an indelible pen is available and a workstation log with information
completed for start of session.

3.1.4 Clean workstation with disinfectant wipes and discard into a clinical waste bin.

3.1.5 Following_RWT Infection Prevention Policies respectively, wash hands
thoroughly.

3.2 When ready to begin preparation select one vial of Spikevax (XBB.1.5)
vaccine.

3.2.1 If working with vials stored in a refrigerator:
o if there is more than one batch of vaccine vials, use the one with the
shortest expiry,
e check the post thaw expiry on the carton has not been exceeded,
and
e Remove a single vial and close the carton.
N.B It is permissible to remove multiple vials from the refrigerator if local
systems are in place to ensure segregation of punctured and unpunctured
vials.

3.2.2 If working with vials from a cool box at 2-8°C:
e check the vial is within the post-thaw expiry date by checking the
label on the vial transport container (refer to SOP 3: Use of cool
boxes to transport COVID-19 vaccines to end user locations), and
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e remove a single vial and close the lid of the cool box.

3.2.3 Check the identity of the vial. This procedure is intended for use with the
Spikevax (XBB.1.5) vaccine.
e Check the vial has a grey cap.
e Check label format on the vial selected matches the image below:

= - 1= - brtphir b 4Ll 2 :
1 S { Multidose vial 2.5 mL “spikevax- XBB1.5 M
(5 x 50mcg doses)
dispersion for injection
COVID-19 mRNA Vaccine | |
andusomeran i

Intramuscular use

3.2.4 Assemble the following materials required to prepare syringes:

Spikevax (XBB.1.5) vial X 1,

1mL syringe with integrated 23g (or finer) x 25mm needle x 5, and
sterile single use 70% alcohol swab x 5.

Spikevax (XBB.1.5) workstation log

3.2.5 Swirl the vial by gently rotating in a circular motion several times, DO NOT
shake it.

3.2.6 Remove the dust cover
3.3 Prepare the syringes

3.3.1 Check the label again, to ensure the label on the vial selected matches the
image below:

1 {Multidose vial 2.5 mL “spikevax- XBB15 )
:f’#:.:’ (5 x 50mcg doses)

”_’.“ dispersion for injection
}’"”“ [ COVID-19 mRNA Vaccine 3

|
A nyecard datedime: andusomeran

S

Intramuscular use

i e e et i G

3.3.2 Gently swirl, then inspect the vial visually for foreign particulate matter and, or
discoloration prior to administration. If foreign particulate matter or
discolouration is present, the vaccine should not be administered.

N.B. Spikevax (XBB.1.5) is a white to off-white dispersion. It may contain
white or translucent product related particulates.

3.3.3 Complete the vaccine and practitioner information on the workstation log
ready for use.

3.3.4 Confirm the 0.5mL dose of Spikevax (XBB.1.5) is required by the patient

3.3.5 Cleanse the vial stopper with a single use 70% alcohol swab, and discard
swab in a clinical waste bin.
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3.3.6 Using aseptic technique, draw up 0.5mL of the vaccine using a new 1mL
syringe with integrated 23g or finer x 25mm needle.

N.B.
e a 21g or finer x 38mm needle and 1mL syringe should be used for
administering the vaccine to morbidly obese patients, and
e if using a syringe with an auto retracting needle, depressing the plunger
will cause the needle to retract prematurely.

3.3.7 Adjust to remove air bubbles with the needle still in the vial to avoid loss of
vaccine.

3.3.8 Check volume withdrawn is 0.5mL.

o Registered practitioners who have completed the Trust required training on
oral drug administration and non-lIV administration competency may
administer without a second check

¢ All non-registered practitioners, and those registered practitioners without the
required training must request a second check of volume. The person
completed the second check must be familiar with this SOP and have been
signed off as competent to complete the second check.

3.3.9 Visually inspect the syringes for foreign particulate matter and leaks. Discard if
these are observed.

3.3.10 The newly filled syringe must be used for immediate administration.

3.3.11 The vaccinator and person carrying out the second check (If applicable) must
sign the workstation log.

3.3.12 After first dose withdrawal, use the vial as soon as practically possible and
within 6 hours (stored at 2°C to 25°C).

3.3.13 Document the expiry date and time (24-hour format, e.g. 14:00) on the vial
after first use.
N.B. from a microbiological point of view, the method of puncture does not
preclude the risk of microbial contamination, so the vaccine should be used as
soon as practically possible.

3.3.14 Steps 3.3.1 to 3.3.11 may be repeated a further five times to produce a total of
six syringes from each vial. Each time the vial bung is punctured, this should
be in a different location to previous points of puncture on the bung.

3.3.15If the amount of vaccine remaining in the vial cannot provide a full dose of
0.5mL, discard the vial and any excess volume. Do not pool excess vaccine
from multiple vials.
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3.3.16 After the final dose has been taken from the vial or if expiry has been exceeded,
remove the label from the vial and attach to the workstation log. Discard the
used diluted vaccine vial into a yellow lidded sharps bin.

N.B. Vials should not be stored between sessions:

e During the in-use period, when doses are being withdrawn from the vial
and administered, the vial may remain at room temperature (up to 25°C).
This may include the time it takes to move short distances between
patients e.g. in a care home, or the time between patients in a clinic.

e The punctured vaccine vial is physiochemically stable for 6 hours at
temperatures between 2 and 25°C. However, from a microbiological point
of view, the method of puncture does not preclude the risk of microbial
contamination, so the vaccine should be used as soon as practically
possible.

e Unopened vaccine MUST be transported at a temperature between 2
and 8°C

3.3.17 At the end of the session, discard any remaining part vials. Vials must not be
stored between sessions or returned to the refrigerator. Note that every
reasonable effort must be made to safely use all available vaccine and
therefore not waste doses; before discarding unused vials or doses
permission must be sought from the Clinical Lead (senior nurse).

3.3.18 Empty outer cartons must be disposed of in a secure manner which prevents
theft. Score through the label text with a permanent marker and dispose in
confidential waste.

3.4 Dealing with deviations from this procedure
3.4.1 Any deviations from this procedure must immediately be reported to the clinical
lead on shift.

3.4.2 Where vaccine is discarded, this must be recorded on the workstation log.

4.0 Equipment Required

Spikevax (XBB.1.5) Vaccine

Yellow lidded sharps bins

Indelible pen

Workstation logs

Appropriate personal protective equipment

Disinfectant wipes
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Clinical waste bins

Plastic trays

1ml syringes with integrated 23g (or finer) x 25mm needle (supplied with vaccine)
Single use 70% alcohol swabs

Attachment 1 Spikevax (XBB.1.5) Workstation Log

References:
Spikevax (XBB.1.5) 0.1 mg/mL dispersion for injection

5.0 Training

All staff operating under this procedure must meet the training standards and
competencies for the COVID-19 vaccination programme.

6.0 Financial Risk Assessment

1 Does the implementation of this document Yes — No
require any additional Capital resources

2 Does the implementation of this Yes — No
document require additional revenue
resources

3 Does the implementation of this Yes — No
document require additional
manpower

4 Does the implementation of this Yes — No
document release any
manpower costs through a
change in practice

5 | Are there additional staff training costs Yes — No
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.
Other comments
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Training and Dissemination:
This procedure will form part of the COVID-19 vaccine training programme which all new
vaccinators are required to complete

To be read in conjunction with:
COVID-19 Vaccine handling and management policy and associated procedures

Initial Equality Impact Assessment: Completed
Full Equality Impact assessment (as required): No

Contact for Review Clinical Director of Pharmacy

Monitoring arrangements Trust Medicines Management Group

Document summary/key issues covered
This Standard Operating procedure (SOP) describes the process for preparation Spikevax
(XBB1.5) Vaccine

Key words for intranet searching COVID-19
purposes \Vaccine
\Vaccination
Spikevax (XBB1.5)
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Procedure/Guidelines Title of Procedure/Guidelines

Reviewing Group

Date reviewed:

Implementation lead: Print name and contact details

Implementation Issue to be considered (add
additional issues where necessary)

Action
Summary

Action lead / s
(Timescale for
completion)

Strategy; Consider (if appropriate)

1. Development of a pocket guide of strategy aims for
staff

2. Include responsibilities of staff in relation to strategy
in pocket guide.

Training; Consider
1. Mandatory training approval process
2. Completion of mandatory training form

Development of Forms, leaflets etc.; Consider

1. Any forms developed for use and retention within
the clinical record MUST be approved by Health
Records Group prior to roll out.

2. Type, quantity required, where they will be kept /
accessed/stored when completed

Procedure/Guidelines communication; Consider
1. Key communication messages from the policy /
procedure, who to and how?

Financial cost implementation
Consider Business case development

Other specific issues / actions as required e.g. Risks
of failure to implement, gaps or barriers to
implementation
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Spikevax (XBB.1.5) COVID-19 Vaccine 0.5mL Dose - Vial Worksheet v1.0

Spikevax (XBB.1.5) COVID-19 Vaccine

Date Workstation identifier Issues identified codes
A Vial Dropped - do not use
Workstation cleaned and set up for session B Syringe dropped - do not use
All unused vials removed from storage box and discarded | | C Vial discoloured or contained particles
Workstation cleared and cleaned D Syringe contained particles
E Other (give detail)
Vials received at workstation
Confirm
Product Batch number Expiry date Date Time fridge/Cool Vial check Completed by Checked by
Box temp

Spikevax (XBB.1.5) COVID-19
Vaccine 0.5mL dose

Name of vaccinator : |Name of second checker:

Vaccination room temp:
MAX 25C Vial Expiry Date/Time (6 Hours after the first puncture):

0.5mL Doses drawn up & checked (first check by person drawing up and second check signed by person overseeing - if applicable)
Issues identified

(enter appropriate

1 2 3 q 5 letter above) Comments

Dose

Time:

Patient's name:

Signature of
vaccinator:

Signature of second
checker:

Written by: Nicholas Carre
Approved by: Trust MMG
Authorised by: Trust MMG

Issue date: April 2024 Version:1.1
Review date 30/03/2027 All forms to be archived in accordance with Medical records Policy
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COVID-19 Vaccine Procedure 9: Standard Operating Procedure for Handling of Spillages and

NHS|

The Royal Wolverhampton

COVID-19 Vaccine Procedure 9
Standard Operating Procedure for Handling of
Spillages and Breakages of COVID-19 Vaccines

Procedure Statement

This Standard Operating Procedure (SOP) describes the method to be used to
safely deal with a spillage and breakage of all COVID-19 vaccine.

This procedure is based on Specialist Pharmacy Services Procedure HCV 7 Dealing
with spillages of COVID-19 vaccines.

Accountabilities

The shift Clinical/Department Lead is accountable for ensuring spillages of COVID-
19 vaccine are managed safely and in line with this SOP.

All staff handling the COVID-19 vaccine are responsible for managing spillages of
COVID-19 vaccine according to this SOP.

Procedure Detail / Actions

Warn others that there has been a spill.

Assess the spillage: if this procedure cannot be followed or there are any other
concerns about safety, escalate to the shift Clinical Lead.

3.1 Spillages on skin/eyes
3.1.1 Staff must be aware of location of handwashing facilities and eyewash kits.
3.1.2 Spillages on skin should be washed with soap and water.

3.1.3 If a vaccine is splashed in the eyes, rinse thoroughly with plenty of water for at
least 15 minutes, lifting lower and upper eyelids. Medical advice should be sought.

3.2 Spillages on surfaces

3.2.1 Spillages must be cleared up quickly wearing gloves.

3.2.2 The spillage should be soaked up with paper towels, taking care to avoid skin
puncture from glass or needles.

3.2.3 Gloves, towels, etc. should be disposed of in accordance with RWT Trust
Policy.

3.2.4 The area should be cleaned and disinfected.
3.3 Reporting
3.3.1 Report the spill to the Clinical Lead.

Page 1 of 5
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3.3.2 Where the spill is to skin or eyes, a Datix must be completed and the individual
must be monitored and any adverse effects reported.

3.3.3 Record the number of broken or contaminated vials on the supervision log

4.0 Equipment Required

Surgical gloves

Paper towels

Yellow lidded sharps bins
5.0 Training

Staff participating in the delivery of the COVID-19 Vaccination Programme are
required to read this procedure.

6.0 Financial Risk Assessment

1 Does the implementation of this document Yes — No
require any additional Capital resources

2 Does the implementation of this Yes — No
document require additional revenue
resources

3 Does the implementation of this Yes — No
document require additional
manpower

4 Does the implementation of this Yes — No

document release any
manpower costs through a
change in practice

5 Are there additional staff training costs Yes — No
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.
Other comments
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COVID-19 Title of Status: Author: Clinical
Vaccine Procedure/Guidelines Director of
Procedure 9 FINAL Pharmacy
v2.1 Standard Operating
Procedure for Director Sponsor:
Handling of Chief Medical
Spillages and Officer
Breakages of
COVID-19 Vaccine
Version / Version Date Author Reason
Amendment
History v1 29/12/2020 Clinical Director | New SOP
of Pharmacy
V2 22/09/2022 Deputy Clinical | Updated to include reference
Director of to all COVID-19 vaccines
Pharmacy
V2.1 23/03/2024 Deputy Clinical | SOP Number change as part

Director of
Pharmacy

of rationalisation. No
changes, re-issued following
expiry

Intended Recipients: All staff delivering the COVID-19 vaccination programme

Consultation Group / Role Titles and Date:
Trust Medicines Management Group (MMG)

Name and date of group where reviewed

04/2024

Medicines Management Group (MMG)

Trust Policy Group — June 2024

Name and date of final approval
committee(if trust-wide document)/
Directorate or other locally approved
committee (if local document)

04/2024

Medicines Management Group (MMG)

Trust Management Committee — June 2024

Date of Procedure/Guidelines issue

July 2024

Review Date and Frequency (standard

review frequency is 3 yearly unless otherwise

indicated)

June 2027
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Breakages of COVID-19 Vaccine
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Training and Dissemination:
This procedure will form part of the COVID-19 vaccine training programme which all new
vaccinators are required to complete

To be read in conjunction with:

COVID-19 Vaccine handling and management policy and RWT HS10 or WHT-
IPC924 respectively

Initial Equality Impact Assessment: Completed
Full Equality Impact assessment (as required): No

Contact for Review Clinical Director of Pharmacy

Monitoring arrangements Trust Medicines Management Group

Document summary/key issues covered

This Standard Operating procedure (SOP) describes the method to be used to safely deal with
a spillage of COVID-19 vaccine.

Key words for intranet searching COVID-19

purposes \Vaccine
\Vaccination
COVID-19 Vaccine Procedure 9: Standard Operating Procedure for Handling of Spillages and Page 4 of 5

Breakages of COVID-19 Vaccine
Review Date: 30/03/2027
v2.1 April 2024

MP11 / Version 3.0 / TMC Approval June 2024 — Attachment 9



IMPLEMENTATION PLAN

NHS|

The Royal Wolverhampton

To be completed when submitted to the appropriate committee for

consideration/approval

NHS Trust

Procedure/Guidelines Title of Procedure/Guidelines

number and version

Reviewing Group

Date reviewed:

Implementation lead: Print name and contact details

Implementation Issue to be considered (add
additional issues where necessary)

Action
Summary

Action lead / s
(Timescale for
completion)

Strategy; Consider (if appropriate)

1. Development of a pocket guide of strategy aims for
staff

2. Include responsibilities of staff in relation to strategy
in pocket guide.

Training; Consider
1. Mandatory training approval process
2. Completion of mandatory training form

Development of Forms, leaflets etc.; Consider

1. Any forms developed for use and retention within
the clinical record MUST be approved by Health
Records Group prior to roll out.

2. Type, quantity required, where they will be kept /
accessed/stored when completed

Procedure/Guidelines communication; Consider
1. Key communication messages from the policy /
procedure, who to and how?

Financial cost implementation
Consider Business case development

Other specific issues / actions as required e.g. Risks
of failure to implement, gaps or barriers to
implementation

COVID-19 Vaccine Procedure 9: Standard Operating Procedure for Handling of Spillages and

Breakages of COVID-19 Vaccine
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COVID-19 Vaccine Procedure 10
Identifying patients who have been in hospital over 21
days and offering them the current seasonal vaccines
1.0 Procedure Statement

This procedure provides the steps to take to identify patients who have been in
hospital for more than 21 days who, if eligible, must be offered the opportunity
to receive seasonal vaccines.

2.0 Accountabilities

Directorate manager is responsible for the implementation of this procedure and
that staff follow the process

Seasonal Program Staff are responsible for ensuring that the procedure is followed
and that all necessary checks are made to reduce the risk of double vaccination of
identified patients.

3.0 Procedure/Guidelines Detail / Actions

3.1 Identifying eligible patients
There is a report provided by the Trust information services. To access the
report, head to the Information Portal at
http://rs2008/ReportServer RS2008SERVER/Pages/ReportViewer.aspx?%2fin
formation%2fInformationPortal%2fMainMenu

Then click on ‘Performance Management’ under the heading of ‘Select Report
Category’, then click on ‘Stranded Patients’ once the Performance
Management window opens.

Within this report, the first tab is called ‘Stranded Patients Summary’, and gives
details of the numbers of stranded patients per ward. You'll need to go to the
second tab, ‘Stranded Patients Detail’, then filter column |, ‘Stranded Category’
to 21+ Days.

3.2 Process:

3.2.1 Each Monday, identify the patients using the above process in 3.1.
Save a copy of the spreadsheet in a local folder recording the date of the
report. Using this saved report identify patients on your ward and review each
patient to see if they meet the criteria to be offered the Covid-19 and/or
influenza seasonal vaccinations.

3.2.2 Plan time to visit each eligible patient

3.2.3 Ensure you have the correct vaccines available in accordance with the Green
Book. Order any vaccine required through pharmacy stores as needed.

3.2.4 Check that vaccination status, eligibility and consent is in place and follow the
appropriate MP11 SOP for preparation and administration of Covid-19 vaccine

COVID_19 Vaccine Policy Procedure 10: Page 1 of 36
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3.2.5 Patients who lack capacity to consent to receiving a vaccine must have a best
interest discussion with nursing team, patient’s consultant and if possible
nearest relative/ next of kin. This should also be documented under a best
interest discussion within the recording system

3.2.6 When vaccinating patients the vaccinations administered must be recorded on
the National Immunisation and Vaccination System (NIVs) in accordance with
training provided and must be recorded in the patients hospital administration
record using EPMA (see appendix 1)

3.3 Claiming payment

Once the vaccination is entered into NIVS it will automatically trigger payment
to the Trust.

4.0 Equipment Required

Computer to access NIVS, EPMA, and COVID-19 vaccine and Influenza vaccine
and accompanying consumables.

5.0 Training

Vaccinators must be able to work under the national protocols. All must have
completed or been assessed as competent for vaccination administration in
accordance with MP11 Procedure 13 and have completed the e-Ifh for core
learning of both COVID-19 and influenza vaccinations and the vaccine specific
training for the vaccines in use. Evidence of this must be held in the staff
members training record, and where appropriate, they must have signed the
national protocol.

6.0 Financial Risk Assessment (wWhere assessed in the policy does not need to
be repeated for the procedure)

1 Does the implementation of this document require any additional [ No
Capital resources

2 Does the implementation of this document require additional No
revenue resources

3 Does the implementation of this document require additional No
manpower

4 Does the implementation of this document release any No

manpower costs through a change in practice

5 | Are there additional staff training costs associated with No
implementing this document which cannot be delivered through
current training programs or allocated training times for staff.

Other comments

7.0 Document Control
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COVvID_19 Title of Procedure Status: Author: Deputy
Vaccine Policy Clinical Director of
Procedure 10 Identifying patients who| Final Pharmacy
V1.0 have been in hospital
over 21 days and For Trust-wide
offering them the covid- Procedures and
19 and influenza Guidelines Chief
vaccine Officer Sponsor:
Chief Medical
Officer
Version / Version Date Author Reason
Amendment
History 1.0 23/03/2024 [Deputy Clinical New SOP to support the
Director of vaccination of inpatients who are
Pharmacy have stayed over 21 days

Intended Recipients: Doctors and clinical staff caring for inpatients who have stayed more
than 21 days in hospital

Consultation Group / Role Titles and Date:

Div 2 & 3 senior nursing teams

IP nurses, Chief Nursing Officer.

EPMA Pharmacy Technician

Name and date of group where reviewed Trust Medicine Management Group (MMG)
04/2024

Trust Policy Group — June 2024

Name and date of final approval committee(if [Trust MMG 06/2024

trust-wide document)/ Directorate or other Trust Management Committee — June 2024
locally approved committee (if local

document)

Date of Procedure/Guidelines issue July 2024

Review Date and Frequency (standard review |June 2027
frequency is 3 yearly unless otherwise indicated
— see section 3.8.1 of Attachment 1)
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Training and Dissemination: This procedure will form part of the COVID-19 vaccine training
programme which all new vaccinators are required to complete. All staff working in departments
with long-stay inpatients will be required to read this procedure.

To be read in conjunction with: MP 11 COVID-19 vaccine Policy

Initial Equality Impact Assessment: Completed Yes
Full Equality Impact assessment (as required): No

Contact for Review Deputy Clinical Director of Pharmacy

Monitoring arrangements Trust Medicines Management Group

Document summary/key issues covered. This Standard Operating Procedure (SOP)
describes the process for the identification and offer of seasonal vaccines to long-stay

inpatients

Key words for intranet searching COVID-19

purposes \Vaccine
Vaccination
Flu
Influenza
Inpatient
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Appendix 1: Recording the vaccination in EPMA
ol ICW - Live
Menu Help Integrated Clinical Workstation
Desktops
Select Inpatient
Drafts (\frew only)
Medici nes Due For
Ward
L Select ‘Nursing with Transfer’ desktop then select
MNurse Discharge ‘Search,
< (please note this will be called ‘ePMA Nurse’ after the system
upgrade)
& .
Patient Group
Directions.
2 NMic "
Pharmacy Intranet Q IQ Q a
whe ICW - L2 —
Menu Help
oo |
<
Select Inpatient NO Patient Selected
. Drug Chart | Current Medlcatlon| Patient Observation and Monitoring | Medication F
Drafts (View only) Include prescriptions which are
./ Discontinued Expired Advanced Filters
Medicines Due For
Ward
Go to today
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Search for the Patient using their NHS or Hospital number, and then select the appropriate

inpatient episode and click ‘ok’

From there then select the ‘Patient Group Directions’ desktop

& ICW - Live

Menu Help
Desktops

Select Inpatient

Nursing with Transfer

Born 04-Apr-1990 (33y)

NHS Number Not E
Gender Female

Hospital Number 041
Ward EMERGENCY DEPARTMENT Consultant ABADIEDR M ¢

Drafts (View only) | Current Medication | Patient Observation and Monitoring | Medication History | Ward Stock List| Transfer to nonePI‘u‘IA|

L

Medicines Due For Expired Advanced Filters
Ward
m Go fo today 040ct 050ct 060ct 070ct 08 Oct 09 Oct
o <
Nurse Discharge
‘ Orderset: Tranexamic Acid or Sodium Chloride 0.9% (Placeba) (TICH-3 ]
Nursing with Trial)
Transfer Tranexamic Acid or Sodium Chloride 0.9% (Placebo) Injection (TICH-3
Trial)
@ 1 g intravenous over 8 hours, Single Dose
ws Start Date: 12 Dec 2022 at 13:15
Patient Group Frascribed By: Rebecca Brady
Directions Nurse Administration
@ Regular
Pharmacy Infranet
‘ Suspended from 12/07/2021 07:59 until further notice| ‘ ‘1’;-nn ‘ - ‘ - ‘ - ‘ - ‘ - ‘ -
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e ICW - Live

&

Patient Group Directions

Patient Panel

S BBTESTING, Beci (MISS) Born 04-Apr-1990 (33y) NHS Number Not Entered
. ’ Gender Female Hospital Number 0404

) Ward EMERGENCY DEPARTMENT Consuftant ABADIE DR M Specialfv DERM
Drafts (View only)

- PGD | Issue pre—pac:k‘ Current Medication |
.’ PGD

Medicines Due For
e &
You are in: Homely Remedies
m COVID-19 mRNA Original/Omicron BA_4-5 Vaccine 15microgram/15microgram/0_3mL Dispersion for Injection 0.3 mL intramuscular Single Dose
Nurse Discharge Influenza Quadnvalent Vaccine (Cell-based, Yhagtivated) (0.5mL Syringe) (Seqirus) 0.5 mL intramuscular Single Dose
Q Lidocaine 1% Injection 5 mlL subcutaneous bolus injection Single Dose (PGD)

Nursing with
Transfer

&

="

P appear, adjust any details if required and click ‘Sen
Directions. ( fa

Select the PGD you wish to use & an ‘order comms datg.entry’ box will

=] Order Comms Data Entry

@

Actions Changes Status. Workflow Actions

H a Hide Changes & Agd Note

Compare with Template:

Pharmacy Intranet

Name Beci BBTESTING  Age 33 Years Hospital Number 0404

| summary | pesuanove | pwestimes | opectens | | Prsstoton | ooserimes | susan |

n set | Not For Discharge |

Summary = hecked | Not ssued | Not Pinte

nsed
Return for accuracy check | Remove Conditional Check

fom injection Creation Type: Homely Remedy

COVID-19 mRNA

il Original/Omicron BA.4-5

et - Vaccine
15microgram/15microgram/0.3mL
Dispersion for Injection

- 0.3 mL intramuscular , Single
Dose

Frequency Single Dose (STAT) -

Additionsl Instructions

Starting Immediately
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An administration box will appear, select the most appropriate action and then select ‘administer’.

>

Name Beci BBTESTING Age 33 Years Hospital Number 0404

(‘-‘; This item is Active
~  MNot Screened | Return for Screening | Nurse Administration set |
Mot For Discharge | Mark as to be Dispensed | Mot Dispensed |
Mot Accuracy Checked | Mot Issued | Mot Printed | Return for accuracy check |
Remove Conditional Check

Creation Type: Homely Remedy

COVID-19 mRNA
Original/Omicron BA.4-5 o~
Vaccine
15microgram/15microgram/0.3mL

Dispersion for Injection
0.3 mL
intramuscular, Single Dose

Starting 09 October 2023
Frescribed by Rebecca Brady

Last dose was given Mo doses have been administered
Last administration MN/A
note

Last supply request  N/A Click here to order new supply

Online Reference The BMF, Medusa, Master Stock List - Links on Pharmacy

Given

B

Mot Given Froblem

Overdue today (09 October 2023)

Dose
Date
Time

Admin Site

MNote

Enter Batch Mumbers

Second Check

0.3 mL
09/10/2023 =

14:37 =

PLEASE NOTE: as this is an injection there may be a second check required before you can select the
administer button
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Appendix 2: NIV’s How input Covid Vaccinations
1. Use to link to open the Nivs sign in page:

https://nivs.ardengemcsu.nhs.uk/user/sign-in
2. Select signin

< G @ nivsardengemesunhs uk/user/sign in

2 % & 0 a @

Welcome to National Immunisation and Vaccitration System | NIVS

You are not signed in! LORSETINN B Register

Contact Us

2023 © Arden & GEM CSU

11:47
05/09/2023
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3. Enter username and password and select sign in

B Computer Systems x : Software Installation B X S England - Sign In x -19 Vaccination - elearnin elff Hub X | | -e-Leaming for Healthcare Auth X =
Computer Sy b B2 Software Installation R NHS England - Sign | COVID-19V: NHSE elfh Hut Learning for Healthcare Autl v X

< C @ nhsiokta-emea.com

NHS|

NHS England Applications Sign In

Username

Yassword

Powrered by Okta

Privacy Policy
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4. This screen will appear select patients.

I I Computer Systems x | BW #500568: Software Installation F X P NIVS x [l COVID-18 Vaccination - elearnin: x| [l NHSE elfh Hub % | |- -e-Leaming for Healtheare Auth x|+

& C @ nivsardengemcsu.nhs.uk/home = % ®» 0O 2

m 4 NIVS  Immunisation Status  Patients Batches Pre-screenings Schools ™ Reports *  VacciWgtor Location  Users

© amybraia@nhsnet B Sign Out

land.nhs.uk

ﬂ Now available: Full COVID and Flu history for | For more inf ion please

Welcome to National Immunisation and Vagcination System | NIVS

>

Immunisation Status

Here you can check the immunisation status of a patient.

Batches

Here you can search, edit existing batches or add a new
batch.

School Vaccinations Upload

Here you can upload vaccination for school age children.

Reports

Here you can view covid and flu vaccinations administered
by your crganisation.

User Extracts

Here you can download extracts detailing users in your
organisation.

Patients

Here you can search, edit existing patients or add a new
patient.

Pre-screenings

Here you can search and edit prescreenings without a covid
vaccination.

School Vaccinations

Here you can view, search or edit school vaccinations
administered by your organisation.

Vaccination Extracts

Here you can download extracts of vaccinations
administered by your organisation.

Users

Here you can search, edit existing users or add a new user.

2023 © Arden & GEM CSU

Contact Us

s i 1148
- ] 15/09/2023
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5. If you are logging in for the first time that day it will take you to the Vaccination Screen, please begin writing The Royal Wolverhampton
and the drop down box will highlight in blue select the correct site. Click the blue box
I BB Computer Systems X \ =1 #500568; Softwarefnstallation R- X P NIvs x [l coviD-19 Vaccination - elearnin. X \ W NHSE eifh Hub X | |- -e-Leaming for Healthcare Auth X | + v = X
& C @ nivsardengemcsu.nhs.uk/vaccinator-lodbtion/select

m 4 NIVS Immunisation Status Patients || Batches Pre-screenings Schools ™ Reports *  Vaccinator Location  Users

© amy.braia@nhs.net B Sign Out

Vaccinator Location

Please confirm the Vaccinator Organisation, Vaccination Geo Site and Care Model before proceeding with vaccinations.

accinator Organisation *

the royal w

THE ROYAL WOLVERHAMPTON NHS TRUST

Contact Us

2023 © Arden & GEM CSU

11:49
05/09/2023
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6. It will then ask for Vaccination Geo site, From the drop down box, select New Cross hospital

BB Computer Systems x| @B #E00568: Scémware Insssllstion T X P NS » B Wrattoepect after oo SOV x| [ COVID-19 vaccinasion - sleeric x| [l SHIE 2 Has % | |- -e-lesming for Hesthears At 6 4 ~ = (= x

© C & nivsardengemcsunhs.ukfreconator locationfsekect

m 4 NIVS  immunisation Stalus  Patenls  Balches  Pre-scresnings  Schools ™ Repoats ™ Vaccinator Location Users 0 amy braip@nhsnet B Sign Out

Vaccinator Location

Fleasa confirm the Maccinator Organisation, Waccingtion Geo Site and Care Maodel betfore proceeding with faccinations.

Waccinalor Diganisslion Waseinalion Gee Site

THE ROYAL WOLVERHARMPTOM MHS TRUST
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7. It will then ask you for a care model select Hospital Hub from the drop down box
]

B Computer Systems b jonf % @ NS x [l COVID-19 Voccination - elearnin. x| [l NHSE eifn Hub % | | = elLeaming for Healthcare Auth % | i = s

C @ nivsardengemesu.nhs ks

m % NIVS  Immunisation Status  Fatients Batches Pre-screenings  Schools ™ Reports *  Vaccinator Location  Users @ amy.braa@nhsnet @ Sign Out

Vaccinator Location

Please confirm the Vaccinator Organisation, Vaccination Geo Site and Care Model before proceeding with vaccinations.
Vaccinater Crganisation Vaccination Gao Site
THE ROYAL WOLVERHAMPTOM MHS TRUST NEW CROSS HOSPITAL »
Cara Madel *
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8. Check all the details are correct and click confirm.

| I Computer Systems x | Y #500563: SoftiShgstaliation . X &P NS X [B] Whatto expectafter your COVIl X | [ COVID-19 Vaccination - elearnir x| [l NHSE elfh Hub X | | -e-leaming for Heslthare Autl X | + ~ = X

& (& B nivs.ardengemcsu.nhs.uk/vaccinator-location/se 2w % 0 a

m 4 NIVS Immunisation Status Patients Batches Pre-screenings™s§chools ~ Reports ~  Vaccinator Location  Users © amy.braia@nhs.net & Sign Out

Vaccinator Location

Please confirm the Vaccinator Organisation, Vaccination Geo Sit®agd Care Model before proceeding with vaccinations.

Vaccinator Organisation VaccinaMeGeo Site

THE ROYAL WOLVERHAMPTON NHS TRUST NEW CROSS FSQEITAL v
Care Model

Hospital Hub v

Contact Us 2023 @ Arden & GEM CSU

g0
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9. You will be taken to this screen add the patients NHS Number. If the patients NHS number is’ne available to you can search by name,
date of birth and post code.

I8 Computer Systems x | B0 #500568: Software Instalation R X &P NIvs x COVID-19 Vaccination - elearnin: X | [J| NHSE eifn Hub X | | -e-Leaming for Healthcare Auth X | + v - X

&« c @ nivs.ardengemcsu.nhs.uk/patient/search

m 4 NIVS Immunisation Status  Patients Batches Pre-screenings Schools ™ Reyfbris ~  Vaccinator Location  Users

© amy.braia@nhs.net B Sign Out
Search Patients

NHS Number Forename Surname Date Of Birth Postcode

Amy Braia 24/12/1985 = ]

Contact Us

2023 © Arden & GEM CSU

1151
05/09/2023
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10. Patients will appear matching the details entered confirm the patients identify by checking the name and date of Birth and if correct
select edit

m 4 NIVS ImmunisativaStatus  Patients Batches Pre-screenings Reports ¥ Vaccinator Location O nicholas.carre@nhs.net @ Sign Out

Search Patients

NHS Number Forename Surnamme Date Of Birth Postcode

& 2 dd/mm/yyyy | @
Q Search

Patients + New Patient

NHS Number Name Date Of Birth Edit
4, \ 2 _ 24, . ] @
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11. Select the vaccine you are giving and click either +New Pre-screening (or Covid-19 vaccine) or +New Flu Vaccination

m 4 NIVS Immunisation Status Patients Batches Pre-screenings Reports >~ Vaccinator Location O nicholas.carre@nhs.net & Sign Out

Edit Patient

NHS Number

IJ

4,

[a]

Forename Surname Gender Date Of Birth Postcode

v g 3

Email
Covid Pre-screenings [ -+ NewPre-screening

Covid Vaccinations

v

Flu Vaccinations { =+ New Flu Vaccination
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12. In both instances this will bring up the patients records of previous vaccinations. For Covid-19 Vaccine, check that the most recent dose

was given at least 90 days ago

. For the Flu vaccine check that the previous dose was before April of the current year Then:

COVID-19 Vaccine

Flu Vaccine

1. scroll down to Add Pre-Screening

I Compute Systars X | B0 #0356 Sofwere staleion - X P WY

€ 5 @ nimadengencushsukprescresning/Add/2261210

m ANVS  mmurisaton Stats Paterts Batches  Prescrening

KHS Number
6070426622

Flu Vaccination His

Date Administe=d
171172022

Date Administezd

TN12022

Covid Vaccinations
Date Administe'=d

28/10/2021

Date Administe=d

25/03/2021

Date Administe=d

05/0172021

x [ COMD-19Vaciason-dearin: X | [ NHSEehbuc

Schools ™ Reports ~  Vaccinator Location  Users

Name Daze CfBrth Gander
AV BRAIA 2401211985 Female
i
Vaccine Type Cose
Frst Dase
Vaccine Type Cose
Flugelvzx Tetra - QVe First Dose
Vaccine Type Dose
Comimaty 30micrograms/0.3ml dose (Pfizer) Booster Dose
Vaccine Type Loce

Comitnaty 30micrograms{03ml doss {Pfizer) Second Dose
Vaxine Type Dose

Comimaty 30miaograms/03m dos: (Pfizer Fist Dose

Add Pre-Screening

Eigiity Type

N

-~ Please Select -~

Plamnad accne Type©

-~ Please Select -~

Date

Contact Us

Dose’

X | -elamig o HathzeAds X |+

Postcode

W10 98)

Dzsz Amount.

Dzsz Amount.

0.5 Milfliter (qualifie

Dzsz Amount.

03 Wilter (qualfe

Dasz Amount.

Dzsz Amount.

ndintes o aguied e

¥ - Please Select -

Presceening Clnican”

Backing Nuribe

DeaScurce

NHSE

DeaScurce

NHSE

DezaScurce

HSE

DezaScurce

NHSE

DeaScurce

NHSE

©amybria@nhnet 8 Sign Out

1. Scroll down to Add Flu Vaccination

‘ B computerSysems

3 C @ nivsardengemzsusnsukffiu-vacdnzt an/Add/2281210

X | W] #5058 Sobmre rsaliion - X 45

x [l OV 9sccraion- skamn x| [ NacEeh b

NHS Namozr Name Dzzz Of Birth Genger

607042662 AMY BRAIA 2471211885 Female

Flu Vaceinat o History

Date Adririsfled  Vacine Type Cese
1717202 First Dose

Date Adriricled  Vacine Type Dese
17117202 Fluceliax Teva - Qe First Dose

Covid Vaci ations

Date A rislred Vaccine Type Cose
2510720 Comimaty 30micrograms/03ml dose (Pize) Booster Dose
Vacine Type Cose
Comirmaty 30micrograms/0.3m| dose (Pfizer) Secand Dose
Vacing Type Dose
Comimaty 30micrograms/0.3m| dose (Pfzer) First Doge

Add Flu Vaccination
Higtity Tpe’
 PleaseSelect - v
Censened cr Vaczination? Consent Type”
@Y Oto -- Please Select -

Istng incividu! having avezci

ey becausethey are pregnant? ©

Fosteods

W10 98)

Dose Amourt

Dose Aot

05 Willer (qualfe

Dose Amaunt

03 Wililter fqualiie

Dose Amaun:

Dose Amoun:

X | | -edesmingforedrce it X

Cata Source

NHSE

Data Source

NHSE

Data Source

NHSE

Data Source:

NHSE

Cata Source

NHSE

Qanybrai@rhsret 8 Sign Out
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COVID-19 Vaccine

Flu Vaccine

2. For eligibility type select the appropriate category for the patient
e.g. “eligible due to age” from the drop down list

Wx P x I o kccraton-dearir % | [ e X |1 -slemiglorhelfarstuh X | + v.o- 18

| - « 1

€9 G B nvadengencsunhsubjpescesning/Add’

210

m ANNS immuricaton Satus Faents Baches Prescreenings Schools™ Reports™ VaccivtorLocaion. s

@ zmybreiz@nhsnet B Sign Out

Add Pre-Screening

" indicates o required fiald
Bighity o *
- Please Select - v
v
Boakirg Number
theirzg
dual s e/ gible due to pregnang?
Yes Uho
ther homeless or lives I a closzc szt ng such as residents of supacrted living accommodstion?)

isa cusznokd cantact of peape with immunasuppressien? C¥es Oho
d CAR-T therapy or stem cell transplantation sinc receiving their last vacc mation? ONetsated CYes Oho

Comrient

Consented ForVaccination?
@ Ohe
Consent Typs*
- Please Select - v
Fre-screening Ouicame "

- Please Select - v

Hasth dinican cofimed -t the ndiualis sl o proceed to vacineion, folloing cos dratonof e vecine sp i srening quesionsi™

en & GEM CSU

2. or eligibility type select the appropriate category for the patient
e.g. “eligible due to age” from the drop down list

1B compur Sstems X | Y 058 Smrertbront X 9 s X [l 000 ecinston-searin: ¥ | ] WSten b

|| -slemngioretbore st X | + vo- 8 X

€ 5 O nivsardengemesusukfluvascnzt anAdd/Z81210

m AN inmunistion St Paers Beches Presaeenings Schools™ Repors ™ Vcinatorocaion. Users Qamybras@rsoet. 85 0t

Date Adnitersd Vactine Type Doss Dase ko Dz Soree
2503200 Comirnaty 30micrograms/0.3ml cose (Pfizer) Second Dose NASE
DateAdinstered Vacine Type Dos2 Dese Ameun: Dz Soree
05017202 Comirmaty 30micrograms/0.3ml cose (Yer] First Dose NASE

Add Flu Vaccination
Slsity e
-~ Please Selec M

Individual is elig ole du
Individual is immunosuppressed?
Individual is linically at isk?
Individualis a household contact of peop 2 with immunosuppression?
Individual is a carer?

Individual bes had CAR-T therapy

ell wansolanation sirce recelving their ast vaccinzticn?

Zatch Number * Batch Exiry Dzce Manufacturer

-~ Pleasz Seect - B~ Plesse Select - A/
accinz Tope Vaccnsten Stat

- Please Select - ¥| o Plse Selecr - v

Contact Us Arden & GEM CSU

COVID_19 Vaccine Policy Procedure 10:

Page 20 of 36

Identifying patients who have been in hospital over 21 days and offering them the current seasonal vaccine(s)

Review Date: 30/03/2027
v1.0 March 2024
MP11 / Version 3.0 / TMC Approval June 2024 — Attachment 10




NHS

The Royal Wolverhampton
NHS Trust

COVID-19 Vaccine

Flu Vaccine

3. Select the correct vaccine from the drop down list

558 Sofvare Petalatizn e X &9 NIV x [l comn-18Vaccnstion-eesmin: x [ NEE e X || -elomigir-airarehs x | +

BB Compuer Stems x|

3 C @ nivsarcengamesunhsukiprescreening/Add/2261210

m ANV Immunisation Status Patients Batches Pre-screenings Schooks™ Reports™ Vacrinator Location Users

Add Pre-Screening
indicatesa equed feld
Highilty Type
Individuz! i & health care worker? v
St Grganisaton S Role Emcloyze Nurcer
THE ROYAL WOLVERHARFTON NHS TRUS] Acmin anc Cercal v 25666685
Planned Vacine Type © Dese”
-- Plzse Select -- ‘ V| - Please Sect - v
ms/0.2ml dose (Pfizer)
Booking Yurber
Eréla@nhsret] is signed in L
= J¥es UN.
Spikevax Gicron (.1mgymi dase (
Spikevax Orig nal/Omicron BA 4
VidPrityn Beta Smicrograms/0.57 dase eur} Jtes o

s the ciidcl ndicated the a2 or coud be pregnant*

Coment

Conserted Fr Veccinton?
@y Oto
Comsert Type®

- Plezse Select - M

Pre-scrzening Cutcame

Obo:satee Oves Do

O amybraia@nhsnet B Sign Out

 Arden & GEM CSU

1

3. Complete the consent process clicking the button to confirm if the
patient has consented for vacciantion or not and then select from
the drop down box, the type of cbnsent given by or on behalf of
the patient

elezming o Hedrcredith X

B Comeuter ysems X | g1 #5005 Sofere sallaion - X 43 s x [ COVID-'3 Veczinaton - dearin: X

¢ C B nivszrdengamesunsukffus 12281210

m NS Immunisaion Sus Patients Baches Pre-screnings  Schools~ Repors ™ VaeeatorLocation. Users Qanybra@nhset ® SgnOut

Data Source

Date A risered Vazdnz Type
B0 Comimaty 20micograms/03gfdoss (Pizer Second g NHSE
Date A ristered Vacciz Type Doce Amoure Data Souce
05/01/2021 Comimaty 20micogggfhs/0:3ml dose (Pizer First e NHSE
Add Flu Vaccination
Higtiity Tpe
Indhiduzl s  helth v
Stff Orgznsation St Rl Employes Number
THE ROVAL WQIFERHANPTON NHS TRUST Admnanc @ercal v 25666635

Consered “Recnetcr” Consent Type*

@ Ono

Istre indviduz baving 2 sacie today 52

Ces o O ot Sated

Flu Vaccation Gen? cate
Interests process of the Menta! Capacity At
ting power of attemey for personal welfare

@ Ono

Vacinator Forename * Vactinator Surmame *

Bate Vumber© Batch Epiy Date Vanidacurer

—Please Select - 7

~ Pleasa Select -- || ddimmpyyyy

Contact Us
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COVID-19 Vaccine

Flu Vaccine

4. Select the correct dose this will in most cases be a booster dose

‘ I ComputerSsters X | F1 500568 Softere stalationfe X 4P NS x I 00N Vcingcn - i X | [ NHSE el ot X | -elsminglo Hesthcre Al X |+ v - @

¢ 9 @ i nisarengemesunhsuk/prescrzening/Ade

m ANIVS  Immunisation Status Patients Batches  Pre-screenings Schools ™ Reports ~  Vacrinator Location  Users

@amybraia@nhsnet © Sign Out
y ig

Add Pre-Screening

inaicates 5 refired field

Zlibity e
Incivicual is a health care worker? v
SaffOrganisaton Siaff Role
THE ROYAL WOLVERHARPTON NHS TRUST adin znd Cleical v
anres Vacene Tyce Dose’*

Corirnaty rgingl/Omicron BA4-5 15m crograms/1Smicrograms/0.3ml dose (Pf ¥ | — Please Se.ect v

-~ Plese Select -
First Dose
Second Dose

e resreening Clnciar*

ddmmiyy

Booster Dose

Joes the indiviguzl nave a history of anaphyiaxis o significart allergic 2act ons to any vaccines of it ngredients? * ¥ ONe
~as tre individual experienced any serio.s avers reacion sfer previous COVID-19 vaccne doses?” O¥s ONe

ONotstaed O

=astre individua irdiceted they are or ol be pragnart?”

Comment

Consened For Vaccingtion?
®ies Oho
Consen: Type*

- Please Select - v

re-screening Outrome

- Please Select - v

2023 € Arden & GEM CSU

1210 et w0a:

4. Confirm if the patient is having a vaccine today because they are
pregnant.

B Compuar Systems x | 1Y ssitszt St hetaion e X 49 x|l cOuC-19eccation-eeari- x | ] Wkstentus X | -elsmngioHesivasredal X | 4 v = X

13 C i nivszrdengemcsunhsuk fu-vaccration/Add/2261210

m ANIVS  Immurisalion Status Patens Batches Pre-seren’igs  Schools™ Reports ™ Vaccinator Location Users

@amybraia@nhsnet @ Sign Out

Add Flu Viccination

Slgibiity Type

Indivicuz! [a hesl

StaffOrganisgion e Role mployes Mumber
THE ROYAW WOLVERHAMPTON NHS TRUST Agmin and Clerical v | 25666635

Consente i Vaccination? Zonsent Tpe

D J Informed consnt given for treztment v

sthe ndvidue| having avacdre tecay ozcause theyare pregrant?

Otes Oo @ ot Sarec

“luVazcinzt on Gien? Date*

dd/mmAyy @

Vaccinator Surname ¢

i Ono

Vaccinator Forenamz *
Manufacturer

SathNurber© sz B Date

-~ Please Select v | ddfmmiyyy B - Please Select - v
Vaccine Type Vaccination Ste *

-~ Please Select - v --Please Select M
Vaccinator Location

Veceator Organisaton Vaceation Geo S

THE ROYAL WOLVERHAMPTON NHS TRUST
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Add pre_screening m A NNS  Immunisation Status Patients Batches Pre-screenings Schools ™ Reports ™ Vaceinator Location  Users ' zmybraia@nnsnet & Sign Out
* inaicares a required field P
. Add Flu Vaccination
igblty Tyoe
Individual s a health care wofler> v
Zligbilty Tyos
Saff rganisaion Saff e Employee Numbzr
Ingvidual 's a health care worker? v
THE ROYAL WOLVERHAN PTEN NHS TRUST Admin and Cercal v 25666685
Staff Organisation StafRole Employez Numbsr
Plannec Yaccne Ty D
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y
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05109202 B ‘
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123
Sath Number Wenufzcurer
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~ Please Select B | - Please Select v
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@i ONe - Flease Select -+ v v
Consert Tyae?
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COVID-19 Vaccine Flu Vaccine

6. Type in the name of the pre-screening Clinician 6. Type in the name of the vaccinator

m MNNS Immunisation Satus Patients Batches Pre-screenings Schools ™ Reports*  VacinatorLocation  Users O amybraia@ohanel B Sign Out

m A NIVS  Immunisation Status  Patients Batches Pre-screenings Reports ¥ Vacdnator Locafjon O nichols.care@nhs.net @ Sign Out

Add Flu Vaccination

Add Pre-Screening

ity Tpe

) ) Individualis a health care worker? 7
* indicates a required field

s Staff Qrganisation Staff Role, Employee Number

Eligibility Type . 2
) ) THE ROVAL WOLVERHAMPTON NHS TRUST Adrignd Cerical v 665
Individual is eligible due to their age?
ComsentedFor Vacinaon? Coment Type

Planned Vaccine Type Dose O Olo nformed consent given for tgstment ¥

Comirnaty Omicron XBB.1.5 30micrograms/0.3ml dose (Pfizer) v Booster Dose v I theindidual hving 2 vaceine o becaue they are pregant?

Yis ONo ®NotSated

Date * Prescrezning Clinician * Booking Number

Flu Vaccination Given? Date
dd/mm/yyyy @1 Ot 0500972023 8
y
Vaccnator orename Vaccnator Sumame
Does the ingividual have a history of anaphylaxis or significant allergic rzactions to any vaccines or its ingredients? * Oes ONo J §
L . . . . 3 . Batch Number Batch Expiy Date Manufacturer
Has the individual experienced any serious adverse reaction after previous COVID-19 vaccine doses? * Oves ONo ™
- Please Select - v | dd/mmjyyy 8| - Please Selct - Y
Has the individual indicated they are, or could be pregnant? * ONotStated OYzs O No Vacene Tjpe Vacenition e
-~ Please Select - v - Please Select - bl
Comment
Vaccinator Location
Vaceinator Organisation Vaceination Geo Site
4
THE ROYAL WOLVERHAMPTON NHS TRUST NEW CROSS HOSPITAL

Consented For Vaccination?
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COVID-19 Vaccine Flu Vaccine

7. Ask the Prescreening Questions and click the appropriate button to 7. Select the correct vaccine used, including batch number
record their yes/no responses to each question. Record any -
relevant information in relation to the patient and their responges in (TR 5 oo e s i s s i o Qs B5mon
the comment box.

Add Flu Vaccination

m NS Immunisaton Status Patients Baiches Pre-scifenings Reports ™ Vaccinator Location 8 righes.care@nhset B Sign Out

Egioility Type

Idividual s  health care worker? v

$taff rganisation Staft Role: Employes Number
indiates a requiced field

igibiity Type * (VAL WOLVERHAMPTON NHS TRUST Adrin and Clerical 2566668
Eligibiity T THE ROYAL WOLVERHAMPTON NHS TRUST Admin and Clerical v 25666685
-~ Please Select -- v
Consented For Vaccination? Consent Type
Plenned Vacz s Type © Dose*
~ Please Select - v Please Select - O Ol nformed gfisent given fortreatment v
Date Prescreening Clnician Booking Nurber Isthe individual having a vaccine today because they @8 pregnant?
dd/mmyyyyy 2
Yes UNo @Not Stated
Does the incividual have  nistory of ananhylaxis olfignificant allergic reactions t any vaccines o its ingredients? * OYes Oto RN B
Has tha individual exparienced any sericus adverse -e3gtion after previous COV D-19 vaccine doses? © OYes ONe @Y Olo s /00/2053 8
Has th2 individual incicated they are, or co.id be pregnalf? © OnctSated OYes ONo
Vaccnator Forename Vaccinator Sumame
Comrment
S
% AN
Batch Number Batch Exgiry Date Manufacturer
Corsentas For Vaccingtion? ™
. -~ Please Select - B | - Please Select - v
®Yes CNo =
Corsent Type * Vaccne Type Vaceinaton Ste
~ Please Select -- v 7 p
-« Please Select - ¥ - Please Select - Y
Pre-sereening Outeome *
- Please Select -- v 4 g
Vaccinator Location
Hsthe cinician confirmed thatthe incividual i sizable to proceed tc veccington, following corsideration o the v3ccine speciic screening questions?
’ Vaccinator Organisaton Vaceination Geo ite
OYes CNo
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COVID-19 Vaccine Flu Vaccine

8. Complete the Consent process clicking the button to confirm if the 8. Record the location site of the vaccination (e.g. Left upper arm)
patient has consented for vacciantion or not and then select from
the drop down box, the type of consent given by or on behalf of the
patient

m MNVS  Immunisaion Status  Patients  Batches Pre-screenings Schools = Repors = Valkinator Locaion  Users @ amybraia@ohanet B Sign Out

Add Flu Vaccination
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9. The clinician must record their clinical decision regarding 9. Review the information for accuracy, confirm the location is
administration of the vaccine and record the outcome from the correct and once satisfied click save

options in the drop down box.
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10. The clinician must confirm whether the patient is suitable to
proceed to vaccination by clicking the appropriate button and then
click save
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10. Once saved the system will automatically go back to the
vaccination information for the patient. Review the updated
record to ensure that the vaccination you have just recorded
appears on this page.
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At this point the vaccination will be given then the following is recorded

11. Select the correct button to confirm if vaccianted yes/no
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11. Select the legal framework used to vaccine e.g. National Protocol
and the correqt date
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12. Input the vacciantors name, professional body and registration
number
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13. Input the details of the Clinician drawing up the vaccine. If it is the
same person as the vaccinatoy, click the “same as vacciantor” box
and the details will auto-populate. Select Yes or No button to
confirm if the clinician drawing up is qualified — All clinjci

drawing up vaccine for inpatiént vacciantions should
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14. Input the details of the responsible clinician. This person is the
clinical nursing lead for the ward on shift at the time of vaccination.
They must be familiar with the eligiblity criteria and national
protocol as well as the vaccine being used.
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15. Select the batch number and defrost expiry date of the vaccine
used
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16. Record the dose type (e.g. Booster), vaccination site (e.g. left
upper arm) and confirm whether the patient was gT/en the relevant

post-vacciantion information.
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17. Review the information for accuracy, confirm the location is correct
and once satisfied click save
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18. Once saved the system will automatically go back to the
vaccination information for the patient. Review the updated record
to ensure that the vaccination you have just recorded appears on
this page.
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COVID-19 Vaccine Procedure 11
The Management and Administration of Multiple
Vaccines in a Single Vaccination Clinic Setting

1.0 Procedure Statement

This Standard Operating Procedure (SOP) describes the process for the
administration of multiple vaccines in a single vaccination clinic setting.

The aim of the SOP is to ensure the safe handling of different vaccines within the
same physical location and to avoid medication administration error.

This does not apply to inpatient services which should only have one vaccine type in
their location

This procedure was developed using the SPS guidance for sites when handling
multiple vaccines.

2.0 Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the safe and
secure handling and management of all vaccines across all vaccination sites
operating within the jurisdiction of the Trust.

The Clinical Lead for the vaccination site is professionally accountable for ensuring
that appropriate and formal authorisation for vaccine administration is in place, for
example National Protocol, PSD or PGD, and the staff groups who are working are
those defined as eligible to do so in accordance with the authorisation being used.
The Clinical Lead is also responsible for ensuring that all staff undertaking duties at
the vaccination site meet the training standards and competencies for the
vaccination programme.

A Clinical Lead must be physically present at all times and is responsible for
provision of vaccination under the protocol at all times and must be identifiable to
service users. The Clinical Lead is responsible for provision of safe care during the
vaccination session.

The Operational Lead for the vaccination site is accountable for all administration
processes required to support vaccination. A designated Business Manager may be
identified by the Operational Lead to deputise at the vaccination site, this includes
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appointment management that allows for flexibility to meet the needs of the staff
where possible.

The COVID-19 Lead Pharmacist is accountable to the day-to-day management of all
vaccines and must be contactable at all times that vaccination sites are operational.
They must complete regular (minimum monthly) assurance visits to each active
vaccination site.

3.0 Procedure Detail / Actions

VACCINE ASSURANCE VISITS
3.1 The COVID-19 Lead pharmacist must complete regular assurance visits to each
site and complete the pharmacy supervision of COVID-19 Vaccine Checklist
(attachment 2). This can be delegated to an appropriately trained pharmacist.

VACCINATION SESSION SET UP AND CLOSE DOWN

3.2 Before the start of every vaccination clinic, the COVID-19 Vaccination session
record (Attachment 1) must be completed by the Clinical Lead.

3.3 The document must remain live throughout the session and all sections must be
fully completed.

3.4 The close-down process must be completed before the clinic and the vaccination
team leave each night.

3.5 The supervision log must be kept with the vaccination worksheets completed on
the same day.

3.6 These will be reviewed as part of the COVID-19 lead pharmacist stock
reconciliation checks. (see COVID-19 Procedure 4 — Stocktaking and
reconciliation of COVID-19 vaccine)

SAFETY BRIEF
3.7 The Clinical Lead will conduct a ‘Safety Brief’ at the start of each vaccination
session. All staff must attend the Safety Brief. If a member of staff starts part way
through a vaccination session they must report to the Clinical Lead for a Safety
Brief. A copy will be retained.

3.8 The Safety Brief will include, but is not limited to, the following.

* Introduction of the Team (supervisor, vaccinators, pharmacy, admin, security).

» |dentification of Clinical Lead, registered staff members and unregistered
vaccinators.

+ Confirmation that all staff have completed training, have been signed off against
the national protocol(s) and have been approved to vaccinate.

» Confirmation that any information displayed is accurate and current.

» The vaccines to be used that day, and the coloured tray for each different
vaccine.
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* Which legal mechanism is being used e.g., written instruction, national protocol
etc.

* Reiteration of doses.

* Any changes to processes .

* Any clinical updates.

* Lessons learned from clinical incidents.

NATIONAL PROTOCOLS / PGD / PSD / Written Instructions
3.3 National Protocols, PGDs, PSDs or Written instructions must be followed in
accordance with the legislative requirements.

3.4 Only registered vaccinators are authorised to complete the initial clinical
assessment, provide information and advice, and consent the person to be
vaccinated.

3.5 Only registered vaccinators are authorised to administer vaccines against a
written instruction.

3.6 Registered and unregistered vaccinators are permitted to prepare and administer
vaccines against a National Protocol. Unregistered vaccinators must be
supervised by a registered member of staff.

3.7 In the event that a vaccine is to be administered against a patient specific
direction or patient group direction, a registered vaccinator must administer the
vaccine.

Vaccine Storage and Preparation

3.8 Each different type of vaccine must kept in a separate, clearly marked area of the
fridge or a different fridge should be used to separate the different vaccines.

3.9 The door to the room where vaccines are stored must be kept shut at all times
when not in use and the fridge and room door locked when the room is left
unattended.

3.10 When COVID vaccines require dilution, there must be a separate preparation
area for each different vaccine. If there is insufficient space to achieve this, only
one vaccine can be prepared at a time and the checklist for clear-down of the
current vaccine dilution area (Appendix 1) must be used to close the
preparation area down before commencing the preparation of a different
vaccine.
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3.11 Where there is space for multiple preparation areas, the vaccines must be kept
physically separate this will be achieved by using separate workstations in the
vaccine preparation room identified. For dilution and administration, different
coloured trays will be used.

3.12 Each different vaccine will have a differently coloured tray that they are placed
in once they have been prepared for use. All staff members must be aware
that the colours may vary at different vaccination sites.

3.13 Using the poster in Appendix 2, the vaccination site must display a record of
the colours to be used for each vaccine in all vaccination preparation and
vaccine administration areas.

3.14 There must be a maximum of one vial of diluted COVID vaccine in the vaccine
preparation area at any time.

Vaccine workstation management

3.15 Wherever possible, vaccinators and vaccination workstations must be assigned
to a specific vaccine.

3.16 Where this is not possible and a different vaccine is required, the current
vaccine must be returned to the vaccine preparation room and the alternative
vaccine taken to the vaccination workstation.

3.17 Wherever possible, vaccinators and vaccination workstations must be assigned
to a specific vaccine.

3.18 Lidded trays containing diluted vaccine and syringes must be collected from the
vaccine preparation room and taken immediately to the vaccine workstation.

3.19 Only one type of COVID vaccine can be in the vaccination workstation at any
time.

3.20 If the COVID-19 vaccine and another clinically appropriate vaccine are being
used in a single workstation, a maximum of 5 pre-filled vaccine syringes can be
in the same workstation as one COVID vaccine.

3.21 Where COVID-19 and influenza vaccines are used at the same workstation, the
COVID vaccine must be kept on the top of the vaccine workstation and the
other vaccine must be on the bottom of the vaccine workstation.
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3.22 Where this is not possible and a different vaccine is required, the current
vaccine must be returned to the vaccine preparation room and the alternative
vaccine taken to the vaccination workstation.

3.23 At the end of each vaccination session, every effort will be made to use all
available unexpired doses. After this, any remaining vaccine will be disposed
of and must not be returned to the fridge and the wastage recorded.

Clinical assessment and administration

3.24 All vaccination sites must have an operation flow document that is displayed in
a staff area at all times.

3.25 The patients’ demographics will be requested. These will be cross checked
using a Vaccination Software (e.g. NIVS/NIMS/Pinnacle/EVA).

3.26 Once the vaccination record has been clarified, a registered vaccinator will
complete the initial clinical assessment, provision of information and advice,
and obtain informed consent for ALL service users for EACH vaccine being
offered.

3.27 Where appropriate, service users to be vaccinated will be offered up to two
vaccines at the same time. The clinical assessor undertaking the clinical
assessment will gain informed consent and will determine which vaccine(s) are
to be given.

3.28 Separate consent forms will be used for each vaccine. Where a vaccine is
NOT appropriate for administration, the registered vaccinator will annotate the
consent form accordingly.

3.29 Consent will be documented on the relevant consent forms available on the
computerised system for all vaccines. A written parental consent form will also
be used for children aged 5 — 15 years of age.

Where a vaccine is NOT appropriate for administration, the clinical assessor
will annotate the consent form accordingly.

3.30 All vaccinators (registered or unregistered) must operate within the legal
framework under which they are administering the vaccine (e.g., National
Protocol or PGD) and must follow the appropriate SOP for COVID-19 vaccines.

3.31 Where the registered vaccinator is working alone, they will administer the
vaccine that is in the pre-filled syringe first and then the COVID-19 vaccine.
The vaccines should be administered in different arms.
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3.32 Where the registered vaccinator is working with another vaccinator (registered
or unregistered), the first registered vaccinator will administer the vaccine in the
prefilled syringe. The second registered vaccinator or unregistered vaccinator
will prepare and then administer the COVID-19 vaccine.

3.33 The vaccinator (registered or non-registered) will request second check to
confirm COVID-19 Vaccine and dosage before administering.

3.34 Vaccinators should verbally confirm the vaccine to be given with the service
user before administering the vaccine.

3.35 Vaccinators must ensure that the person to be vaccinated is ready e.g., sleeves
appropriately rolled up, door closed, if necessary, before removing the vaccine
from the vaccine workstation.

3.36 Vaccinators must work from one vaccine workstation and must not walk about
with vaccines.

3.37 Vaccinators are responsible for all vaccines on their workstation and must not
leave them unattended.

3.38 All reasonable efforts must be taken to ensure that vaccinators are not
interrupted or distracted whilst they are vaccinating.

3.39 In the event that an incident occurs or a vaccinator deviates from this
procedure, the Clinical Lead must be informed immediately. The incident must
be logged on the Datix system and the vaccinator may be required to undergo
further training and competency assessment. All incidents must be discussed
at Safety Briefings to ensure learning and improve patient safety.

4.0 Equipment Required
The appropriate vaccine(s) for the scheduled vaccination clinic
PPE
Alcohol gel
Sharps Bin
Coloured trays
Alcohol wipes

Safe sharp needle and syringes
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Consent forms

Patient Information

5.0 Training

All staff operating under this procedure must meet the training standards and

competencies for the COVID-19 vaccination.

Attachment 1 — COVID-19 Vaccination Session Record
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Attachment 2 — Pharmacy Supervision Assurance Checklist of COVID-19 Vaccines

6.0 Financial Risk Assessment

1 Does the implementation of this document
require any additional Capital resources

No

2 Does the implementation of this
document require additional revenue
resources

No

3 Does the implementation of this
document require additional
manpower

No

4 Does the implementation of this
document release any manpower
costs through a change in
practice

No

5 | Are there additional staff training costs
associated with implementing this
document which cannot be delivered
through current training programs or

allocated training times for staff.

No

Other comments

COVID-19 Vaccine Procedure 11: Standard Operating Procedure for Administration of
Multiple Vaccines in a Single Vaccination Clinic Setting
Review Date: 30/03/2027

V3.1 March 2024
MP11 / Version 3.0 / TMC Approval June 2024 - Attachment 11

Page 7 of 11



7.0 Document Control

NHS!

The Royal Wolverhampton
NHS Trust

Director of
Pharmacy

COVID-19 Title of Status: Author: Nicholas
Vaccine Procedure/Guidelines _ Carré
Procedure 11 |standard Operating Final
V3.1 Procedure for the For local procedures
administration of multiple and guidelines Lead
vaccines in a single Sponsor:
vaccination clinic setting Clinical Director of
Pharmacy
Version / Version Date Author Reason
Amendment
History v1 23/3/22 Deputy Clinical | New SOP
Director of
Pharmacy
V2 20/09/2022 Deputy Clinical | Updated to allow use of
Director of additional vaccines outside
Pharmacy influenza and COVID-19
V3 30/03/2023 Clinical Lead — | Updated appendix 2 to reflect
Living Well current COVID-19 vaccines
Group for Spring Booster 2023
V3.1 23/03/2024 Deputy Clinical | Updated appendix 2 to reflect

current COVID-19 vaccines
for Spring Booster 2024.
Change to timeframe for
assurance checks

Intended Recipients: All staff working in RWT COVID-19 Vaccination sites

Consultation Group / Role Titles and Date: One Wolverhampton Living Well Group
Manager, Clinical Director of Pharmacy, Clinical Lead, Alfred Squire Vaccination Hub

COVID-19 Vaccine Procedure 11: Standard Operating Procedure for Administration of

Multiple Vaccines in a Single Vaccination Clinic Setting

Review Date: 30/03/2027
V3.1 March 2024

MP11 / Version 3.0 / TMC Approval June 2024 - Attachment 11
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NHS Trust

Name and date of group where reviewed

Trust Medicine Management Group (MMG)
04/2024
Trust Policy Group — June 2924

Name and date of final approval

Trust MMG 06/2024

indicated)

review frequency is 3 yearly unless otherwise

committee Trust management Committee — June 2024
Date of Procedure/Guidelines issue July 2024
Review Date and Frequency (standard [June 2027

Training and Dissemination:

This procedure will form part of the COVID-19 vaccine training programme which all new
vaccinators are required to complete. All staff working on the vaccination hub will be required
to read this procedure this includes vaccinators, pharmacy and admin staff.

To be read in conjunction with
MP 11 COVID-19 vaccine Policy

Initial Equality Impact Assessment:

Completed

Full Equality Impact assessment (as required):

No

Contact for Review

Clinical Director of Pharmacy

Monitoring arrangements

Trust Medicines Management Group

setting.

Document summary/key issues covered

This Standard Operating Procedure (SOP) describes the process for the management of
multiple vaccination types (e.g. COVID-19 /Flu) whilst vaccinating in a single vaccination clinic

Key words for intranet searching
purposes

COVID-19
Vaccine
Vaccination

COVID-19 Vaccine Procedure 11: Standard Operating Procedure for Administration of

Multiple Vaccines in a Single Vaccination Clinic Setting

Review Date: 30/03/2027

V3.1 March 2024
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APPENDIX 1 - Checklist for clear-down of current vaccine dilution area

Name of Person completing
checklist

Date & Time of changeover

Clear down of “Current” vaccine

Current Vaccine in use
Clearly print

Action

Initials or N/A

Confirm all current vaccine removed from preparation
areas

Confirm all diluent for current vaccine removed from
preparation areas (mark N/A for ready to use vaccines)

Confirm all vaccine-specific disposables (dilution
syringes, administration syringe & needle packs etc.)
are removed from all preparation areas

Confirm all current dosing or preparation posters have
been removed from the area

Confirm all current vaccine preparation instructions and
flowcharts for current vaccine removed from the area

Update the COVID vaccination session records to
document the time when the change in the vaccine
type being prepared happened

COVID-19 Vaccine Procedure 11: Standard Operating Procedure for Administration of
Multiple Vaccines in a Single Vaccination Clinic Setting

Review Date: 30/03/2027

V3.1 March 2024
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APPENDIX 2 - Vaccine Colour identifier

Vaccine Tray Colour
Comirnaty 30
(XBB.1.5)
Ready to use

Comirnaty 10 (XBB.1.5)
for Children 5-11 years
Ready to use

Comirnaty 3 (THREE)
(XBB.1.5)
Concentrate

Spikevax (XBB.1.5)
Ready to Use

Vaccine name:

Vaccine name:

Vaccine name:

COVID-19 Vaccine Procedure 11: Standard Operating Procedure for Administration of
Multiple Vaccines in a Single Vaccination Clinic Setting Page 11 of 11
Review Date: 30/03/2027

V3.1 March 2024
MP11 / Version 3.0 / TMC Approval June 2024 — Attachment 11



COVID-19 Vaccination session Record

Date / / Vaccination Site/Locatior]

Start of Session Approval Issues identified during session (confirm reported to Clincial Lead)

Fridge temperatures checked, in range and reset

Work stations clear

Anaphylaxis kits given out to each room/roving team

Vaccine types(s) in use this session

Clinical Lead
Name
registration No
Start
time finish time End of session close down
Name Vaccination logs returned, completed and counted
registration No No. of vials used (record for each vaccine type)
Start
time finish time No of doses wasted (record for each vaccine type)
Name Workspace cleared and disinfected
registration No Fridge temperatures checked, in range and reset
Start
time finish time lock fridge and secure key
ensure cardboard put out of door for cleaners and full

Name sharps bins put for disposal
registration No Anaphylaxis kits returned to secure location
Start Vaccination session closed - ensure storage room door
time finish time locked as you leave

CIIvUIT O.U
Written By: Nicholas Carre Issue Date: 1/4/24

Approved By: Trust MMG Review Date: 31/3/27
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COVID-19 Vaccine Procedure 11

Assurance Check for COVID-19 Vaccines Service

Vaccination Site name: Date:

NHS Trust

1. Workforce

Signature

Identify the Clinical Lead and introduce yourself. Ensure the
name of the Clinical Lead on shift is displayed in a public area.

Identify any new vaccinators and gain assurance from the Clinical
Lead that they have completed the necessary training and are
signed-off as competent, or if not signed-off as competent they
will be under-going supervised practice. Ensure the vaccinators
at the site are signed off against the most current version of the
COVID-19 vaccine PGD and protocols.

Identify who is managing the vaccine supply for that day.

2. Information

Signature

Identify when the pre-session safety huddle is to commence and
ensure that any new information about the vaccine and / or the
vaccination service is communicated

Huddle time:

Notes of any items discussed at the huddle:

Update the information board in the staff room with any new
information about the vaccine that staff providing the service need
to be aware of

3. SOPS and Protocols

Pass

Fail

Check the protocols are the latest version and signed by
everyone working that day

Check the protocols have been signed by the authorising clinician

Check all necessary Policy and SOPs are in place and staff have
signed the SOPs

Check there is an operational SOP for managing multiple
vaccines in place

COVID-19 Vaccine Procedure 11: Pharmacy Supervision of COVID-19 Vaccine attachment 2

v.3

Issue date: April 2024

Review Date March 2027

MP11 / Version 3.0 / TMC Approval June 2024 — Attachment 11_Attachment2
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Observe on 3 occasions (if possible) that vaccine handling is in

accordance with the relevant SOP

Observe each vaccinator and second checker on 2 occasions

that the draw up and second check SOP is being followed

correctly.

Record any missing protocols and SOPs here and who has been

asked to update them

Confirm there is a COVID-19 Vaccination session record

completed for every day the site was operational.

3. Equipment & Facilities Pass Fail

Check the fridges are working within range (2-8°C) and there

have been no excursions.

Confirm that any temperature excursions have been documented

correctly and reported, stock is quarantined pending an outcome

on stability and if still safe to use.

Confirm that fridge temperatures are being recorded and the

thermometer has been reset

Confirm that data loggers are in place and operational.

Download the latest data and check temperature stability. Attach

a copy to this record.

Confirm any temperature excursions have been appropriately

managed (If applicable).

Confirm the record sheet and instructions on how to reset the

maximum and minimum fridge temps are located with the fridge.

Check the ambient temperature of all areas where vaccine is

stored and used.

Confirm that ambient temperatures are being recorded and the

thermometer has been reset.

Confirm that ambient temperatures are within the required range.
COVID-19 Vaccine Procedure 11: Pharmacy Supervision of COVID-19 Vaccine attachment 2 Page 2 of 4

v.3

Issue date: April 2024
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Confirm any temperature excursions have been appropriately
managed (If applicable).

Ensure the vaccine preparation station is clear and cleaned ready
for the session.

Cleaned by : Time:

Ensure there are 2 sealed anaphylaxis packs available in each
vaccine bay. There should be a laminated copy of the
anaphylaxis protocol with each anaphylaxis pack.

Check the drug cupboards in the clinical room and check that
there is sufficient stock of fluids and second —line anaphylaxis
medicines (if applicable).

Confirm with the Clinical Lead that the resus trollies have been
checked.

Check all medicines are in date and have not expired.

Agree action for Clinical lead to order any additional medicines
required from Pharmacy

4. Vaccine and Consumables

Pass

Fail

Ensure that the vaccine vials are in date.

Ensure vaccine vials currently in use by vaccinators have not
expired.

Confirm the vaccinators have the latest worksheets and are
completing them correctly (check 10 sheets).

Count the vaccine vials (see SOP 4, a photograph of the vials
may be taken to aid counting without removing the vaccine from
the fridge) and reconcile the physical count against the number of
vaccine vials recorded in the controlled drugs register. Sign the
stock register to confirm the stock count.

Observe vaccinators process for preparing the vaccine for use.
Confirm they are operating in accordance with MP11 procedures.

Confirm that the vaccination tray colours are displayed in all
areas as required by the MP11 procedure.

Confirm the correct coloured trays hold the correct vaccine.

Confirm that vaccine is being managed in accordance with MP11

Confirm there is no vaccine that will go out of date before use.
Implement Mutual Aid to avoid the loss of vaccine due to expiry.

COVID-19 Vaccine Procedure 11: Pharmacy Supervision of COVID-19 Vaccine attachment 2

v.3

Issue date: April 2024

Review Date March 2027
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When not in use:
e confirm that the fridge door is firmly closed and locked and
the temperature is within range (2-8°C),
e confirm that drug cupboards are locked, and
e confirm that keys to the fridge and drugs cupboard are
held by the clinical lead or delegated registered practitioner
or securely stored in the key cabinet.
Ensure all sharps bins currently being used have the correct
information documented on them and are secure when not in use.
Confirm all full sharps bins are sealed, signed and stored in a
secure location until collection.

Ensure any empty vaccine boxes are defaced and disposed of as
confidential waste.

Date: Time: Signed:

Print Name:

Actions Communicated to Service Lead
Service Lead name:

Date:

COVID-19 Vaccine Procedure 11: Pharmacy Supervision of COVID-19 Vaccine attachment 2 Page 4 of 4
v.3

Issue date: April 2024
Review Date March 2027
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COVID-19 Vaccine Procedure 12
Managing Temperature Excursions of COVID-
19 Vaccines

1.0 Procedure Statement

This Standard Operating Procedure describes the process for managing a cold chain
incident.

This procedure is based on Specialist Pharmacy Services Guidance and MP10
Medicine Cold Chain Policy.
2.0 Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the integrity of
COVID-19 vaccine on all vaccination sites operating under the jurisdiction of the
Trust.

Suitably trained staff are responsible for the management of a cold chain incident

3.0 Procedure Detail / Actions

3.1 Make a list of all the vaccines affected and isolate stock within the refrigerator so it
cannot be inadvertently used. Follow MP10 Medicine Cold chain policy and do not use
any vaccine that has been out of the cold chain until advice has been sought from the
manufacturer or the Trust Medicines Information. Advice can also be sought from the
COVID-19 Lead pharmacist.

e Check the plug. Ensure it has not been disconnected.

o Check whether the failure is due to a short-term electricity failure. Do you have a
backup facility such as a generator and is it working?

¢ Inform the person designated to be in charge of all the refrigerators or a
manager, in their absence, so that a repair engineer can be called.

3.2 Complete the stock take Wastage process on Foundry in accordance with MP11
Procedure 4

4.0 Equipment Required
None

5.0 Training

Designated pharmacy staff responsible for ordering vaccine must read this
procedure and will already be trained in the use of Foundry

COVID-19 Vaccine Procedure 12: Standard Operating Procedure for managing Page 1 of 5

temperature excursions of COVID-19 Vaccine
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6.0 Financial Risk Assessment
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1

Does the implementation of this document Yes — No

require any additional Capital resources

Does the implementation of this
document require additional revenue
resources

Yes — No

Does the implementation of this
document require additional
manpower

Yes — No

Does the implementation of this
document release any
manpower costs through a
change in practice

Yes — No

Are there additional staff training costs
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.

Yes — No

Other comments

COVID-19 Vaccine Procedure 12: Standard Operating Procedure for managing
temperature excursions of COVID-19 Vaccine

Review Date: 30/03/2027
V2.01 March 2024
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Document Control

COVID-19 Title of Status: Author: Clinical
Vaccine Procedure/Guidelines Director of
Procedure 12 Final Pharmacy
v2.0 Standard Operating
Procedure for managing Director Sponsor:
Temperature Excursions Chief Medical
of COVID-19 Vaccine Officer
Version / Version Date Author Reason
Amendment
History v1 29/12/2020 Deputy Clinical | New SOP
Director of
Pharmacy
V2.0 29/12/2020 Deputy Clinical | Update, removing the national
Director of reporting requirement
Pharmacy Addition of the requirement to
report in foundry

Intended Recipients: Pharmacy Procurement staff, Designated pharmacy staff working in
vaccination sites.

Consultation Group / Role Titles and Date:
Trust Medicines Management Group (MMG)

Name and date of group where reviewed Medicines Management Group (MMG)
04/2024
Trust Policy Group — June 2024

Name and date of final approval Trust Management Committee — June 2024
committee(if trust-wide document)/
Directorate or other locally approved
committee (if local

document)
Date of Procedure/Guidelines issue July 2024
Review Date and Frequency June 2027
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Training and Dissemination:
This procedure will form part of the COVID-19 vaccine training programme

To be read in conjunction with:
COVID-19 Vaccine handling and management policy and associated procedures

Initial Equality Impact Assessment: Completed
Full Equality Impact assessment (as required): No

Contact for Review Clinical Director of Pharmacy

Monitoring arrangements Trust Medicines Management Group

Document summary/key issues covered
This Standard Operating procedure (SOP) describes the process for managing temperature
excursions of COVID-19 Vaccine

Key words for intranet searching COVID-19
purposes \Vaccine
\Vaccination

COVID-19 Vaccine Procedure 12: Standard Operating Procedure for managing Page 4 of 5
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IMPLEMENTATION PLAN
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To be completed when submitted to the appropriate committee for

consideration/approval

NHS Trust

Procedure/Guidelines Title of Procedure/Guidelines

number and version

Reviewing Group

Date reviewed:

Implementation lead: Print name and contact details

Implementation Issue to be considered (add
additional issues where necessary)

Action
Summary

Action lead / s
(Timescale for
completion)

Strategy; Consider (if appropriate)

1. Development of a pocket guide of strategy aims for
staff

2. Include responsibilities of staff in relation to strategy
in pocket guide.

Training; Consider
1. Mandatory training approval process
2. Completion of mandatory training form

Development of Forms, leaflets etc.; Consider

1. Any forms developed for use and retention within
the clinical record MUST be approved by Health
Records Group prior to roll out.

2. Type, quantity required, where they will be kept /
accessed/stored when completed

Procedure/Guidelines communication; Consider
1. Key communication messages from the policy /
procedure, who to and how?

Financial cost implementation
Consider Business case development

Other specific issues / actions as required e.g. Risks
of failure to implement, gaps or barriers to
implementation

COVID-19 Vaccine Procedure 12: Standard Operating Procedure for managing
temperature excursions of COVID-19 Vaccine

Review Date: 30/03/2027

V2.01 March 2024
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COVID-19 Vaccine Procedure 13
Using the COVID-19 Vaccinator Competency
Assessment Tool

1.0 Procedure Statement

This Standard Operating Procedure provides the process to document and record
competency using the UK Health Security Agency competency assessment tool for
COVID-19 vaccinators.

2.0 Accountabilities

The Clinical Director of Pharmacy is professionally accountable for the integrity of
COVID-19 vaccine on all vaccination sites operating under the jurisdiction of the
Trust.

All members of staff who are clinical supervisors, clinical assessors or vaccinators
are accountable for completing all necessary training and competency assessments.

3.0 Procedure Detail / Actions

3.1 All clinicians, vaccinators and clinical supervisors of vaccinators must have
completed a UKHSA Vaccinator competency assessment which can be found
here:

UKHSA COVID-19 Vaccinator Assessment Tool.

3.2 The document can be completed as a self-assessment but must be reviewed
by the COVID-19 Vaccination Clinical Lead, Lead Pharmacist or Shift Clinical
Lead prior to commencing work at a vaccination clinic. Or by the
Matron/Training Lead for a ward or department.

3.3  Any statements made in the document must be confirmed with evidence e.g.
training certificates.

3.4 Once satisfied the assessor must confirm and document for which vaccines
that competence has been signed off.

3.5 If applicable, any exclusions or restrictions in practice must be recorded and
an action plan put in place.

3.6  When any actions have been completed to remove any exclusions or
restrictions the assessment form must be updated, reviewed and signed.

3.7 A copy of the completed assessment tool must be stored in the member of
staff's training file.

3.8  The assessment tool document must be updated to include any new vaccines
that are released and used in the vaccination clinics.

COVID-19 Vaccine Procedure 13: Standard Operating Procedure for using the COVID- Page 1 of 4
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6.0 Financial Risk Assessment
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1

Does the implementation of this document Yes — No

require any additional Capital resources

Does the implementation of this
document require additional revenue
resources

Yes — No

Does the implementation of this
document require additional
manpower

Yes — No

Does the implementation of this
document release any
manpower costs through a
change in practice

Yes — No

Are there additional staff training costs
associated with implementing this
document which cannot be delivered
through current training programs or
allocated training times for staff.

Yes — No

Other comments

COVID-19 Vaccine Procedure 13: Standard Operating Procedure for using the COVID-
19 Vaccinator Competency Assessment Tool

Review Date: 30/03/2027
V1.1 March 2024

MP11 / Version 3.0 / TMC Approval June 2024 — Attachment 13

Page 2 of 4



Document Control
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COVID-19 Title of Status: Author: Deputy
Vaccine Procedure/Guidelines Clinical Director of
Procedure 13 Final Pharmacy
vl Using the COVID-19
Vaccinator Director Sponsor:
Competency Chief Medical
Assessment Tool Officer
Version / Version Date Author Reason
Amendment
History v1 30/09/2022 Deputy Clinicall New SOP
Director of
Pharmacy
V1.1 23/03/2024 Deputy Clinical| Review and minor

Director of
Pharmacy

update to reference
inpatient services
oversight.

Intended Recipients: Pharmacy Procurement staff, Designated staff working in vaccination

sites.

Consultation Group / Role Titles and Date:
Trust Medicines Management Group (MMG)

Name and date of group where reviewed

04/2024

Medicines Management Group (MMG)

Trust Policy Group — June 2024

Name and date of final approval
committee(if trust-wide document)/
Directorate or other locally approved
committee (if local document)

Trust Management Committee June 2024

Date of Procedure/Guidelines issue

July 2024

Review Date and Frequency (standard

review frequency is 3 yearly unless otherwise

indicated)

June 2027

Training and Dissemination:

This procedure will form part of the COVID-19 vaccine training programme

To be read in conjunction with:
COVID-19 Vaccine handling and management policy and associated procedures
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Initial Equality Impact Assessment:

Completed

Full Equality Impact assessment (as required): No

Contact for Review

Clinical Director of Pharmacy

Monitoring arrangements

Trust Medicines Management Group

Document summary/key issues covered
This Standard Operating procedure (SOP) describes the process for the assessment of

vaccinators

Key words for intranet searching
purposes

COVID-19
Vaccine
Vaccination

Competency Assessment
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Appendix 1
National standards of good practice in relation to this policy
CQC Regulation 12: Safe Care and Treatment

https://www.cqc.org.uk/quidance-providers/requlations-enforcement/requlation-12-
safe-care-treatment

The intention of this regulation is to prevent people from receiving unsafe care and
treatment and prevent avoidable harm or risk of harm. Providers must assess the risks
to people's health and safety during any care or treatment and make sure that staffs
have the qualifications, competence, skills and experience to keep people safe.

* Providers must make sure that the premises and any equipment used is safe and
where applicable, available in sufficient quantities. Medicines must be supplied in
sufficient quantities, managed safely and administered appropriately to make sure
people are safe.

* Providers must prevent and control the spread of infection. Where the responsibility
for care and treatment is shared, care planning must be timely to maintain people's
health, safety and welfare.

The CQC understands that there may be inherent risks in carrying out care and
treatment, and we will not consider it to be unsafe if providers can demonstrate that
they have taken all reasonable steps to ensure the health and safety of people using
their services and to manage risks that may arise during care and treatment.’

NICE Clinical Guideline QS61: Infection Prevention and Control
https://www.nice.org.uk/quidance/qs61

This quality standard covers preventing and controlling infection in adults, young
people and children receiving healthcare in primary, community and secondary care
settings.

The Green Book - Immunisation against infectious disease (Public Health
England)
https://www.gov.uk/government/collections/immunisation-against-infectious-disease-
the-green-book#the-green-book

The latest information on vaccines and vaccination procedures, for vaccine
preventable infectious diseases in the UK. The COVID-19 vaccine chapter is
available on: https://www.gov.uk/government/publications/covid-19-the-green-book-

chapter-14a

Specialist Pharmacy Service — COVID-19 Guidance
COVID-19 — SPS - Specialist Pharmacy Service — The first stop for professional
medicines advice

MP 11 Appendix 1 National standards of good practice Page 1o0of2
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FutureNHS COVID-19 Vaccination Programme
COVID-19 Vaccination Programme - FutureNHS Collaboration Platform

UK Health Security Agency COVID-19 Vaccination Programme
COVID-19 vaccination programme - GOV.UK (www.gov.uk)

NHS England COVID-19 Vaccination Programme
Coronavirus » COVID-19 vaccination programme (england.nhs.uk)

Professional guidance on the safe and secure handling of medicines (Royal
Pharmaceutical Society of Great Britain)

Available on https://www.rpharms.com/recognition/setting-professional-
standards/safe-and-secure-handling-of-medicines/professional-quidance-on-the-
safe-and-secure-handling-of-medicines
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