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	• Update to warning text for when an individual has received a vaccine in the last 7 days to address the issues raised for flu and covid co-administration
• Moved the ‘vaccination in last 7 days’ question from the exclusion list to the cautionary list
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· Addition of new section 3.1 to clearly define the in-scope vaccine products that this specification applies to
· Addition of new section 3.2 to define clinical screening questions to be removed, including:
· major venous/arterial thrombosis question (previously an exclusion criteria)
· allergic reaction to ingredients of covid-19 / other vaccines question (previously an exclusion criteria) as elements have been merged into a single allergy question
· unexplained anaphylaxis reaction question (previously an exclusion criteria) as elements have been merged into a single allergy question
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· Removal of the original exclusion criteria (previously 3.1), caution criteria (previously 3.2) and second/third/booster (previously 3.3) sections, and the creation of a new section 3.3 called Clinical Screening criteria, which includes:
· addition of a “guidance notes for POC suppliers” column in the main table to consolidate implementation guidance
· Insertion of new table labelled “clinical screening checklist” to present the uplifted screening questions in terms of new priority ordering, minor wording changes, standardising warning messages where possible and new questions resulting from question merges deemed clinically appropriate across the previous exclusion/caution criteria types
· Addition of a new fever/infection question, new allergy question, a new myocarditis/pericarditis question and a new Idiopathic Thrombocytopenia (ITP) question
· Addition of section 4 to reference audit history requirements which are covered in further detail in the latest version of the Overall Specification for Point of Care Systems

	3.7
	05 Jul 22
	· Revision of section 3.5 - Guidance materials – to align with changes to The Green Book 

	3.8
	06 Jul 22
	· Agreed further amendment to the allergy clinical screening question wording
· Amended section 3.1 to refer to all Programme deployed COVID-19 vaccine products being in scope of this specification
· Minor amendments throughout sections 3.3 and 3.5 following additional Senior Medicines and Pharmacy Advisor feedback 

	4.0
	13 Jul 22
	· Version set to v4.0 Approved

	4.1
	06 Feb 23
	Removed from Section 3: Exclusion / caution criteria to be removed
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	4.2
	18 Jul 23
	PoC system changes to implement Reduction of warning messages and clinical screening questions in vaccination journey [NHSD-ADDEN-0035]
· Amendment to Section 3.2 ‘Clinical Screening Checklist (aged 5 years +) 
· Amendment to ‘Clinical Screening Checklist (aged 6 months to 4 years)
· Amendment to Section 3.3 ‘Clinically Suitable confirmation’ 
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1. [bookmark: _Toc140578947]Purpose of Document
This document defines the functional requirements for provision of the clinical screening questions captured at the point of care of vaccination delivery. The screening requirements have been uplifted to reflect the latest clinical guidance and to support safe delivery of the Autumn/Winter booster campaign and any future booster campaigns.

The responses to the clinical screening questions are not expected to flow to NHSD, however are expected to be persisted locally within the respective system being used to capture the data.

The intention is that this specification is healthcare setting agnostic, so can be used to support capture of clinical screening questions across Community Pharmacy, GP, Health and Justice (MOJ) healthcare settings and mass vaccination sites & mobile hubs for example.

The document is intended to be used by developers in organisations supplying Point of Care solutions across the multiple delivery models. 
2. [bookmark: _Toc140578948]Introduction
The National COVID immunisation programme 2022 to 2023 requires Point of Care system providers to capture and store the responses to clinical screening questions to support full traceability of an individuals’ vaccine journey. The uplifted clinical screening questions have been developed and signed off by the National programme Clinical Cell. As any new vaccines are approved by the MHRA and are planned for roll out, the approved clinical screening questions will be revised by the National Programme Clinical Cell. This will ensure the questions continue to meet the needs of the National COVID immunisation programme. Completion of the clinical screening questions is mandatory, and responses MUST be captured prior to recording the administration of any COVID vaccine.
3. [bookmark: _Toc140578949]Data collection interfaces and values
This section defines the data attributes required for capturing the responses to the clinical screening questions.
3.1 [bookmark: _Toc140578950]In-scope vaccine products
The clinical screening questions outlined in this specification MUST be applied in the Point of Care systems for all Programme deployed COVID-19 vaccine products.
3.2 [bookmark: _Toc140578951]Clinical Screening criteria
To ensure the safe administration of a vaccine, NHS England have created an uplifted clinical screening checklist to support pre-screening healthcare professionals in deciding what vaccination is clinically appropriate. The checklist is an important safety tool for vaccine administration. The answers MUST be captured, stored and persisted in the local clinical record. 
If the responses are “Yes” to any of the questions, further clinical evaluation/validation is required in accordance with the Immunisation against Infectious Diseases (The Green Book).
However, it may still be appropriate to vaccinate the individual, subject to a decision by the lead clinician. The clinician authorising the vaccination under a Patient Specific Directive MUST be captured within the POC system, as specified within the Overall specification for point of care systems.
Further, although use of paper forms should be avoided, they are being used in some cases and may also be used in event of a system outage. Therefore, the POC system MUST NOT prevent the user from proceeding if the responses to the questions are “Yes”. Instead, the user MUST be prompted/notified with an appropriate warning message that an individual may not be clinically suitable to receive a vaccine. A lead clinician must be consulted and confirmation to proceed with vaccination MUST be obtained. 
The response to each screening question MUST be captured and recorded individually and persisted locally. The question MUST allow all of the response values set out in the table below. A final confirmation must be provided (see section 3.3) that it is clinically appropriate to proceed.

Clinical Screening Checklist (aged 5 years+):
	Text to display against questions
	Allowed responses
	Warning message
	Guidance notes for POC suppliers

	
	
	
	

	Does the individual have a history of anaphylaxis or significant allergic reactions to any vaccines or its ingredients?


	Yes
No

	If “Yes” the following warning text MUST be displayed: 

A review of the responses by a clinician is required before proceeding with vaccination. Refer to Immunisation against infectious Diseases (The Green Book) Chapter 14a.


	N/A

	Has the individual experienced any serious adverse reaction after previous COVID-19 vaccine doses?


	Yes
No

	If “Yes” the following warning text MUST be displayed:

A review of the responses by a clinician is required before proceeding with vaccination. Refer to Immunisation against infectious Diseases (The Green Book) Chapter 14a.
 

	N/A


	“Has the individual indicated they are, or could be pregnant?”
	Yes
No 
Not Stated
	If “Yes” the following warning text should be displayed 
Vaccination in pregnancy is supported with the Comirnaty® and Spikevax® vaccines, without need for further clinical assessment. Where other vaccines are to be used, a clinical conversation with the lead clinician is required. 
For more information see ‘Specific population groups – pregnancy’ - Immunisation against infectious Diseases (The Green Book) Chapter 14a.”
	In addition, the response to this question must be flowed as an additional attribute as specified in section 3.4 of “NHS Digital Functional Spec for Additional PoC Data Capture”.
Implementation Guidance Note: This question SHOULD only be presented in the vaccination event record form for any individuals aged 12 years and over


Clinical Screening Checklist (aged 6 months to 4 years):
	Text to display against questions
	Allowed responses
	Warning message
	Guidance notes for POC suppliers

	Does the individual have a history of anaphylaxis or significant allergic reactions to any vaccines or its ingredients?

	Yes
No
	If “Yes” the following warning text MUST be displayed: 

A review of the responses by a clinician is required before proceeding with vaccination. Refer to Immunisation against infectious Diseases (The Green Book) Chapter 14a.


	N/A

	Has the individual experienced any serious adverse reaction after previous COVID-19 vaccine doses?

	Yes
No

	If “Yes” the following warning text MUST be displayed: 

A review of the responses by a clinician is required before proceeding with vaccination. Refer to Immunisation against infectious Diseases (The Green Book) Chapter 14a.


	N/A



Where a clinician undertaking screening is unsure of the answer, they MUST follow local policy and seek advice before answering the question. The following phrase may be used in the POC system to support these cases:
‘If unsure follow your local operational policy and seek advice before recording a valid response’.
3.3 [bookmark: _Toc140578952]Clinically Suitable confirmation
The PoC system MUST allow the user to confirm whether an individual is clinically suitable to receive the vaccine, after the responses to the above screening questions have been recorded and the relevant actions have been taken.
It is a clinical requirement that the appropriate screening questions are answered and stored in the local record. Although use of paper forms should be avoided, they are being used in some cases, may also be used in event of a system outage, and some individuals may choose not to answer the questions. Therefore, the POC system SHOULD NOT prevent the user from proceeding.
Confirmation:
	Text to display against questions
	Allowed responses
	Warning message
	Notes

	Has the clinician confirmed that the individual is suitable to proceed to vaccination following consideration of the vaccine specific screening questions?


	Yes
No 

	If “No” the following warning text MUST be displayed: 

‘A review of the responses by a clinician is required before proceeding with vaccination. Refer to Immunisation against infectious Diseases (The Green Book) Chapter 14a.’
	N/A





3.4 [bookmark: _Toc140578953]Guidance materials
The following additional guidance material SHOULD be available to users through an appropriate interface. 
Notes for Lead Clinician / HCP operating under a PGD. 
The Health Care Professional carrying out the clinical assessment should be aware of the MHRA Conditions of authorisation, the vaccine’s contraindications together with the advice from JCVI. 
Anaphylaxis 
Appropriate medical treatment and supervision should always be readily available in case of an anaphylactic reaction following the administration of the vaccine. All healthcare professionals undertaking vaccination activities should be up to date with the clinical skills required for the management of anaphylaxis.
According to the Summary of Product Characteristics (SmPC) for the Pfizer BioNTech Covid-19 mRNA Vaccine (Comirnaty®), Comirnaty® Ready to Use and COVID-19 Vaccine Moderna (Spikevax®) close observation for at least 15 minutes is recommended following vaccination. However, there is currently a temporary suspension of this requirement for individuals without a history of allergy. A second dose of the vaccine should not be routinely given to those who have experienced anaphylaxis to the first dose of either mRNA vaccine. 
This requirement is not specified for the Covid-19 Vaccine Vaxzevria® (AstraZeneca) however recipients should be observed for any immediate adverse reactions post-immunisation, with supporting information and subsequent appointment provided if required. 
If the recipient of a vaccine is the driver of a vehicle, they should be asked not to drive for 15 minutes after vaccination to reduce the chance of vasovagal attack whilst driving.
*Contraindications 
Hypersensitivity to any of the ingredients is a contraindication for all vaccines. 
This would include an allergy to any of the following ingredients for the Comirnaty® (Pfizer BioNTech Covid-19 vaccine) and the Comirnaty® Ready to Use vaccine: https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19/summary-of-product-characteristics-for-covid-19-vaccine-pfizerbiontech 
or here for the Spikevax® (Covid-19 Vaccine Moderna): https://www.gov.uk/government/publications/regulatory-approval-of-covid-19-vaccine-moderna/information-for-healthcare-professionals-on-covid-19-vaccine-moderna 
Further information can be found in the updated chapter of the green book. 
Further information for healthcare professionals is also available here. 
Capillary Leak Syndrome 
Very rare cases of capillary leak syndrome (CLS) have been reported in the first days after Covid-19 vaccination. A history of CLS was apparent in some of the cases. Fatal outcome has been reported. CLS is a rare disorder characterised by acute episodes of oedema mainly affecting the limbs, hypotension, haemoconcentration and hypoalbuminaemia. Patients with an acute episode of CLS following vaccination require prompt recognition and treatment. Intensive supportive therapy is usually warranted. Individuals with a known history of CLS should not be vaccinated with this vaccine.
1People under the age of 18
Comirnaty® (PfizerBioNtech) and Comirnaty® Ready to Use are currently the preferred vaccines for people aged between 12 and 17. 
2Drug Allergies
The Comirnaty® (Pfizer BioNTech) Covid-19 vaccine, Comirnaty® Ready to Use vaccine and the COVID-19 Vaccine Spikevax® (Moderna) each contain polyethylene glycol (PEG), a known allergen commonly found in medicines and also in household goods and cosmetics. Medicines containing PEG include some tablets, laxatives, depot steroid injections, and some bowel preparations used for colonoscopy. Antibiotics do not contain PEG. Public Health England’s Immunisation Against Infectious Disease (the Green Book) advises that a known allergy to PEG is extremely rare but would contraindicate receipt of this vaccine. Patients with undiagnosed PEG allergy may have a history of unexplained anaphylaxis or of anaphylaxis to multiple classes of drugs. 
Pregnancy
The JCVI has advised that pregnant women should be offered the COVID-19 vaccine at the same time as the rest of the population, based on their age and clinical risk group. Data from the United States shows that around 90,000 pregnant women have been vaccinated, mainly with mRNA vaccines including Comirnaty® (PfizerBioNtech), Comirnaty® Ready to Use and Spikevax® (Moderna), without any safety concerns being raised.
Based on this data, the Joint Committee on Vaccination and Immunisation (JCVI) advises that it’s preferable for pregnant women in the UK to be offered the Comirnaty® (PfizerBioNtech), Comirnaty® Ready to Use or Spikevax® (Moderna) vaccines where available. There is no evidence to suggest that other vaccines are unsafe for pregnant women, but more research is needed.
4. [bookmark: _Toc140578954]Audit History
The responses to clinical screening questions that fulfil the requirements of previous versions of this specification (i.e. v3.4 and earlier) MUST be persisted locally within the respective system being used to capture the data. Refer to the Overall Specification for Point of Care Systems for additional details about the functional requirements.
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