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Central Midlands (Leicestershire, Lincolnshire and Northamptonshire)
Screening and Immunisation Team Update: Flu season special
W/C 27th August 2018
Please cascade to ALL staff, including GPs, Practice Nurses, Admin and Reception Staff

Immunisation Information: Seasonal Influenza Vaccination Campaign 2018/19
This information is to assist you in the delivery of your seasonal flu campaign.  It includes local information and signposts to national guidance - which it does not replace.  We have decided to use our new bulletin format and focus upon changes and key information rather than summarising the nationally published letter - which, you will remember from previous years, makes for a very long “summary”!  Your comments are welcome as always.
Each year more and more patients receive vaccination against flu and we would like to take this opportunity to, once again, thank practice staff for their hard work delivering the programmes in 2017/18.  As you know, increasing uptake reduces clinic consultations, admissions to hospital and sickness absence from work and school.  We have yet to receive confirmation but are hopeful that practices will once again receive weekly emails from ImmForm with a link allowing them to log-in and track their weekly progress against the national aspirations, which is an approach that we wish to encourage: https://portal.immform.dh.gov.uk/


Changes to the Programme
There are only two changes to this year’s programmes:

· Year 5 primary school children will be added to the programme in Lincolnshire and Northamptonshire 
The attached information about the School Aged Immunisation Service (SAIS) provision in your county provides further details.
(Note: in Leicester, Leicestershire and Rutland (LLR) the programme will include, as previously, Year 5 and Year 6 children.)
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· There are specific vaccine recommendations for the adult risk groups.
The most clinically effective vaccines are adjuvanted trivalent influenza vaccine (aTIV - Fluad®) for everyone aged 65 and above, and QIV for adults aged under 65 but in a risk group.  From a practice perspective, we recognise that this is a major change, that it has already raised many concerns and is likely to continue to cause difficulties throughout the coming flu season.  Please refer to the attached What flu vaccine to give (clinical effectiveness) “poster” and see additional information below.
		

		


Adjuvanted Trivalent Influenza Vaccine - aTIV (Fluad®)
The NHS England document Flu vaccination programme delivery guidance 2018-19, which includes FAQs, has already been sent out to practices, and can be accessed here:
https://www.england.nhs.uk/publication/flu-vaccination-programme-delivery-guidance-2018-19/; the joint NHS England, BMA and PSNC letter that accompanied it is available:
https://www.england.nhs.uk/publication/flu-vaccinations-for-2018-and-planning-flu-clinics-letter-from-david-geddes/

In addition, for the first time this year, a comprehensive Inactivated influenza vaccine: information for healthcare practitioners document has been published by PHE, and we encourage you to read this and keep it to hand; it includes helpful FAQs, including further advice about aTIV: https://www.gov.uk/government/publications/inactivated-influenza-vaccine-information-for-healthcare-practitioners
We are aware that a number of practices have either no or too few aTIV vaccines on order for the anticipated uptake in their over 65 population.  The national team now have the information provided by practices via CCGs from the recent data collection exercise (thank you), however we have yet to hear from them regarding any possible mitigation for this situation.  We will let you know the outcome as soon as we have anything concrete to share.


Maternity and other secondary care services

Maternity services

The following hospitals will provide an additional offer of vaccination to unvaccinated pregnant women when they attend for their scan(s).  This should not detract from GPs offering the vaccination, preferably as soon as pregnancy is confirmed.

· University Hospitals of Leicester NHS Trust (Leicester Royal Infirmary and Leicester General Hospital)
· United Lincoln Hospitals NHS Trust ( Lincoln County Hospital and Boston Pilgrim Hospital)
· Kettering General Hospital NHS Trust
Renal dialysis patients
Patients with renal disease in Leicestershire, Lincolnshire and Northamptonshire may be offered flu vaccination from the renal team while attending for dialysis.  This will be an additional opportunity for these patients in addition to the GP offer - general practice will still be able to vaccinate these groups.
HIV patients
In Leicestershire, patients living with HIV who attend UHL may be offered flu vaccination if they attend for an appointment during flu season.  Again, this is an additional opportunity to try to address low uptake in this group.
Please note – the service specification for all these additional opportunities includes a requirement to inform the patient’s GP on the same or following working day, and the importance of this is reinforced.  It remains a risk that patients are vaccinated twice and while this risk is acknowledged and of significance it is felt to be outweighed by the benefits of ensuring vaccination for vulnerable groups.

2 and 3 year olds
The attached 2 and 3 year olds “poster” details the DOB ranges.  Last year’s uptake showed marked improvement and we have again commissioned the local child health records teams to send letters to parents of all 2 and 3 year olds.  A copy of the wording is attached for your information.  We will agree the timing of these letters with the local LMC’s and then inform practices of these dates; however, they are likely to be posted to parents in early October.  They are an addition to, not a replacement for, invitations from practices.
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Health and social care workforce
The enhanced service for the seasonal influenza vaccination programme for health and social care workers 18/19 has now been published:
Seasonal influenza vaccination programme for health and social care workers 2018/19

We will also forward this to you under a separate email including a sign up process.

The PGD (see below) already includes provision for immunisation of this cohort.  In addition to social care staff, those health and care workers offering direct patient care in the voluntary managed hospice sector are also included.


Community pharmacies
For the third year, community pharmacies will be offering flu immunisation to adults in risk groups, including those aged 65 and above.  This year changes include vaccinating patients at home where they receive a request from the patient.  As with people living in long stay residential accommodation, the pharmacy contractor must submit a completed form to the local NHS England team prior to undertaking the immunisation.

We realise that given current financial constraints, practices are increasingly reliant on the income generated by the flu immunisation programme.  There have been concerns in the past that practices and pharmacies are directly competing for flu immunisations and that this could have a potentially destabilising effect financially for both parties.  Flu immunisation uptake in Leicestershire, Lincolnshire and Northamptonshire for 2017/18 was 72.5% for over 65s and 48.9% for under 65s at risk, both of which are below the national targets.  These percentages show that there is still a great opportunity for everyone to increase the number of flu vaccinations delivered.

· Practices and pharmacies are subject to the same staggered delivery schedule with regard to aTIV.
· The service specification states that notification of vaccination is sent to the patient’s GP on the same day the vaccine is administered or on the following working day.  This can be undertaken via post, hand delivery, fax, secure email or secure electronic data interchange.
· Practices are encouraged to sign-up to PharmOutcomes to facilitate timely data transfer from pharmacies; sign up by sending your practice’s name, code and an nhs.net email address to: helpdesk@phpartnership.com.
· Pharmacies are signposting patients also due their shingles vaccination back to their practices, as part of their contracted community health promotion activity. 
· Eligible health and social care workers will be included in the Community Pharmacy Advanced Service.


Data collection
Details about this year’s data collection schedule are yet to be released.  They will be published on ImmForm: https://portal.immform.dh.gov.uk/News.aspx; https://portal.immform.dh.gov.uk/DataCollections/DataCollections/Current-Surveys/Flu-Data-Collections/Home/Flu-Collections-Home.aspx and we will notify practices when we have further information to share.


Ordering of children’s flu vaccines
These dates have yet to be announced.  This information will be published in Vaccine Update (see below) and on the vaccine supply and news (link above) pages on the ImmForm website.  We will also email practices.


Vaccine Update – for Information
National colleagues have advised that the anticipated publication of the flu special edition of Vaccine Update will be during the week commencing 20th August: https://www.gov.uk/government/collections/vaccine-update#2018. 

PGDs – for information and action
Flu
Both the LAIV and IM Inactivated influenza vaccine PGDs are attached, and have been sent to the web team for publication on our web pages: https://www.england.nhs.uk/mids-east/info-professionals/ll-immunisation/pgds/
PPV
In other news…A new PPV PGD has also been published; it too is attached for your use and has been sent to the web team.  The new version is finally in-line with the service specification allowing staff to vaccinate anyone who will turn 65 by the 31st of March, thus permitting them - if the practice prefers - to be vaccinated when attending for their flu vaccination rather than requiring a further appointment.  Please replace the old style SIPGD013 with the attached version from 1st September 2018, from when it is valid.




		


Resources
The national letter (no.1) has more detail, including this year’s aspirations, and reminds providers of the requirement to actively invite 100% of eligible individuals.  Providers and commissioners will be required, if asked, to demonstrate that they are compliant.

As previously mentioned, the comprehensive Inactivated influenza vaccine: information for healthcare practitioners published by PHE, is an excellent source of information: https://www.gov.uk/government/publications/inactivated-influenza-vaccine-information-for-healthcare-practitioners
Green Book flu chapter19: https://www.gov.uk/government/publications/influenza-the-green-book-chapter-19
Other resources published by PHE, including patient information and slide sets for HCP training, can be accessed: https://www.gov.uk/government/collections/annual-flu-programme#2018-to-2019-flu-season
The flu immunisation e-learning programme is available: https://www.e-lfh.org.uk/programmes/flu-immunisation/
…………………………………………………………………………………………………………………………………….….

Immunisation Specifications and Contracts
Seasonal Flu and Childhood Seasonal Influenza vaccination services were offered out for contractual sign up at the beginning of the year.  Specifications can be found here:
https://www.england.nhs.uk/publication/gp-contract-2017-18-enhanced-service-specifications/ (NB the link will take you to 2018-19 specifications despite referencing 2017-18)
The services have also been offered out on CQRS to facilitate data extraction/ payment.  Practices should accept the service on CQRS if they have not already done so.


Clinical Coding 
The GPES searches for payment on CQRS have been written in snomed clinical codes.  However, this is in dual running with practices continuing to use existing coding i.e. CTV 3 (S1 practices) and Read V2 (Emis practices).
The GP clinical system suppliers will convert these existing codes into snomed, therefore practices should continue to code as in previous years and follow any advice given by their GP system suppliers.
A further email about 9OX4 coding will follow shortly.
……………………………………………………………………………………………………………………………………………… 

Screening Information
Nothing new this month…watch this space in September!
--------------------------------------------------------------------------------------------------------------------------

Screening and Immunisation Team – where to direct your queries

General immunisation queries and any problems with immunisation payments and claims can be directed to england.llimms@nhs.net and PGDs can be found on our website https://www.england.nhs.uk/mids-east/info-professionals/ll-immunisation/.  PLEASE NOTE: This link has recently been changed and, although, for the time being, the old link still works, the NHS England web team have advised using this new link from now on.

General enquiries to – 
Louise Fergusson on 0113 824 9515 / 07568 431900 
Louise.fergusson@nhs.net
or
Vanessa Robinson on 0113 825 3495 / 07714 772645
Vanessa.robinson3@nhs.net

Health Protection Team Contact Details 
The PHE Health Protection Team now operates an Acute Response Centre (ARC). To contact them dial 03442254524 – option 1 and they will answer any immediate immunisation queries.  All enquiries about the management of patients with flu and/ or their contacts should be directed to the HPT.
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Leicestershire, Lincolnshire and Northamptonshire Screening and Immunisation Team











Leicester, Leicestershire and Rutland 2018/19 flu vaccination campaign: delivery of the flu immunisation programme by the school-aged immunisation service (SAIS), including arrangements for special schools/nurseries





The purpose of this document is to clarify the details of the local arrangements in respect of the above.



SCHOOLS PROGRAMME

As you are already aware, a school-aged immunisation service (SAIS) is delivered throughout Leicester, Leicestershire and Rutland (LLR) by staff employed by Leicestershire Partnership NHS Trust (LPT).  This service is schools based and, with regard to the flu vaccination programme for 2018/19, will be responsible for vaccinating children in school years Reception - 6, including those who reside in LLR but are electively home educated, and, additionally, for pupils of all ages attending LLR special schools (see below).  Vaccine will not be offered to children resident in LLR but educated outside of the county.

Mainstream schools, social exclusion units and electively home educated children

Staff from LPT will be visiting all primary schools in the county, including social exclusion units, to offer vaccination to children in years Reception - 6, and will also make arrangements to offer vaccination to all children in school years Reception - 6 who live in LLR but are electively home educated.  Fluenz Tetra is the preferred vaccine in this age group, and will be administered to all children unless they have a contraindication.

Special schools

The SAIS team also offer annual flu immunisation to all pupils and frontline staff in the following special schools:

Birkett House Special School (Wigston and Countesthorpe) including students attending Thomas Estley CC

Menphys Nursery (Burbage and Wigston)

Dorothy Goodman School (Hinckley)

The Parks Nursery (Oakham)

Birchwood Special School (Melton)

Forest Way School (Coalville)

Ashmount School (Loughborough)

Ash Field Academy (Leicester)

Oaklands School (Leicester)

West gate School (main school and the unit at New College) (Leicester)

Netherhall Special School (Leicester)

Pindar Rd Nursery (Leicester)

Ellesmere College, learning disabilities ( Leicester)  

The LPT team delivering this service in special schools will, additionally, offer a suitable injectable flu vaccine to children in circumstances when Fluenz Tetra® is not appropriate (due to age or other contraindication).  School staff will, of course, receive an injection.  They will visit the schools 4 weeks later to offer 2nd doses to pupils in those few cases where this is required.

Vaccination dates

Parents asking about the date when their child will be vaccinated should be advised to look on the LPT website, where the school visit schedule and other information will be posted: 

www.leicspart.nhs.uk/communityimms 

 

A website for children is also available: 



https://www.healthforkids.co.uk/staying-healthy/stopping-flu/.



Records

The LPT child health records department has undertaken to provide practices with information about vaccinated children within 1 week of them receiving their vaccine in school.  They will do this by:

· For those GPs using SystmOne, this information will be in the child’s notes as the LPT team also use this system



· For those GPs not using SystmOne, a letter will be sent to practices, on a weekly basis, informing them about which of their registered children have been vaccinated.  At the end of the programme LPT will send a further letter to the practice, with a complete list of all their registered children who have been vaccinated.

Contacts 



Suzanne Leatherland, Immunisation Service Manager 07584 889401 or Email to communityimms@leicspart.nhs.uk or 0300 300 0007.



GP PRACTICE RESPONSIBILITIES

Practices retain responsibility for ensuring that all children in the clinical risk groups are offered appropriate vaccination, and they will be paid for all vaccinations that they give to this cohort.

Practices will need to offer vaccine to children in years Reception - 6 in the following circumstances:

· Parents of children in a clinical risk group may choose to attend the surgery in preference to having their child vaccinated in school.  NHS England will pay practices for administering these vaccines.  The national vaccine stock should be used. In these cases please inform the School Aged Immunisation Service of this so the offer isn’t made in school as well 



· Children in a clinical risk group who are aged less than 9 years of age and receiving flu vaccine for the first time (ever) will need a second vaccination a minimum of 4 weeks after their first dose.  They may choose to have their first dose in school alongside their peers; if so, LPT staff will advise them to attend their surgery for dose two, which should preferably be the same product.  The national vaccine stock should be used.  NHS England will pay practices for administering these vaccines.  NB: Children in special schools who require a 2nd dose of vaccine will be offered a further LPT visit to administer this.



· Children in risk groups or in special schools who are contra-indicated to receiving Fluenz Tetra® will instead be offered a suitable injection by the nursing staff visiting the school.  The full list of contra-indications is as listed in the Green Book (https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book).

Practices should not vaccinate:

· Children in mainstream schools, who are contra-indicated to receiving Fluenz Tetra® but are not in a clinical risk group; they are not eligible to receive an alternative.



· Children who missed their school’s session, unless in a risk group, irrespective of the reason.  LPT will arrange a second opportunity for vaccination to those children who missed their school’s session.  LPT staff will advise parents accordingly but for children not in a risk group this will not be via their GP practice.

· Children whose parents decline Fluenz Tetra® on non-clinical grounds; they must not be offered an injection, unless they are in a clinical risk group, as the vaccines are not equivalent.



· Electively home educated children, unless in a risk group.  Separate arrangements will be made for these children to receive their vaccine.  LPT staff will contact the parents of these children on an individual basis.



· Children resident in LLR and educated outside of the county unless they are in a clinical risk group and choose to attend the surgery.  Healthy children will be offered vaccination via the arrangements in place for children educated in the county in which they attend school.



· Healthy children whose parents don’t want them to receive their vaccination in school, for whatever reason.  They or the practice should contact LPT to discuss the issue so that appropriate arrangements can be made.

The nationally procured stock cannot be used for the above purposes and NHS England will not pay practices if they administer vaccine in any of these circumstances.

Records – non SystmOne practices only

As a minimum, practices need to use the information supplied by the LPT child health records department to update the records of children in clinical risk groups who have received a vaccine in school, so that the data extractions by ImmForm are accurate with regard to uptake in at risk groups.  These vaccinations should be recorded as “given elsewhere”.  Practices cannot claim for their administration.

Leicestershire, Lincolnshire & Northamptonshire Screening & Immunisation Team 2018/19 v1.0 FINAL 20.08.18
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Leicestershire, Lincolnshire and Northamptonshire Screening and Immunisation Team











Lincolnshire 2018/19 flu vaccination campaign: delivery of the flu immunisation programme by the school-aged immunisation service (SAIS), including arrangements for special schools/nurseries





The purpose of this document is to clarify the details of the local arrangements in respect of the above.



SCHOOLS PROGRAMME

The dedicated, nurse-led, school-aged immunisation service (SAIS) will once again be responsible for providing flu vaccination to eligible school children (school years Reception - year 5 inclusive), including those who reside in Lincolnshire but are electively home educated, and, additionally, to pupils of all ages attending Lincolnshire special schools (see below).  Vaccine will not be offered to children resident in Lincolnshire but educated outside of the county (they should be offered the service in the school they attend elsewhere).

Mainstream schools, social exclusion units and electively home educated children

Immunisation staff from LCHS will be visiting all primary schools in the county, including social exclusion units, to offer vaccination to children in years Reception - 5 inclusive, and, additionally, will make suitable arrangements to offer vaccination to all children in school years Reception - 5 who live in Lincolnshire but are electively home educated.

Fluenz Tetra is the preferred vaccine in this age group, and will be administered to all children unless they have a contraindication.

Special schools

The SAIS team will also continue to offer annual flu immunisation to all pupils and frontline staff in the following special schools:

Willoughby School, Bourne

The Garth School, Spalding

Gosberton House School, Spalding

The Priory School, Spalding

Eresby School, Spilsby

St Lawrence School, Horncastle

St Bernard’s School, Louth

Aegir School Gainsborough	) collectively known as			      Warren Wood School		) The Mayflower Academy, Gainsborough

John Fielding School, Boston

St Francis School, Lincoln 

St Christopher’s School, Lincoln.

Kisimul School, Lincoln

Ambergate and Sandon School, Grantham

The LCHS team delivering this service in special schools will, additionally, offer a suitable injectable flu vaccine to children in circumstances when Fluenz Tetra® is not appropriate (due to age or other contraindication).  School staff will, of course, receive an injection.  

Vaccination dates

Parents asking about the date when their child will be vaccinated should be advised to look on the LCHS website, where the school visit schedule and other information is posted: https://www.lincolnshirecommunityhealthservices.nhs.uk/our-services/childrens-services/immunisations and click on the link for Seasonal flu vaccination programme.  Children who miss their allotted school session will be invited by letter to attend a clinic before the Xmas break. 

Records

The LCHS child health records department has undertaken to provide practices with information about vaccinated children within 1 week of them receiving their vaccine in school.  They will do this:

· For those GPs using SystmOne, this information will be in the child’s notes as the LCHS team also use this system

· For those GPs not using SystmOne, a letter will be sent to practices, on a weekly basis, informing them about which of their registered children have been vaccinated.  At the end of the programme LCHS will send a further letter to the practice, with a complete list of all their registered children who have been vaccinated.



Contacts 



The Immunisation & Vaccinations Lead for the LCHS SAIS is Maria Turner.  Her email address is: maria.turner@lincs-chs.nhs.uk (or mturner1@nhs.net;this is secure – notify her when using), and her telephone number is: 07920 766036.  

Contact details for the four team bases are on the website (as previous page).



GP PRACTICE RESPONSIBILITIES

Practices retain responsibility for ensuring that all children in the clinical risk groups are offered appropriate vaccination, and they will be paid for all vaccinations that they give to this cohort.

Practices will need to offer vaccine to children in years Reception - 5 in the following circumstances:

· Parents of children in a clinical risk group may choose to attend the surgery in preference to having their child vaccinated in school.  NHS England will pay practices for administering these vaccines.  The national vaccine stock should be used.



· Children in a clinical risk group who are aged less than 9 years of age and receiving flu vaccine for the first time (ever) will need a second vaccination a minimum of 4 weeks after their first dose.  They may choose to have their first dose in school alongside their peers; if so, LCHS staff will advise them to attend their surgery for dose two, which should preferably be the same product.  The national vaccine stock should be used.  NHS England will pay practices for administering these vaccines.  NB: Children in special schools who require a 2nd dose of vaccine will be offered a further LCHS visit to administer this.



· Children in risk groups or in special schools who are contra-indicated to receiving Fluenz Tetra® will instead be offered a suitable injection by the nursing staff visiting the school.  The full list of contra-indications is as listed in the Green Book (https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book).  



Practices should not vaccinate:

· Children in mainstream schools, who are contra-indicated to receiving Fluenz Tetra® but are not in a clinical risk group; they are not eligible to receive an alternative.

· Children who missed their school’s session, unless in a risk group, irrespective of the reason.  LCHS will provide a second opportunity for vaccination to those children who missed their school’s session, via mop-up clinics.  LCHS staff will advise parents accordingly.

· Children whose parents decline Fluenz Tetra® on non-clinical grounds; they must not be offered an injection, unless they are in a clinical risk group, as the vaccines are not equivalent.

· Electively home educated children, unless in a risk group.  Separate arrangements will be made for these children to receive their vaccine.  The Local Authority will, on behalf of LCHS, contact the parents of these children on an individual basis.

· Children resident in Lincolnshire and educated outside of the county unless they are in a clinical risk group and choose to attend the surgery.  Healthy children will be offered vaccination via the arrangements in place for children educated in the county in which they attend school.

· Healthy children whose parents don’t want them to receive their vaccination in school, for whatever reason.  They or the practice should contact LCHS to discuss the issue so that appropriate arrangements can be made.

The nationally procured stock cannot be used for the above purposes and NHS England will not pay practices if they administer vaccine in any of these circumstances.

Records – non SystmOne practices only

As a minimum, practices need to use the information supplied by the LCHS child health records department to update the records of children in clinical risk groups who have received a vaccine in school, so that the data extractions by ImmForm are accurate with regard to uptake in at risk groups.  These vaccinations should be recorded as “given elsewhere”.  Practices cannot claim for their administration.

Leicestershire, Lincolnshire & Northamptonshire Screening & Immunisation Team 2018/19 v1.0 FINAL 20.08.18
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Leicestershire, Lincolnshire and Northamptonshire Screening and Immunisation Team











Northamptonshire 2018/19 flu vaccination campaign: delivery of the flu immunisation programme by the school-aged immunisation service (SAIS), including arrangements for special schools/nurseries



The purpose of this document is to clarify the details of the local arrangements in respect of the above.



SCHOOLS PROGRAMME

The dedicated, nurse-led, school-aged immunisation service (SAIS) will once again be responsible for providing flu vaccination to eligible school children (school years Reception - year 5 inclusive), including those who reside in Northamptonshire but are electively home educated, and, additionally, to pupils of all ages attending Northamptonshire special schools (see below).  Vaccine will not be offered to children resident in Northamptonshire but educated outside of the county (they should be offered the service in the school they attend elsewhere).

Mainstream schools, social exclusion units and electively home educated children

Immunisation staff from NHFT will be visiting all primary schools in the county, including social exclusion units, to offer vaccination to children in years Reception - 5 inclusive, and, additionally, will make suitable arrangements to offer vaccination to all children in school years Reception - 5 who live in Northamptonshire but are electively home educated. 

Fluenz Tetra is the preferred vaccine in this age group, and will be administered to all children unless they have a contraindication.

Special schools

The SAIS team also offer annual flu immunisation to all pupils and frontline staff in special schools.

The NHFT school nursing teams delivering these services in special schools will, additionally, offer a suitable injectable flu vaccine to children in circumstances when Fluenz Tetra® is not appropriate (due to age or other contraindication).  School staff will, of course, receive an injection.  They will visit the schools 4 weeks later to offer 2nd doses to pupils in those few cases where this is required.







Vaccination dates

Parents will have received a letter showing the date the school nurse team will be visiting their child’s school.  If they have any queries about this, they should be advised to contact the 0-19 admin hub on number below.  They should be advised to check their school communications e.g. website, calendars, newsletters, for their confirmed immunisation date. 

Records

The NHFT child health records department has undertaken to provide practices with information about vaccinated children within 1 week of them receiving their vaccine in school.  They will do this:

· For those GPs using SystmOne, this information will be in the child’s notes as the NHFT team also use this system



· For those GPs not using SystmOne, a letter will be sent to practices, on a weekly basis, informing them about which of their registered children have been vaccinated.  At the end of the programme NHFT will send a further letter to the practice, with a complete list of all their registered children who have been vaccinated.



Contacts 



The Immunisations Programme Lead for the NHFT SAIS is Rosie.McCallum@nhft.nhs.uk. All enquiries regarding the programme can be made through the 0-19 Admin Hub on 0300 111 1022 option 4 – they will take note of the enquiry and ensure an appropriate response is provided by a member of the school nursing immunisation team.  Please note this may not be the same working day.



GP PRACTICE RESPONSIBILITIES

Practices retain responsibility for ensuring that all children in the clinical risk groups are offered appropriate vaccination, and they will be paid for all vaccinations that they give to this cohort.

Practices will need to offer vaccine to children in Reception to year 5 in the following circumstances:

· Parents of children in a clinical risk group may choose to attend the surgery in preference to having their child vaccinated in school.  NHS England will pay practices for administering these vaccines.  The national vaccine stock should be used.

· Children in a clinical risk group who are aged less than 9 years of age and receiving flu vaccine for the first time (ever) will need a second vaccination a minimum of 4 weeks after their first dose.  They may choose to have their first dose in school alongside their peers; if so, NHFT staff will advise them to attend their surgery for dose two, which should preferably be the same product.  The national vaccine stock should be used.  NHS England will pay practices for administering these vaccines.  NB: Children in special schools who require a 2nd dose of vaccine will be offered a further NHFT visit to administer this.



· Children in risk groups or in special schools who are contra-indicated to receiving Fluenz Tetra® will instead be offered a suitable injection by the nursing staff visiting the school.  The full list of contra-indications is as listed in the Green Book (https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book).



Practices should not vaccinate:

· Children in mainstream schools, who are contra-indicated to receiving Fluenz Tetra® but are not in a clinical risk group; they are not eligible to receive an alternative.



· Children who missed their school’s session, unless in a risk group, irrespective of the reason.  NHFT will provide a second opportunity for vaccination to those children who missed their school’s session, via mop-up clinics.  NHFT staff will advise parents accordingly.



· Children whose parents decline Fluenz Tetra® on non-clinical grounds; they must not be offered an injection, unless they are in a clinical risk group, as the vaccines are not equivalent.



· Electively home educated children, unless in a risk group.  Separate arrangements will be made for these children to receive their vaccine.  NHFT staff will contact the parents of these children on an individual basis.



· Children resident in Northamptonshire and educated outside of the county unless they are in a clinical risk group and choose to attend the surgery.  Healthy children will be offered vaccination via the arrangements in place for children educated in the county in which they attend school.



· Healthy children whose parents don’t want them to receive their vaccination in school, for whatever reason.  They or the practice should contact NHFT to discuss the issue so that appropriate arrangements can be made.

The nationally procured stock cannot be used for the above purposes and NHS England will not pay practices if they administer vaccine in any of these circumstances.



Records – non SystmOne practices only

As a minimum, practices need to use the information supplied by the NHFT child health records department to update the records of children in clinical risk groups who have received a vaccine in school, so that the data extractions by ImmForm are accurate with regard to uptake in at risk groups.  These vaccinations should be recorded as “given elsewhere”.  Practices cannot claim for their administration.

Leicestershire, Lincolnshire & Northamptonshire Screening & Immunisation Team 2018/19 v1.0 FINAL 20.08.18
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What flu vaccine to give 201819 - clinical effectiveness poster v1.0 FINAL.pptx
What flu vaccine to give 2018/19
 

These are the vaccines recommended by the JCVI as being the most clinically effective for patients presenting* for vaccination at the these ages.  Other guidance about contraindications, product licenses, supplies, priorities, local school-age services and the HSCWs programme all still apply.

 Aged 6 m – <2 y and in a clinical risk group: QIV – from ImmForm

Note: at risk infants becoming 6 m of age during the flu season should be vaccinated as soon as they reach that age – but not before (not licensed)

Aged 2 or 3 y and not in a clinical risk group (* in this case = born 01.09.14 – 31.08.16, only, even if they become 2 during the flu season or are aged 4 when they present): LAIV – from ImmForm 

Note: there is no alternative if they’re contra-indicated or refuse LAIV on any grounds

Aged 2 - <18 y and in clinical risk group: LAIV – from ImmForm; if contra-indicated to LAIV:  QIV – from ImmForm

Aged 18 - <65 y and in a clinical risk group:  QIV – from the manufacturer 

Aged 65 y and above (*in this case = those who will be 65 on/ before 31.03.19, even if they’re still 64 when they present): aTIV – from the manufacturer; if contra-indicated: QIV – from the manufacturer



  

NHS England Leicestershire, Lincolnshire and Northamptonshire Screening and Immunisation Team, August 2018
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201819 2 & 3 year olds DOB poster 201819 v1.0 FINAL 20.08.18.pptx
2018/19 flu vaccination programme:
children aged 2 & 3 

Practices are contracted to call/ recall and offer flu vaccination to 100% of children with the following dates of birth:

	01.09.15 – 31.08.16

	01.09.14 – 31.08.15*

* Even if they have had their 4th birthday before they attend for their vaccination 



  

NHS England Leicestershire, Lincolnshire and Northamptonshire Screening and Immunisation Team, August 2018
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CHIS 2 and 3 year old flu template letter 201819  FINAL.docx
Parent/Guardian of: [patient’s name]

[Full address including postcode]



Date



Dear Parent/Guardian of [patient’s name]

Your child’s annual flu vaccination is now due.

Flu vaccination provides the best protection against a virus which infects many people and can cause serious illness and death each year.  Younger children are among those most at risk of flu.

Pre-school children aged 2 and 3 years will be vaccinated at their general practice.  Please phone your practice to book an appointment for your child’s flu vaccination.

If you have older children already at school they will be offered vaccination in school if they are eligible.

The vaccination is free and recommended every autumn for those most at risk of flu.  You don’t need to wait until a complete year has passed since your child’s last flu vaccination before booking for the next one. 

The vaccination is usually given as a nasal spray and most children do not need to have an injection.  The vaccine has an excellent safety record.

It is really important that your child gets this vaccination to protect them and also prevent them from passing flu onto vulnerable friends or family members.  It may also mean they do not need to take time off school due to flu. 

Yours sincerely

[CHIS representative's name] 

[Position/title] 

For more information visit: www.nhs.uk/flu-jab

-------------------------------------------------------------"------------------------------------------------

Please record the date and time of your vaccination appointment here and put it in an obvious place in your home. 	

[bookmark: _GoBack]Vaccination appointment:	 on: _____/_____/_____ at _________am/pm
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20180608LAIVPGDFinalv07.00 signed FINAL.pdf
Public Health
England

PHE publications gateway number: 2015271

PATIENT GROUP DIRECTION (PGD)

Supply and administration of live attenuated influenza vaccine nasal spray suspension
(Fluenz Tetra® V), OR supply only in well-defined local circumstances, to
children and adolescents from 2 years to under 18 years of age in accordance with the
national flu immunisation programme for active immunisation against influenza.

This PGD is for the supply and administration, or supply only, of live attenuated influenza
vaccine (LAIV) nasal spray suspension (Fluenz Tetra® ¥ ) by registered healthcare
practitioners identified in Section 3, subject to any limitations to authorisation detailed in
Section 2.

Reference no: LAIV PGD

Version no: v07.00

Valid from: 01 September 2018
Review date: 01 April 2019
Expiry date: 31 March 2019

Public Health England has developed this PGD template to facilitate the delivery of
publicly funded immunisations in line with national recommendations.

Those using this PGD must ensure that it is organisationally authorised and signed in
Section 2 by an appropriate authorising person, relating to the class of person by whom the
product is to be supplied, in accordance with Human Medicines Regulations 2012
(HMR2012)2. THE PGD IS NOT LEGAL OR VALID WITHOUT SIGNED AUTHORISATION
IN ACCORDANCE WITH HMR2012 SCHEDULE 16 Part 2.

Authorising organisations must not alter, amend or add to the clinical content of this
document (sections 4, 5 and 6); such action will invalidate the clinical sign-off with which it is
provided. In addition authorising organisations must not alter section 3 ‘Characteristics of
staff’. Only sections 2 and 7 can be amended within the designated editable fields provided.

Operation of this PGD is the responsibility of commissioners and service providers.

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

Practitioners and organisations must check that they are using the current version of the
PGD. Amendments may become necessary prior to the published expiry date. Current
versions of PHE PGD templates for authorisation can be found from:
https://www.gov.uk/government/collections/immunisation

Any concerns regarding the content of this PGD should be addressed to:
immunisation@phe.gov.uk

! This PGD is not relevant to the national community pharmacy seasonal influenza vaccination advanced
service which is for adults only.
% This includes any relevant amendments to legislation (eg 2013 No.235, 2015 No.178 and 2015 No0.323).

LAIV PGD v07.00 Valid from: 01/09/2018 Expiry: 31/03/2019 Page 1 of 18
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Change history

Version .3

number Change details Date

Final version New PHE Fluenz PGD 1 September 2013
Final version — | Dose section: second dose amended from 0.1ml to 0.2ml 9 September 2013
revised

Version 02.00

PHE Fluenz PGD transferred to new PHE PGD template and
updated for 2015/16 flu programme cohorts.

11 August 2015

Version 03.00

PHE Fluenz PGD amended to include FluMist® Quadrivalent
presentation and renamed LAIV PGD.

20 October 2015

Version 04.00

PHE LAIV PGD amended to include 2016/17 programme
eligible cohorts, with the addition of children of appropriate age
for school year 3, and remove references to FluMist®
Quadrivalent presentation.

22 June 2016

Version 05.00

PHE LAIV PGD amended to include the 2017/18 influenza
programme eligible cohorts, with the addition of children of
appropriate age for school year 4, and exclude individuals who
have received a dose of influenza vaccine for the current
season (unless second dose indicated).

04 July 2017

Version 06.00

PHE LAIV PGD amended to remove requirement to use CHIS

17 August 2017

Version 07.00

PHE LAIV PGD amended to:

e include the 2018/19 influenza programme eligible cohorts,
with the addition of children of appropriate age for school
year 5

o clarify the requirements for the provision of manufacturer’s
patient information leaflet following supply and administration

¢ include additional healthcare practitioners in Section 3

e include additional information on exposure to LAIV in
pregnancy

¢ include additional information on gelatine content

e include minor rewording, layout and formatting changes for
clarity and consistency with other PHE PGD templates

08 June 2018

A summary of the changes between superseded versions may be found in more detail by referring to the
Change History in the relevant earlier versions of this PGD.

LAIV PGD v07.00 Valid from: 01/09/2018 Expiry: 31/03/2019
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1. PGD development

This PGD has been developed by the following health professionals on behalf of Public

Health England:

Developed by:

Name Signature Date

Elizabeth Graham

Pharmacist ) o

Lead Pharmacist Immunisation 21/06/2018
(Lead Author) Services, PHE &M‘

Richard Pebody
Doctor Consultant Medical Epidemiologist, 21/06/2018

Immunisation and Countermeasures,
PHE

Registered Nurse

(Chair of Expert Panel)

p—
David Green
Nurse Consultant — Immunisations, ’D%W .| 21/06/2018
PHE .

This PGD has been peer reviewed by the PHE Immunisations PGD Expert Panel in
accordance with PHE PGD Policy. It has been ratified by the PHE Medicines Management
Group and the PHE Quality and Clinical Governance Steering Group.

Expert Panel

Name

Designation

Ed Gardner

Advanced Paramedic Practitioner/Emergency Care Practitioner,
Medicines Manager, Proactive Care Lead

Jacqueline Lamberty

Lead Pharmacist Medicines Management Services, Public Health
England

Vanessa MacGregor

Consultant in Communicable Disease Control, Public Health England,
East Midlands Health Protection Team

Alison Mackenzie

Consultant in Public Health Medicine, Screening and Immunisation Lead,
Public Health England / NHS England South (South West)

Gill Marsh

Senior Screening and Immunisation Manager Public Health England /
NHS England Lancashire and South Cumbria

Lesley McFarlane

Screening and Immunisation Co-ordinator (SIC) NHS England
Leicestershire, Lincolnshire and Northamptonshire

Sally Millership

Consultant in Communicable Disease Control, Public Health England,
East of England Health Protection Team

Mary Ramsay

Consultant Epidemiologist and Head of Immunisation and
Countermeasures, Public Health England

Tushar Shah

Pharmacy Advisor, NHS England London Region

Kelly Stoker Senior Health Protection Nurse, North East Health Protection Team,
Public Health England Centre North East
Sharon Webb Programme Manager/Registered Midwife, NBHS Infectious Diseases in

Pregnancy Screening Programme, Public Health England

Helen Wilkinson

Principal Pharmacist Bristol, North Somerset & South Gloucestershire
Clinical Commissioning Group.

LAIV PGD v07.00 Valid from: 01/09/2018 Expiry: 31/03/2019
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2. Organisational authorisations

The PGD is not legally valid until it has had the relevant organisational authorisation.

It is the responsibility of the organisation that has legal authority to authorise the PGD, to
ensure that all legal and governance requirements are met. The authorising body accepts
governance responsibility for the appropriate use of the PGD.

NHS ENGLAND MIDLANDS AND EAST (CENTRAL MIDLANDS) authorises this PGD for

use by the services or providers listed below:

Authorised for use by the following organisations and/or services

Midlands) commissions immunisation services

General medical practices from which NHS England Midlands and East (Central

Limitations to authorisation

Organisational approval (legal requirement)

Role Name Sign

Date

Medical Director, NHS Dr Aly Rashid

England Midlands and Q
East (Central Midlands) JEH,\\j LLEEMJ

19™ July 2018

Additional signhatories according to locally agreed

policy

Role Name

Sign

Date

Local enquiries regarding the use of this PGD may be directed to:

For Bedfordshire, Hertfordshire, Luton and Milton Keynes - england.immsga@nhs.net -

the (Central Midlands) South public health/screening and immunisation team

LAIV PGD v07.00 Valid from: 01/09/2018 Expiry: 31/03/2019
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For Leicestershire, Lincolnshire and Northamptonshire — england.llimms@nhs.net - the
(Central Midlands) North and Central public health/screening and immunisation team

Section 7 provides a practitioner authorisation sheet. Individual practitioners must be
authorised by name to work to this PGD. Alternative practitioner authorisation sheets may be
used where appropriate in accordance with local policy but this should be an individual
agreement or a multiple practitioner authorisation sheet as included at the end of this PGD.

LAIV PGD v07.00 Valid from: 01/09/2018 Expiry: 31/03/2019 Page 5 of 18
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3. Characteristics of Staff

Qualifications and
professional registration
required

Registered professional with one of the following bodies:

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

e pharmacists currently registered with the General Pharmaceutical
Council (GPhC) (Note: This PGD is not relevant to privately
provided community pharmacy services)

e paramedics and physiotherapists currently registered with the
Health and Care Professions Council (HCPC)

The practitioners above must also fulfil the Additional requirements
detailed below.

Check Section 2 Limitations to authorisation to confirm whether all
practitioners listed above have organisational authorisation to work
under this PGD.

Additional requirements

Additionally practitioners:

e must be authorised by name as an approved practitioner under
the current terms of this PGD before working to it

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

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

¢ must be familiar with the vaccine product and alert to changes in
the Summary of Product Characteristics (SPC), Immunisation
Against Infectious Disease (“The Green Book”), and national and
local immunisation programmes

¢ must have undertaken training appropriate to this PGD as
required by local policy and in line with the National Minimum
Standards and Core Curriculum for Immunisation Training

e must be competent to undertake immunisation and to discuss
issues related to immunisation

¢ must be competent in the handling and storage of vaccines, and
management of the “cold chain”

e must be competent in the recognition and management of
anaphylaxis

e must have access to the PGD and associated online resources
should fulfil any additional requirements defined by local policy

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

Continued training
requirements

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

Practitioners should be constantly alert to any subsequent
recommendations from Public Health England and/or NHS England
and other sources of medicines information.

Note: The most current national recommendations should be
followed but a Patient Specific Direction (PSD) may be required to
administer the vaccine in line with updated recommendations that
are outside the criteria specified in this PGD.

LAIV PGD v07.00 Valid from: 01/09/2018 Expiry: 31/03/2019 Page 6 of 18
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4. Clinical condition or situation to which this PGD applies.

Clinical condition or LAIV is indicated for the active immunisation of children and
situation to which this adolescents from 2 years to under 18 years of age for the prevention
PGD applies of influenza infection, in line with the recommendations given in

Chapter 19 of Immunisation Against Infectious Disease: “The Green
Book”, the Flu Plan and the annual flu letter.

Criteria for inclusion This PGD includes vaccination of children and adolescents for
whom LAIV is indicated across the 2018/19 national influenza

immunisation programme. Users of this PGD should note that
where they are commissioned to immunise certain groups this
PGD does not constitute permission to offer LAIV beyond the

groups they are commissioned to immunise.

1. Children and adolescents in clinical risk groups:

¢ children and adolescents from 2 years to under 18 years of age
who are in a clinical risk group category listed in Chapter 19 of
“The Green Book” (see Appendix A)

2. Children eligible for vaccination with LAIV in accordance with
national recommendations for 2018/19 including:

e children aged two and three years on 31 August 2018 (ie date of
birth between 1 September 2014 and 31 August 2016 inclusive)
¢ children of appropriate age for reception class and school years 1,
2, 3, 4 and 5 (ie four to ten year olds, with a date of birth between 1
September 2008 and 31 August 2014 inclusive) regardless of
whether they attend school
o some children in reception class and school years 1, 2, 3, 4
and 5 might have a date of birth outside of these date ranges
(eg if a child has been accelerated or held back a year). It is
acceptable to offer and deliver immunisations to these children
with their class peers under this PGD
e children of primary school year 6 in pilot areas
e children and adolescents from 2 years to under 18 years of age
who are household contacts of immunocompromised individuals, ie
individuals who expect to share living accommodation on most
days over the winter and therefore for whom continuing close
contact is unavoidable (Note: contacts of very severely
immunocompromised individuals should receive inactivated
influenza vaccine and not LAIV, see exclusion criteria)

Criteria for exclusion® LAIV must not be given under this PGD to:

¢ individuals for whom no valid consent has been received (see DH
Reference guide to consent for examination or treatment)

e children and infants under 2 years of age

e adults aged 18 years and over

¢ individuals who have received a dose of influenza vaccine for the

_ current season, unless they are individuals aged 2 to less than 9

(continued over page) years in a clinical risk group category listed in Chapter 19 of the

“The Green Book” who should, in the first season they are

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

vaccinated against influenza, receive a second dose of LAIV at
least 4 weeks after the first dose

¢ individuals with a confirmed anaphylactic reaction to a previous

dose of influenza vaccine

¢ individuals with a confirmed anaphylactic reaction to any

component of LAIV (eg gelatine) or residue from the manufacturing
process (eg gentamicin), except egg proteins (see Additional
information section)

¢ individuals with severe anaphylaxis to egg which has previously

required intensive care

¢ individuals with severe asthma, for example children who have

taken oral steroids in the past 14 days or are currently taking a
high dose of an inhaled steroid, budesonide >800 micrograms/day
or equivalent (eg fluticasone >500 micrograms/day)

¢ individuals receiving salicylate therapy (other than topical treatment

for localised conditions) because of the association of Reye’s
syndrome with salicylates and wild-type influenza infection

¢ individuals with unrepaired craniofacial malformations
e pregnant individuals, see Action to be taken if the patient is

excluded below
Note: There is no need to specifically test eligible girls for
pregnhancy or to advise avoidance of pregnancy in those who have
been recently vaccinated.
¢ individuals who are clinically severely immunodeficient due to a
condition or immunosuppressive therapy such as:
o acute and chronic leukaemias
o lymphoma
o HIV infection not on highly active antiretroviral therapy
(HAART)
o cellular immune deficiencies
o high dose corticosteroids (prednisolone at least 2mg/kg/day for
a week or 1mg/kg/day for a month or equivalent)
see Action to be taken if the patient is excluded below
¢ individuals for whom close contact with very severely
immunocompromised patients (eg bone marrow transplant patients
requiring isolation) is likely or unavoidable (for example, household
members). However, appropriate alternative inactivated influenza
vaccines should be considered.

Temporary exclusion

LAIV administration should be postponed for individuals who:

¢ are suffering from acute febrile illness until completely recovered

e are suffering from heavy nasal congestion which may impede
delivery of the vaccine to the nasopharyngeal mucosa until
congestion has resolved

¢ have suffered wheezing in the past 72 hours or those who have
increased their use of bronchodilators in the previous 72 hours,
see Action to be taken if the patient is excluded below

e received treatment with influenza antiviral agents in the last 48
hours until 48 hours following the cessation of treatment with
influenza antiviral agents

Continued over page
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Cautions including any
relevant action to be
taken

Individuals who have immunosuppression and HIV infection may not
make a full antibody response to the vaccine. Consideration should be
given to the influenza vaccination of household contacts of
immunocompromised individuals.

There is a theoretical potential for transmission of live attenuated
influenza virus to immunocompromised contacts for one to two weeks
following vaccination. Where close contact with very severely
immunocompromised patients is likely or unavoidable, appropriate
alternative inactivated influenza vaccines should be considered.

Action to be taken if the
patient is excluded

Where individuals are excluded and are in a routine cohort with no
clinical risk factors, no further action will be required.

Children and adolescents with clinical risk factors who are excluded
from receiving LAIV should be considered for an appropriate
alternative inactivated influenza vaccine.

Children and adolescents with a history of severe anaphylaxis to egg
which has required intensive care, and who require protection against
influenza because they are in a clinical risk group, should be referred
to specialists for immunisation in hospital. JCVI has advised that,
except for those with severe anaphylaxis to egg which has previously
required intensive care, children with an egg allergy can be safely
vaccinated with LAIV in any setting (including primary care and
schools).

Individuals with severe asthma should only be given LAIV on the
advice of their specialist (and under a PSD). As these children are a
defined risk group for influenza, those who cannot receive LAIV
should receive an inactivated influenza vaccine.

All pregnant individuals should be offered inactivated influenza
vaccine unless otherwise contraindicated.

Vaccination with inactivated influenza vaccine should be considered
for immunosuppressed individuals excluded from receiving LAIV and
those who are contacts of individuals who are very severely
immunocompromised.

Individuals temporarily excluded may be offered LAIV at a later date.
In case of postponement arrange a future date for vaccination.

Individuals who have suffered wheezing in the past 72 hours or those
who have increased their use of bronchodilators in the previous 72
hours whose condition has not improved after a further 72 hours
should be offered an inactivated influenza vaccine to avoid delaying
protection in this high risk group.

Seek appropriate advice from the local Screening and Immunisation
Team, local Health Protection Team or individual’s clinician as
required.

The risk to the individual of not being immunised must be taken into
account.

Document the reason for exclusion and any action taken in the
individual’s clinical records.

In a GP practice setting, inform or refer to the GP or a prescriber as
appropriate.
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Action to be taken if the
patient or carer declines
treatment

Informed consent, from the individual or a person legally able to act on
the individual's behalf, must be obtained for each administration.

Advise the individual/parent/carer about the protective effects of the
vaccine, the risks of infection and potential complications.

Document advice given and decision reached.

In a GP practice setting, inform or refer to the GP or prescriber as
appropriate.

Arrangements for
referral for medical
advice

As per local policy
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5. Description of Treatment

Name, strength &
formulation of drug

Live attenuated influenza vaccine nasal spray suspension (0.2 ml)
(Influenza vaccine, live attenuated) eg:

e Fluenz Tetra®V nasal spray suspension (0.2 ml) in pre-filled nasal
applicator (influenza vaccine, live attenuated)

Legal category

Prescription only medicine (POM)

Black triangle'V

Yes

Off-label use

Fluenz Tetra®V¥ SPC states “For children who have not previously
been vaccinated against seasonal influenza, a second dose should be
given after an interval of at least 4 weeks.” However, JCVI has advised
that for children who are not in a clinical risk group, only require a
single dose of LAIV irrespective of whether they have received
influenza vaccine previously.

Where a vaccine is recommended off-label consider, as part of the
consent process, informing the individual/parent/carer that the vaccine
is being offered in accordance with national guidance but that this is
outside the product licence.

Route / method of
administration

Administration under this PGD must be directly by the registered
health professional named in section 7.

If the PGD is used for “supply only”, subsequent self-
administration or administration by another healthcare worker is
outside the remit of this PGD and should only take place in well-
defined local circumstances covered by protocols and training.

LAIV is given intranasally.
LAIV must NOT be injected.

Instructions for administration of the vaccine by the registered
practitioner:

Single application in each nostril of 0.1ml.

The individual can breathe normally during vaccine administration and
there is no need to actively inhale or sniff.

LAIV is for intranasal application only.

[ & /s
- J‘é\’ﬁ-._ @M
S ol
N e
7‘"“-*":‘; é'{ )\ ’ ‘.JQ
SV =
Remove With the patient | Pinch and Administer the
protective tip upright, position| remove the remaining
cap. the applicator dose-divider | vaccine into
Do notremove | and depress as | clip fromthe | the other
the dose- rapidly as plunger nostril
divider possible

The Summary of Product Characteristics for Fluenz Tetra® V¥ provides
further guidance on administration.
http://www.medicines.org.uk/emc/medicine/29112
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Dose and frequency of
administration

Single dose of 0.2ml of LAIV administered as 0.1ml in each nostril.
Children in clinical risk groups

Children aged 2 to less than 9 years who are in a clinical risk group
category listed in Chapter 19 of the “The Green Book” and who have
not received influenza vaccine before, should receive a second dose of
LAIV at least 4 weeks after the first dose.

Second dose of 0.2ml of LAIV administered as 0.1ml in each nostril.

Duration of treatment

See section on Dose.

Quantity to be supplied /
administered

0.2ml dose to be administered as 0.1ml in each nostril.
OR

0.2ml of LAIV to be supplied to the individual for immediate self-
administration or administration by an appropriately trained healthcare
support worker (HCSW) within the clinic setting.

Note: The act of administration by anyone other than the registered
professional named in Section 7 is outside the remit of this PGD and
should only take place in well-defined local circumstances covered by
protocols and training.

Children aged 2 years to less than 9 years old in a clinical risk
category and receiving influenza immunisation for the first time

This dose (0.2ml) should be repeated after a 4 week interval.

Supplies

LAIV has been purchased centrally for children in the annual routine
cohorts and for children aged 2 years to under 18 years of age in
clinical risk groups. These vaccines should be ordered as per the usual
mechanisms for the routine childhood immunisation programme.

Protocols for the ordering, storage and handling of vaccines should be
followed to prevent vaccine wastage (see protocol for ordering storage
and handling of vaccines and Green Book Chapter 3).

Storage

Store at +2°C to +8°C.
Store in original packaging in order to protect from light.
Do not freeze.

Before use, the vaccine may be removed from the cold-chain, without
being replaced, for a maximum period of 12 hours at a temperature not
above 25°C. If the vaccine has not been used after this 12-hour period,
it should be disposed of.

Disposal

Equipment used for immunisation, including discharged or partially
discharged vaccines in an applicator, should be disposed of at the end
of a session, as medicinally-contaminated clinical waste for
incineration, in a yellow UN-approved waste receptacle (this is usually
a sharps box), according to local authority regulations and guidance in
the technical memorandum 07-01 (Department of Health, 2013).

Drug interactions

(continued over page)

There is a potential for influenza antiviral agents to lower the
effectiveness of the LAIV. Therefore, influenza antiviral agents and
LAIV should not be administered concomitantly.

LAIV should be delayed until 48 hours following the cessation of
treatment with influenza antiviral agents.

Administration of influenza antiviral agents within the two weeks
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Drug interactions
(continued)

following administration of LAIV may adversely affect the effectiveness
of the vaccine.

Children and adolescents younger than 18 years of age: Do not
administer LAIV if receiving salicylate therapy (other than topical
treatment for localised conditions) and do not use salicylates for 4
weeks after vaccination.

LAIV can be given at the same time as other live or inactivated
vaccines. Although it was previously recommended that, where
vaccines cannot be administered simultaneously, a four-week interval
should be observed between live viral vaccines, JCVI have advised
that no specific intervals need to be observed between LAIV and other
live vaccines (see PHE revised recommendations for administering
more than one live vaccine).

A detailed list of drug interactions is available in the SPC, which is
available from the electronic Medicines Compendium website:
www.medicines.org.uk

Identification and
management of adverse
reactions

The most common adverse reactions observed after administration of
LAIV are decreased appetite, headache, nasal congestion,
rhinorrhoea, malaise. Less common reactions include myalgia and
pyrexia and uncommon reactions include hypersensitivity reactions,
epistaxis and rash.

A detailed list of adverse reactions is available in the SPC, which is
available from the electronic Medicines Compendium website:
www.medicines.org.uk

Reporting procedure of
adverse reactions

As Fluenz Tetra®V is a black triangle product, any suspected adverse
reactions should be reported to the Medicines and Healthcare
products Regulatory Agency (MHRA) using the Yellow Card reporting
scheme on: http://yellowcard.mhra.gov.uk

Any adverse reaction to the vaccine should be documented in the
individual’s record and the individual’s GP should be informed.

Written information to
be given to patient or
carer

Manufacturer’s packaging is required to include a patient information
leaflet (PIL) which should accompany the supply of vaccine under this
PGD.

When LAIV is administered there is no legal requirement to provide
the manufacturer’s PIL to the individual at the time of administration,
although this may be considered good practice.

Patient advice / follow
up treatment

(continued over page)

Inform the individual/parent/carer of possible side effects and their
management.

The individual/parent/carer should be advised to seek medical
advice in the event of a severe adverse reaction.

When applicable, advise the individual/parent/carer when the
subsequent dose is due.

Vaccine recipients should be informed that LAIV has the theoretical
potential for transmission to immunocompromised contacts. Vaccine
recipients should attempt to avoid, whenever possible, close
association with very severely immunocompromised individuals (eg
bone marrow transplant recipients requiring isolation) for 1-2 weeks
following vaccination.
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Patient advice / follow
up treatment
(continued)

If the PGD is used for supply only, advise the individual/parent/carer of
the process they need to follow for subsequent administration eg

refer immediately to appropriately trained HCSW within the clinic
setting.

When administration is postponed advise the individual/parent/carer
when to return for vaccination.

Special considerations /
additional information

(continued over page)

As with most vaccines, appropriate medical treatment and supervision
should always be readily available in case of an anaphylactic event
following the administration of LAIV.

Ensure there is immediate access to adrenaline (epinephrine) 1 in 1000
injection and access to a telephone.

For children under the age of 16 years, those assessed as Gillick
competent can self-consent (see DH Reference guide to consent for
examination or treatment).

Minor illnesses without fever or systemic upset are NOT valid reasons
to postpone immunisation. If an individual is acutely unwell,
immunisation may be postponed until they have fully recovered. This is
to avoid confusing the differential diagnosis of any acute illness by
wrongly attributing signs or symptoms to adverse effects of the vaccine.

LAIV contains a highly processed form of gelatine (derived from pigs).
Some faith groups do not accept the use of porcine gelatine in medical
products. Only those who are in clinical risk groups are able to receive
an inactivated injectable vaccine as an alternative (see PHE IM
Influenza PGD).

JCVI has advised that, except for those with severe anaphylaxis to egg
which has previously required intensive care, children with an egg
allergy can be safely vaccinated with LAIV in any setting (including
primary care and schools).

Individuals on high dose inhaled corticosteroids are excluded from this
PGD, due to the severity of their respiratory disease, and LAIV should
only be given on the advice of their specialist. Individuals on high dose
inhaled corticosteroids are not excluded for reasons of
immunosuppression.

LAIV is not contraindicated for use in children or adolescents with
stable HIV infection receiving antiretroviral therapy; or who are
receiving topical corticosteroids, standard dose inhaled corticosteroids,
low-dose systemic corticosteroids or those receiving corticosteroids as
replacement therapy, eg for adrenal insufficiency or low-dose
immunosuppressive therapy. This PGD may be used for these
individuals.

In more than 300 case reports in the AstraZeneca safety database of
vaccine administration to pregnant women, no unusual patterns of
pregnancy complications or foetal outcomes were observed. While
animal studies do not indicate direct or indirect harmful effects with
respect to reproductive toxicity, and post-marketing data offer some
reassurance in the event of inadvertent administration of the vaccine,
LAIV is not recommended during pregnancy. Inactivated influenza
vaccine should be offered to pregnant individuals (see PHE IM
Influenza PGD).

If the PGD is used for supply only for subsequent administration by an
appropriately trained HCSW, the registered practitioner named in
Section 7 of this PGD must supply the vaccine to the individual/carer.
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Special considerations /
additional information
(continued)

The HCSW cannot supply the medicine.
Exposure of healthcare professionals

Very severely immunosuppressed individuals should not administer
LAIV. Other healthcare workers who have less severe
immunosuppression or are pregnant, should follow normal clinical
practice to avoid inhaling the vaccine and ensure that they themselves
are appropriately vaccinated.

Records

Record:

¢ that valid informed consent was given

¢ name of individual, address, date of birth and GP with whom the

individual is registered

clinical risk group indication for immunisation if applicable

name of immuniser

name and brand of vaccine

date of administration or supply

dose, form and route of administration of vaccine

guantity administered or supplied

batch number and expiry date

advice given; including advice given if excluded or declines

immunisation

details of any adverse drug reactions and actions taken

e whether supplied only or supplied and administered via Patient
Group Direction (PGD).

Records should be signed and dated (or password controlled
immunisers record on e-records).

All records should be clear, legible and contemporaneous.

It is important that vaccinations given either at a general practice or
elsewhere (for example, at schools or community pharmacies) are
recorded on appropriate health records for the individual (using the
appropriate clinical code). If given elsewhere, a record of vaccination
should be returned to the individual’s general practice to ensure a
complete health record is held by the GP, allow clinical follow up and
to avoid duplicate vaccination.

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

Key references

LAIV

e Immunisation Against Infectious Disease: The Green Book. Chapter
19, Updated 1 December 2017.
https://www.gov.uk/government/publications/influenza-the-green-
book-chapter-19

¢ Collection: Annual Flu Programme. Updated 26 March 2018
https://www.gov.uk/government/collections/annual-flu-programme

¢ The national flu immunisation programme 2018 to 2019: supporting
letter. Published 26 March 2018.
https://www.gov.uk/government/publications/national-flu-
immunisation-programme-plan

e Summary of Product Characteristics for Fluenz Tetra® V.
AstraZeneca UK Ltd. 27 March 2018
http://www.medicines.org.uk/emc/medicine/29112

¢ Revised recommendations for administering more than 1 live
vaccine. 24 April 2015.
https://www.gov.uk/government/publications/revised-
recommendations-for-administering-more-than-1-live-vaccine

General

e Health Technical Memorandum 07-01: Safe Management of
Healthcare Waste. Department of Health 20 March 2013
https://www.gov.uk/government/publications/guidance-on-the-safe-
management-of-healthcare-waste

e National Minimum Standards and Core Curriculum for Immunisation
Training. Published February 2018.
https://www.gov.uk/government/publications/national-minimum-
standards-and-core-curriculum-for-immunisation-training-for-
registered-healthcare-practitioners

¢ NICE Medicines Practice Guideline 2 (MPG2): Patient Group
Directions. Published March 2017.
https://www.nice.org.uk/quidance/mpg?2

e NICE MPG2 Patient group directions: competency framework for
health professionals using patient group directions. January 2014.
https://www.nice.org.uk/guidance/mpg2/resources

e PHE Immunisation Collection.
https://www.gov.uk/government/collections/immunisation

e PHE Vaccine Incident Guidance
https://www.gov.uk/government/publications/vaccine-incident-
quidance-responding-to-vaccine-errors

¢ Protocol for ordering storage and handling of vaccines. April 2014.
https://www.gov.uk/government/publications/protocol-for-ordering-
storing-and-handling-vaccines

¢ Reference guide to consent for examination or treatment,
Department of Health, published 4 August 2009.
https://www.gov.uk/government/publications/reference-quide-to-
consent-for-examination-or-treatment-second-edition
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7. Practitioner authorisation sheet
LAIV PGD v07.00 Valid from: 01/09/2018 Expiry: 31/03/2019

Before signing this PGD, check that the document has had the necessary authorisations in
section two. Without these, this PGD is not lawfully valid.
Practitioner

By signing this patient group direction you are indicating that you agree to its contents and
that you will work within it.

Patient group directions do not remove inherent professional obligations or accountability.

It is the responsibility of each professional to practise only within the bounds of their own
competence and professional code of conduct.

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

Name Designation Signature Date

Authorising manager

| confirm that the practitioners named above have declared themselves suitably
trained and competent to work under this PGD. | give authorisation on behalf of
(INSERT NAME OF ORGANISATION)
for the above named health care professionals who have signed the PGD to work
under it.

Name Designation Signature Date

Note to authorising manager

Score through unused rows in the list of practitioners to prevent practitioner additions post
managerial authorisation.

This authorisation sheet should be retained to serve as a record of those practitioners
authorised to work under this PGD.
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APPENDIX A

Clinical risk groups who should receive an influenza immunisation

Influenza vaccine should be offered to people in the clinical risk categories set out below.

Chronicrespiratory
disease

Asthma that requires continuous or repeated use of inhaled or systemic
steroids or with previous exacerbations requiring hospital admission.

Chronic obstructive pulmonary disease (COPD) including chronic bronchitis
and emphysema,; bronchiectasis, cystic fibrosis, interstitial lung fibrosis,
pneumoconiosis and bronchopulmonary dysplasia (BPD).

Children who have previously been admitted to hospital for lower
respiratory tract disease.

Chronic heartdisease

Congenital heart disease, hypertension with cardiac complications, chronic
heart failure, individuals requiring regular medication and/or follow-up for
ischaemic heart disease.

Chronic kidney
disease

Chronic kidney disease at stage 3, 4 or 5, chronic kidney failure, nephrotic
syndrome, kidney transplantation.

Chronic liver disease

Cirrhosis, biliary atresia, chronic hepatitis.

Chronic neurological
disease (includedin
the DES directions for
Wales)

Stroke, transient ischaemic attack (TIA). Conditions in which respiratory
function may be compromised due to neurological disease (eg polio
syndrome sufferers). Clinicians should offer immunisation, based on
individual assessment, to clinically vulnerable individuals including those with
cerebral palsy, learning disabilities, multiple sclerosis and related or similar
conditions; or hereditary and degenerative disease of the nervous system or
muscles; or severe neurological disability.

Diabetes

Type 1 diabetes, type 2 diabetes requiring insulin or oral hypoglycaemic
drugs, diet controlled diabetes.

Immunosuppression
(see contraindications
and precautions
section onlive
attenuated influenza
vaccine)

Immunosuppression due to disease or treatment, including patients
undergoing chemotherapy leading to immunosuppression, bone marrow
transplant, HIV infection at all stages, multiple myeloma or genetic
disorders affecting the immune system (eg IRAK-4, NEMO, complement
disorder).

Individuals treated with or likely to be treated with systemic steroids for
more than a month at a dose equivalent to prednisolone at 20mg or more
per day (any age), or for children under 20kg, a dose of 1mg or more per
kg per day.

It is difficult to define at what level of immunosuppression a patient could
be considered to be at a greater risk of the serious consequences of
influenza and should be offered influenza vaccination. This decision is
best made on an individual basis and left to the patient’s clinician.

Some immunocompromised patients may have a suboptimal immunological
response to the vaccine.

Asplenia or
dysfunction of the
spleen

This also includes conditions such as homozygous sickle cell disease and
coeliac syndrome that may lead to splenic dysfunction.

Pregnant women

Pregnant women at any stage of pregnancy (first, second or third
trimesters).

Morbid obesity (class
Il obesity)

Adults with a Body Mass Index = 40 kg/m?.
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Public Health
England

PHE publications gateway number: 2015270

PATIENT GROUP DIRECTION (PGD)

Administration of intramuscular (or subcutaneous) inactivated influenza vaccine to
individuals in accordance with the national immunisation programme for active
immunisation against influenza.

This PGD is for the administration of intramuscular (or subcutaneous) inactivated influenza
vaccine by registered healthcare practitioners identified in Section 3, subject to any
limitations to authorisation detailed in Section 2.*

Reference no: IM Influenza PGD
Version no: v06.00

Valid from: 01 September 2018
Review date: 01 April 2019
Expiry date: 31 March 2019

Public Health England has developed this PGD template to facilitate the delivery of
publicly funded immunisation in line with national recommendations.

Those using this PGD must ensure that it is organisationally authorised and signed in
Section 2 by an appropriate authorising person, relating to the class of person by whom the
product is to be supplied, in accordance with Human Medicines Regulations 2012
(HMR2012)2. THE PGD IS NOT LEGAL OR VALID WITHOUT SIGNED AUTHORISATION
IN ACCORDANCE WITH HMR2012 SCHEDULE 16 Part 2.

Authorising organisations must not alter, amend or add to the clinical content of this
document (sections 4, 5 and 6); such action will invalidate the clinical sign-off with which it is
provided. In addition authorising organisations must not alter section 3 ‘Characteristics of
staff’. Only sections 2 and 7 can be amended within the designated editable fields provided.

Operation of this PGD is the responsibility of commissioners and service providers.

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

Practitioners and organisations must check that they are using the current version of the
PGD. Amendments may become necessary prior to the published expiry date. Current
versions of PHE PGD templates for authorisation can be found from:
https://www.gov.uk/government/collections/immunisation

Any concerns regarding the content of this PGD should be addressed to:
Immunisation@phe.gov.uk

! This PGD is not relevant to the national community pharmacy seasonal influenza vaccination advanced
service which has its own PGD (see Pharmacy Influenza Vaccination PGD).
% This includes any relevant amendments to legislation (eg 2013 No0235, 2015 No0.178 and 2015 No.323).
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Change history

Version
number

Change details

Date

V01.00

New PHE PGD template

18 August 2015

Vv02.00

PHE IM Influenza PGD amended to include health and social
care workers with direct patient/service user contact, reflect the
unavailability of egg-free influenza vaccine (Optaflu®) in 2016/17,
reference the protocol for ordering storage and handling of
vaccines and include PHE PGD template changes.

09 August 2016

Vv03.00

PHE IM Influenza PGD amended to remove text pertaining to
non-payment for vaccinating morbidly obese individuals, exclude
individuals who have received a dose of influenza vaccine for
the current season, remove names of low ovalbumin vaccines
and instead link to Influenza vaccine ovalbumin content
document, refer generically to quadrivalent inactivated influenza
vaccine, state that patients should be reassured that the
inactivated vaccine cannot cause influenza. However the
vaccine will not provide protection for about 14 days and does
not protect against other respiratory viruses that often circulate
during the flu season, add paragraph on patient consent to off-
label section and include minor typographical and layout
changes in keeping with PHE PGD Policy.

04 July 2017

V04.00

PHE IM Influenza PGD amended to remove requirement to use
CHIS.

17 August 2017

V05.00

PHE IM Influenza PGD amended to include immunisation of
health and social care staff, employed by a registered residential
care/nursing home or registered domiciliary care provider, who
are directly involved in the care of vulnerable patients/clients
who are at increased risk from exposure to influenza.

01 November 2017

V06.00

PHE IM Influenza PGD amended to:

e include additional healthcare practitioners in Section 3

« include adjuvanted trivalent influenza vaccine Fluad® and
related information regarding administration of this product

e provide further guidance on route of administration for
individuals with bleeding disorders or on anticoagulants

e refer to vaccine incident guidelines in off-label and storage
sections

e include minor rewording, layout and formatting changes for
clarity and consistency with other PHE PGD templates

10 August 2018
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1. PGD development

This PGD has been developed by the following health professionals on behalf of Public

Health England:

(Chair of Expert Panel)

Developed by: Name Signature Date
oh Elizabeth Graham = 10/08/2018
armacist Lead Pharmacist Immunisation Services, /p/ b o

(Lead Author) PHE —
Mary Ramsay Y -

Doctor Consultant Epidemiologist and Head of / {\‘l- W e ) 10/08/2018
Immunisation and Countermeasures, — -
PHE

Registered Nurse David Green

Nurse Consultant — Immunisations, PHE

"D % 22\ | 10/08/2018
._ |

This PGD has been peer reviewed by the PHE Immunisations PGD Expert Panel in
accordance with PHE PGD Policy. It has been ratified by the PHE Medicines Management
Group and the PHE Quality and Clinical Governance Delivery Board.

Expert Panel

Name

Designation

Ed Gardner

Advanced Paramedic Practitioner/Emergency Care Practitioner, Medicines
Manager, Proactive Care Lead

Jacqueline Lamberty

Lead Pharmacist Medicines Management Services, Public Health England

Vanessa MacGregor

Consultant in Communicable Disease Control, Public Health England, East
Midlands Health Protection Team

Alison Mackenzie

Consultant in Public Health Medicine, Screening and Immunisation Lead,
Public Health England / NHS England South (South West)

Gill Marsh

Senior Screening and Immunisation Manager Public Health England / NHS
England Lancashire and South Cumbria

Lesley McFarlane

Screening and Immunisation Co-ordinator (SIC) NHS England
Leicestershire, Lincolnshire and Northamptonshire

Sally Millership

Consultant in Communicable Disease Control, Public Health England, East
of England Health Protection Team

Richard Pebody

Consultant Medical Epidemiologist, Immunisation and Countermeasures,
Public Health England

Tushar Shah

Pharmacy Advisor, NHS England London Region

Kelly Stoker Senior Health Protection Nurse, North East Health Protection Team, Public
Health England Centre North East
Sharon Webb Programme Manager - IDPS , NHS Screening Programmes, Public Health

England (Midwife)

Helen Wilkinson

Principal Pharmacist Bristol, North Somerset & South Gloucestershire
Clinical Commissioning Group.
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2. Organisational authorisations
The PGD is not legally valid until it has had the relevant organisational authorisation.
It is the responsibility of the organisation that has legal authority to authorise the PGD, to
ensure that all legal and governance requirements are met. The authorising body accepts

governance responsibility for the appropriate use of the PGD.

NHS ENGLAND MIDLANDS AND EAST (CENTRAL MIDLANDS authorises this PGD for
use by the services or providers listed below:

Authorised for use by the following organisations and/or services

General medical practices from which NHS England Midlands and East (Central
Midlands) commissions immunisation services

Limitations to authorisation

Organisational approval (legal requirement)

Role Name Sign Date
Deputy Medical Director, | Dr Dave Briggs 20™ August
NHS England Midlands ) 2018

and East (Central (:{_)Ji/l/}_{_j;::; e |
Midlands)

Additional signatories according to locally agreed policy

Role Name Sign Date

Local enquiries regarding the use of this PGD may be directed to:

For Bedfordshire, Hertfordshire, Luton and Milton Keynes - england.immsga@nhs.net -
the (Central Midlands) South public health/screening and immunisation team.
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For Leicestershire, Lincolnshire and Northamptonshire — england.limms@nhs.net - the
(Central Midlands) North and Central public health/screening and immunisation team.

Section 7 provides a practitioner authorisation sheet. Individual practitioners must be
authorised by name to work to this PGD. Alternative practitioner authorisation sheets may be
used where appropriate in accordance with local policy but this should be an individual
agreement or a multiple practitioner authorisation sheet as included at the end of this PGD.
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3. Characteristics of staff

Qualifications and
professional registration

Registered professional with one of the following bodies:

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

¢ pharmacists currently registered with the General Pharmaceutical
Council (GPhC) (Note: This PGD is not relevant to the national
community pharmacy seasonal influenza vaccination advanced
service nor privately provided community pharmacy services)

e paramedics, physiotherapists and radiographers currently
registered with the Health and Care Professions Council (HCPC)

The practitioners above must also fulfil the Additional requirements
detailed below.

Check Section 2 Limitations to authorisation to confirm whether all
practitioners listed above have organisational authorisation to work
under this PGD.

Additional requirements

Additionally practitioners:

e must be authorised by name as an approved practitioner under
the current terms of this PGD before working to it

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

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

e must be familiar with the vaccine product and alert to changes in
the Summary of Product Characteristics (SPC), Immunisation
Against Infectious Disease (“The Green Book”), and national and
local immunisation programmes

¢ must have undertaken training appropriate to this PGD as
required by local policy and in line with the National Minimum
Standards and Core Curriculum for Immunisation

e must be competent to undertake immunisation and to discuss
issues related to immunisation

e must be competent in the handling and storage of vaccines, and
management of the “cold chain”

e must be competent in the recognition and management of
anaphylaxis

e must have access to the PGD and associated online resources

¢ should fulfil any additional requirements defined by local policy

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

Continued training
requirements

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

Practitioners should be constantly alert to any subsequent
recommendations from Public Health England and/or NHS England
and other sources of medicines information.

Note: The most current national recommendations should be
followed but a Patient Specific Direction (PSD) may be required to
administer the vaccine in line with updated recommendations that
are outside the criteria specified in this PGD.
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4. Clinical condition or situation to which this PGD applies

Clinical condition or
situation to which this
PGD applies

Inactivated influenza vaccine is indicated for the active immunisation
of individuals for the prevention of influenza infection, in accordance
with the national immunisation programme and recommendations
given in Chapter 19 of the Immunisation Against Infectious Disease:
“The Green Book”, the annual flu letter and subsequent
correspondence/publications from PHE and/or NHS England.

Criteria for inclusion

Continued over page

This PGD includes vaccination of individuals across the
national immunisation programme. Users of this PGD should
note that where they are commissioned to immunise certain
groups this PGD does not constitute permission to offer
influenza immunisation beyond the groups they are
commissioned to immunise.

In 2018/19, flu vaccinations should be offered to the following
groups:
e people aged 65 years or over (including those becoming age 65

years by 31 March 2019)
¢ people aged from 6 months to less than 65 years of age in a

clinical risk group (see Appendix A) such as:

o chronic (long-term) respiratory disease, such as severe
asthma, chronic obstructive pulmonary disease (COPD) or
bronchitis
chronic heart disease, such as heart failure

@]

o chronic kidney disease at stage three, four or five

o chronic liver disease

o chronic neurological disease, such as Parkinson’s disease or
motor neurone disease, or learning disability

o diabetes

o asplenia or splenic dysfunction

o aweakened immune system due to disease (such as
HIV/AIDS) or treatment (such as cancer treatment)
o morbidly obese (defined as BMI 40+)
o all pregnant women (including those women who become
pregnant during the flu season)

¢ people living in long-stay residential care homes or other long-
stay care facilities where rapid spread is likely to follow
introduction of infection and cause high morbidity and mortality.
This does not include, for instance, prisons, young offender
institutions or university halls of residence

e people who are in receipt of a carer’s allowance, or those who are
the main carer of an older or disabled person whose welfare may
be at risk if the carer falls ill

¢ household contacts of immunocompromised individuals,
specifically individuals who expect to share living accommodation
on most days over the winter and therefore for whom continuing
close contact is unavoidable

¢ health and social care staff, employed by a registered residential
care/nursing home or registered domiciliary care provider, who
are directly involved in the care of vulnerable® patients/clients
who are at increased risk from exposure to influenza

® Vulnerable means those patients/clients in a clinical risk group for flu or who are aged 65 years and over

IM Influenza PGD v06.00 Valid from: 01/09/2018 Expiry: 31/03/2019 Page 7 of 19




https://www.gov.uk/government/publications/influenza-the-green-book-chapter-19

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan



Criteria for inclusion ¢ health and care staff, employed by a voluntary managed hospice

(continued) provider, who are directly involved in the care of vulnerable?
patients/clients who are at increased risk from exposure to
influenza

¢ health and social care workers with direct patient/service user
contact. Individuals not covered by the criteria above, should be
vaccinated as part of an employer’s occupational health
obligation (see Chapter 12 of "The Green Book”). Note: This PGD
may be used by NHS organisation’s occupational health
providers to vaccinate these individuals but does not extend to
the immunisation of individuals other than those with direct
patient/service user contact, as recommended for influenza
vaccination by JCVI and detailed in Chapter 12.

Criteria for exclusion® Individuals for whom no valid consent has been received (for further
information on consent see DH Reference guide to consent for
examination or treatment).

Individuals who:

¢ are less than 6 months of age

¢ have had a confirmed anaphylactic reaction to a previous dose of
the vaccine

¢ have had a confirmed anaphylactic reaction to any component of
the vaccine or residues from the manufacturing process® (other
than ovalbumin — see Cautions)

¢ have had a severe anaphylactic reaction to egg which has
previously required intensive care

e are aged 2 years to under 18 years for whom live attenuated
influenza vaccine (LAIV) is NOT contraindicated (or not otherwise
unsuitable eg due to religious acceptance of porcine gelatin
content) and is available. Note: LAIV should be given to those
aged 2 to under 18 years in preference to inactivated influenza
vaccine where possible, see LAIV PGD

e have received a dose of influenza vaccine for the current season,
unless they are individuals aged 2 to less than 9 years in a
clinical risk group category listed in Chapter 19 of the “The Green
Book” who should, in the first season they are vaccinated against
influenza, receive a second dose of an appropriate influenza
vaccine at least 4 weeks after the first dose

e are suffering from acute severe febrile illness (the presence of a
minor infection is not a contraindication for immunisation)

Cautions including any Individuals with a bleeding disorder may develop a haematoma at
relevant action to be the injection site (see Route of Administration).
taken

With the exception of those individuals with a severe anaphylaxis to
egg which has previously required intensive care (see Criteria for
exclusion), individuals with less severe egg allergy can be
immunised in any setting using an inactivated influenza vaccine with
Continued over page an ovalbumin content less than 0.12 micrograms/ml (equivalent to

* Vulnerable means those patients/clients in a clinical risk group for flu or who are aged 65 years and over

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

® Residues from the manufacturing process may include barium sulphate, cetyltrimethylammonium bromide
(CTAB), formaldehyde, gentamicin, kanamycin, neomycin, octoxinol-9, polymyxin, polysorbate 80, sodium
deoxycholate. Check the vaccine products SPC for details.
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Cautions including any
relevant action to be
taken

(continued)

0.06 micrograms in a 0.5 ml dose), see Influenza vaccine ovalbumin
content.

Syncope (fainting) can occur following, or even before, any
vaccination especially in adolescents as a psychogenic response to
the needle injection. This can be accompanied by several
neurological signs such as transient visual disturbance, paraesthesia
and tonic-clonic limb movements during recovery. It is important that
procedures are in place to avoid injury from faints.

Action to be taken if the
patient is excluded

The risk to the individual of not being immunised must be taken
into account. The indications for flu vaccination are not exhaustive,
and the healthcare practitioner should consider the risk of flu
exacerbating any underlying disease that an individual may have,
as well as the risk of serious illness from flu itself. Where
appropriate, such individuals should be referred or a PSD obtained
for immunisation.

Individuals with severe anaphylaxis to egg which has previously
required intensive care should be referred, as per the Green Book
guidelines, to a specialist for assessment with regard to receiving
immunisation in hospital.

In case of postponement due to acute iliness, advise when the
individual can be vaccinated and ensure another appointment is
arranged.

Document the reason for exclusion and any action taken in the
individual’s clinical records.

Seek appropriate advice from the local Screening and Immunisation
Team, local Health Protection Team or the individual’s clinician as
required, as a PSD may be indicated.

In a GP practice setting, inform or refer to the GP or a prescriber as
appropriate.

Action to be taken if the
patient or carer declines
treatment

Informed consent, from the individual or a person legally able to act
on the person’s behalf, must be obtained for each administration
(see Additional Information).

Advise the individual/parent/carer about the protective effects of the
vaccine, the risks of infection and potential complications if not
immunised.

Document advice given and the decision reached.

In a GP practice setting, inform or refer to the GP as appropriate.

Arrangements for referral
for medical advice

As per local policy.
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5. Description of treatment

Name, strength &
formulation of drug

Inactivated influenza vaccine suspension in a pre-filled syringe, ie:
¢ inactivated quadrivalent influenza vaccine (QIV)

¢ inactivated adjuvanted trivalent influenza vaccine (aTIV)

¢ inactivated trivalent influenza vaccine (TIV)

A list of the influenza vaccines available in the UK was published in

the annual flu letter for England and subsequent updates can be

found in Vaccine Update.

Recommended vaccine choice

Age Recommended influenza vaccine

6 months | Offer a suitable inactivated (split virion) quadrivalent

to less influenza vaccine (QIV) supplied centrally via

than 2 ImmForm.

years Note: LAIV (Fluenz Tetra®V), adjuvanted trivalent
influenza vaccine (aTIV, Fluad®) and inactivated
(surface antigen) QIV from Mylan are not licensed in
this age group.

2 years Offer LAIV (Fluenz Tetra® V) supplied centrally via

to under | ImmForm.

é?g/e:rs For children in clinical risk groups under 18 years of

g age for whom LAIV is contraindicated (or is otherwise

unsuitable, eg due to religious acceptance of porcine
gelatin content), offer a suitable inactivated (split
virion) QIV supplied centrally via ImmForm.
Note: The aTIV (Fluad®) and inactivated (surface
antigen) QIV from Mylan are not licensed in this age
group.

18 years | Offer QIV.

EOSUZi?; Note: LAIV (Fluenz Tetra®V¥) and aTIV (Fluad®) are

y not licensed in this age group.

65 years | The aTIV (Fluad®) is recommended as the adjuvanted

and over | vaccine is more effective than non-adjuvanted vaccine

(including | in this population.

64 year |, f the aTIV (Fluad®) should be a priority f

olds e use of the aTIV (Flua )so_u e a priority for

turnin those aged 75 years and over, given that the non-

65 egrs adjuvanted vaccine has shown no significant

by gl effectiveness in this group over recent seasons.

March QIV should be offered as a second line option to aTIV

2019) if aTIV is unobtainable (see Additional Information) or
otherwise unsuitable (eg due to egg allergy).
Note: LAIV (Fluenz Tetra®V) is not licensed in this
age group.

Note: Non-adjuvanted trivalent influenza vaccine (TIV) is not one

of the recommended vaccines for 2018/19 but may be

administered where the recommended vaccine choices as

detailed above are unobtainable (see Additional Information).
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Legal category

Prescription only medicine (POM).

Black triangle ¥

QIVs are black triangle (including GSK’s Fluarix® Tetra¥ and
MASTA, Mylan (BGP Products) and Sanofi Pasteur supplied QIV).

Off-label use

Fluad® (aTIV) is licensed for administration to individuals aged 65
years and over. It may be administered under this PGD to 64 year
olds turning 65 years of age by 31 March 2019 in accordance with
the recommendations for the national influenza immunisation
programme for 2018/19.

Vaccine should be stored according to the conditions detailed in the
Storage section below. However, in the event of an inadvertent or
unavoidable deviation of these conditions refer to PHE Vaccine
Incident Guidance. Where vaccine is assessed in accordance with
these guidelines as appropriate for continued use this would
constitute off-label administration under this PGD.

Where a vaccine is recommended off-label, as part of the consent
process, consider informing the individual/parent/carer that the
vaccine is being offered in accordance with national guidance but
that this is outside the product licence.

Note: Different influenza vaccine products are licensed from different
ages and should be administered within their licence when working
to this PGD, unless permitted off-label administration is detailed
above. Refer to products’ SPCs at www.medicines.org.uk and
Appendix F of the annual flu letter) for more information.

Route / method of
administration

Continued over page

Administer by intramuscular injection, preferably into deltoid region of
the upper arm. The anterolateral aspect of the thigh is the preferred
site for infants under one year old.

Due to the presence of adjuvant (MF59C), Fluad® should be
administered intramuscularly using a 25mm needle.

Individuals on stable anticoagulation therapy, including individuals
on warfarin who are up-to-date with their scheduled INR testing and
whose latest INR was below the upper threshold of their therapeutic
range, can receive intramuscular vaccination. A fine needle (equal to
23 gauge or finer calibre) should be used for the vaccination,
followed by firm pressure applied to the site (without rubbing) for at
least 2 minutes. If in any doubt, consult with the clinician
responsible for prescribing or monitoring the individual’s
anticoagulant therapy.

Influenza vaccines licensed for intramuscular or subcutaneous
administration may alternatively be administered by the
subcutaneous route. Note: Fluarix® Tetra ¥ and Fluad® are not
licensed for subcutaneous administration so should only be
administered intramuscularly under this PGD.

Individuals with bleeding disorders may be vaccinated
intramuscularly if, in the opinion of a doctor familiar with the
individual's bleeding risk, vaccines or similar small volume
intramuscular injections can be administered with reasonable safety
by this route. If the individual receives medication/treatment to
reduce bleeding, for example treatment for haemophilia,
intramuscular vaccination can be scheduled shortly after such
medication/treatment is administered. A fine needle (equal to 23
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Route / method of
administration
(continued)

gauge or finer calibre) should be used for the vaccination, followed
by firm pressure applied to the site (without rubbing) for at least 2
minutes. The individual/parent/carer should be informed about the
risk of haematoma from the injection.

When administering at the same time as other vaccines care should
be taken to ensure that the appropriate route of injection is used for
all the vaccinations.

The vaccines should be given at separate sites, preferably in
different limbs. If given in the same limb, they should be given at
least 2.5cm apart. The site at which each vaccine was given should
be noted in the individual’s records. If Fluad® needs to be
administered at the same time as another vaccine, immunisation
should be carried out on separate limbs.

Shake vaccine before administration.

Inspect visually prior to administration and ensure appearance is
consistent with the description in the products SPC.

The SPCs provide further guidance on administration and are
available from the electronic Medicines Compendium website:
www.medicines.org.uk

Dose and frequency of
administration

Single 0.5ml dose to be administered for the current annual flu
season.

Children in a clinical risk group aged 6 months to less than nine
years old who have not previously received any doses of influenza
vaccine should be offered a second dose of vaccine at least four
weeks later. The inactivated influenza vaccines are interchangeable,
although the individual’'s age and vaccine licence should be
considered (see Off-label use section).

JCVI has advised that when a choice of either a 0.25ml or 0.5ml
dose is indicated in the SPC, the 0.5ml dose of inactivated influenza
vaccine should be given to individuals from age six months because
there is evidence that this dose is effective in young children.

Duration of treatment

Single 0.5ml dose for the current annual flu season.

Children aged 6 months to less than nine years old offered
inactivated influenza vaccine who have not received influenza
vaccine previously should be offered a second dose of the vaccine at
least four weeks later.

Quantity to be supplied /
administered

Single dose of 0.5ml per administration.

Supplies

Continued over page

Given that some influenza vaccines are restricted for use in
particular age groups, the SPCs for individual products should
always be referred to when ordering vaccines to ensure that they can
be given appropriately to particular age groups.

Supplies for administration to adults should be ordered from the
influenza vaccine manufacturers/wholesalers as in previous years.

For children under 18 years of age, where Fluenz Tetra®V¥is
medically contraindicated or otherwise unsuitable, an inactivated QIV
will be supplied. These vaccines should be ordered as per the usual
mechanisms for the routine childhood immunisation programme.
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Supplies
(continued)

Protocols for the ordering, storage and handling of vaccines should
be followed to prevent vaccine wastage (see protocol for ordering
storage and handling of vaccines and Green Book Chapter 3).

Storage

Store at +2°C to +8°C.
Store in original packaging in order to protect from light.
Do not freeze.

In the event of an inadvertent or unavoidable deviation of these
conditions vaccine that has been stored outside the conditions stated
above should be quarantined and risk assessed for suitability of
continued off-label use or appropriate disposal. Refer to PHE
Vaccine Incident Guidance.

Disposal

Equipment used for immunisation, including used vials, ampoules, or
discharged vaccines in a syringe or applicator, should be disposed of
safely in a UN-approved puncture-resistant ‘sharps’ box, according
to local authority regulations and guidance in the technical
memorandum 07-01: Safe management of healthcare waste
(Department of Health, 2013).

Drug interactions

Immunological response may be diminished in those receiving
immunosuppressive treatment but it is important to still immunise this
group.

Inactivated influenza vaccine may be given at the same time as other
vaccines (See Route / method of administration).

A detailed list of drug interactions is available in the SPC for each
vaccine, which are available from the electronic Medicines
Compendium website: www.medicines.org.uk

Identification &
management of adverse
reactions

Pain, swelling or redness at the injection site, low grade fever,
malaise, shivering, fatigue, headache, myalgia and arthralgia are
among the commonly reported symptoms after intramuscular
vaccination. A small painless nodule (induration) may also form at
the injection site. These symptoms usually disappear within one to
two days without treatment.

Immediate reactions such as urticaria, angio-oedema,
bronchospasm and anaphylaxis can occur.

A higher incidence of mild post-immunisation reactions has been
reported with aTlV compared to non-adjuvanted influenza vaccines.

The frequency of injection site pain and systemic reactions may be
higher in individuals vaccinated concomitantly with inactivated
influenza vaccine and pneumococcal polysaccharide vaccine
(PPV23) compared to vaccination with influenza vaccine alone and
similar to that observed with PPV23 vaccination alone. Influenza
vaccine and PPV23 may be administered at the same visit.

A detailed list of adverse reactions is available in the SPC for each
vaccine, which are available from the electronic Medicines
Compendium website: www.medicines.org.uk

Reporting procedure of
adverse reactions

Continued over page

Healthcare professionals and individuals/parents/carers are
encouraged to report suspected adverse reactions to the Medicines
and Healthcare products Regulatory Agency (MHRA) using the
Yellow Card reporting scheme on: http://yellowcard.mhra.gov.uk
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Reporting procedure of
adverse reactions
(continued)

QIVs are black triangle (including GSK’s Fluarix® Tetra¥ and
MASTA, Mylan (BGP Products) and Sanofi Pasteur supplied QIV).
Therefore, any suspected adverse reactions should be reported via
the Yellow Card Scheme.

Any adverse reaction to a vaccine should be documented in the
individual’s record and the individual’s GP should be informed.

Written information to be
given to patient or carer

Offer marketing authorisation holder's patient information leaflet
(PIL) provided with the vaccine.

Patient advice / follow up
treatment

Individuals should be advised regarding adverse reactions to
vaccination and reassured that the inactivated vaccine cannot cause
influenza. However the vaccine will not provide protection for about
14 days and does not protect against other respiratory viruses that
often circulate during the flu season.

Immunosuppressed individuals should be advised that they may not
make a full immmune response to the vaccine. Therefore,
consideration should be given to the influenza vaccination of their
household contacts.

Inform the individual/parent/carer of possible side effects and their
management.

The individual/parent/carer should be advised to seek medical
advice in the event of an adverse reaction.

When applicable, advise individual/parent/carer when a subsequent
vaccine dose is due.

When administration is postponed advise the individual/parent/carer
when to return for vaccination.

Special considerations /
additional information

Continued over page

Ensure there is immediate access to adrenaline (epinephrine) 1in
1000 injection and access to a telephone at the time of vaccination.

Minor illnesses without fever or systemic upset are not valid reasons
to postpone immunisation. If an individual is acutely unwell,
immunisation may be postponed until they have fully recovered.

For children under the age of 16 years, those assessed as Gillick
competent can self-consent (for further information on consent see
DH Reference quide to consent for examination or treatment).

The recommended vaccine in those aged 65 years and over is aTIV.
QIV should not be offered to those aged 65 years and over, other
than in exceptional circumstances. In the event that aTIV is not
available, and is highly unlikely to become available, QIV may be
offered as a second line option. Before offering the second line
option, however, individuals should be sign-posted to other providers
to access the recommended vaccine, as appropriate.

Non-adjuvanted trivalent influenza vaccine (TIV) is not one of the
recommended vaccines for 2018/19. For those aged under 65 years,
if QIV is not available, and is highly unlikely to become available, TIV
may be offered as a second line option. For those aged 65 years and
over, if neither QIV nor aTIV are available, and are highly unlikely to
become available, TIV may be administered in exceptional
circumstances. In both situations, individuals should be sign-posted
to other providers to access the recommended vaccine, as
appropriate.
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Special considerations / If offering QIV to individuals not recommended to have it, or if
additional information offering non-adjuvanted TIV to any individual, when gaining consent
(continued) for immunisation, practitioners should ensure they inform the
individual the vaccine is not one nationally recommended for them.
Healthcare practitioners should ensure they explain to the individual
the possible lower efficacy of the vaccine being offered to them, why
it is being offered instead of the recommended vaccine and why it
may still offer protection against seasonal flu, or attenuate the
progression of the infection should they getit. The discussion
should be documented in the individuals’ records.

Due to the risk of febrile convulsions, the indication for TIV from
Pfizer (Influenza Vaccine (split virion, inactivated)) is restricted to use
in adults and children aged five years and older. The SPC for TIV
from Pfizer indicates that a high rate of fever was reported in the age
group aged five to under nine years. This vaccine will not be part of
the central supply for use in children in the 2018/19 season, but may
be available for purchase by the practice. If no suitable alternative
vaccines are available, clinicians should ensure parents are aware of
the risk and give advice on the management of vaccine-induced
fever.

Licensed ages:

e Fluarix® Tetra¥ and inactivated (split virion) QIV is licensed from
6 months of age

e Mylan (BGP Products) inactivated (surface antigen) QIV is
licenced from 18 years of age

e The aTIV (Fluad®) is licensed for indiviudals aged 65 years and
over (see Off-label section)

e Influvac®, Imuvac®, Agrippal®, and surface antigen inactivated
influenza vaccine (Mylan, BGP Products) TIVs are licensed from
6 months of age

e Pfizer vaccines inactivated influenza vaccine (split virion) TIV is
licensed from 5 years of age

e Fluenz® TetraV is licensed from 24 months to less than 18 years
(see LAIV PGD)

Records Record:

e thatvalid informed consent was given;

e name of individual, address, date of birth and GP with whom
the individual is registered

name of immuniser

name and brand of vaccine

date of administration

dose, form and route of administration of vaccine

guantity administered

batch number and expiry date

anatomical site of vaccination

advice given, including advice given if excluded or declines
immunisation

details of any adverse drug reactions and actions taken

e supplied via PGD

Records should be signed and dated (or password controlled
immunisers record on e-records).

All records should be clear, legible and contemporaneous.

Continued over page As a wide variety of influenza vaccines are available on the UK
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Records
(continued)

market each year, it is especially important that the exact brand of
vaccine, batch number and site at which each vaccine is given is
accurately recorded in the individual’s records.

It is important that vaccinations given either at a general practice or
elsewhere (for example at antenatal clinics) are recorded on
appropriate health records for the individual (using the appropriate
clinical code) in a timely manner. If given elsewhere, a record of
vaccination should be returned to the individual’'s general practice to
allow clinical follow up and to avoid duplicate vaccination.

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

Key references Inactivated influenza vaccination

e Immunisation Against Infectious Disease: The Green Book,
Chapter 19. Published 15 August 2018
https://www.gov.uk/government/collections/immunisation-against-
infectious-disease-the-green-book

e Collection: Annual Flu Programme
https://www.gov.uk/government/collections/annual-flu-programme

¢ The national flu immunisation programme 2018 to 2019:
supporting letter. Published 26 March 2018.
https://www.gov.uk/government/publications/national-flu-
immunisation-programme-plan

¢ Influenza vaccine ovalbumin content.
https://www.gov.uk/government/publications/influenza-vaccine-
ovalbumin-content

o Summary of Product Characteristics
www.medicines.org.uk

General

¢ Health Technical Memorandum 07-01: Safe Management of
Healthcare Waste. Department of Health 20 March 2013
https://www.gov.uk/government/publications/guidance-on-the-safe-
management-of-healthcare-waste

e National Minimum Standards and Core Curriculum for
Immunisation Training. Published February 2018
https://www.gov.uk/government/publications/national-minimum-
standards-and-core-curriculum-for-immunisation-training-for-
registered-healthcare-practitioners

¢ NICE Medicines Practice Guideline 2 (MPG2): Patient Group
Directions. Published March 2017.
https://www.nice.org.uk/quidance/mpg2

¢ NICE MPG2 Patient group directions: competency framework for
health professionals using patient group directions. January 2014.
https://www.nice.org.uk/guidance/mpg2/resources

e PHE Immunisation Collection
https://www.gov.uk/government/collections/immunisation

e PHE Vaccine Incident Guidance
https://www.gov.uk/government/publications/vaccine-incident-
quidance-responding-to-vaccine-errors

e Protocol for ordering storage and handling of vaccines. April 2014.
https://www.gov.uk/government/publications/protocol-for-ordering-
storing-and-handling-vaccines

¢ Reference guide to consent for examination or treatment,
Department of Health, published 4 August 2009.
https://www.gov.uk/government/publications/reference-quide-to-
consent-for-examination-or-treatment-second-edition
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7. Practitioner authorisation sheet
IM Influenza PGD v06.00 Valid from: 01/09/2018 Expiry: 31/03/2019

Before signing this PGD, check that the document has had the necessary authorisations in
section two. Without these, this PGD is not lawfully valid.
Practitioner

By signing this patient group direction you are indicating that you agree to its contents and
that you will work within it.

Patient group directions do not remove inherent professional obligations or accountability.

It is the responsibility of each professional to practise only within the bounds of their own
competence and professional code of conduct.

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

Name Designation Signature Date

Authorising manager

| confirm that the practitioners named above have declared themselves suitably
trained and competent to work under this PGD. | give authorisation on behalf of
(insert name of practice) for the
above named health care professionals who have signed the PGD to work under it.

Name Designation Signature Date

Note to authorising manager

Score through unused rows in the list of practitioners to prevent practitioner additions post
managerial authorisation.

This authorisation sheet should be retained to serve as a record of those practitioners
authorised to work under this PGD.
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APPENDIX A

Clinical risk groups who should receive the influenza immunisation

Influenza vaccine should be offered to people in the clinical risk categories set out below.

Chronicrespiratory
disease

Asthma that requires continuous or repeated use of inhaled or systemic
steroids or with previous exacerbations requiring hospital admission.

Chronic obstructive pulmonary disease (COPD) including chronic bronchitis
and emphysema,; bronchiectasis, cystic fibrosis, interstitial lung fibrosis,
pneumoconiosis and bronchopulmonary dysplasia (BPD).

Children who have previously been admitted to hospital for lower
respiratory tract disease.

Chronic heartdisease

Congenital heart disease, hypertension with cardiac complications, chronic
heart failure, individuals requiring regular medication and/or follow-up for
ischaemic heart disease.

Chronic kidney
disease

Chronic kidney disease at stage 3, 4 or 5, chronic kidney failure, nephrotic
syndrome, kidney transplantation.

Chronic liver disease

Cirrhosis, biliary atresia, chronic hepatitis.

Chronic neurological
disease (includedin
the DES directions for
Wales)

Stroke, transient ischaemic attack (TIA). Conditions in which respiratory
function may be compromised due to neurological disease (eg polio
syndrome sufferers). Clinicians should offer immunisation, based on
individual assessment, to clinically vulnerable individuals including those with
cerebral palsy, learning disabilities, multiple sclerosis and related or similar
conditions; or hereditary and degenerative disease of the nervous system or
muscles; or severe neurological disability.

Diabetes

Type 1 diabetes, type 2 diabetes requiring insulin or oral hypoglycaemic
drugs, diet controlled diabetes.

Immunosuppression
(see contraindications
and precautions
section onlive
attenuated influenza
vaccine)

Immunosuppression due to disease or treatment, including patients
undergoing chemotherapy leading to immunosuppression, bone marrow
transplant, HIV infection at all stages, multiple myeloma or genetic
disorders affecting the immune system (eg IRAK-4, NEMO, complement
disorder).

Individuals treated with or likely to be treated with systemic steroids for
more than a month at a dose equivalent to prednisolone at 20mg or more
per day (any age), or for children under 20kg, a dose of 1mg or more per
kg per day.

It is difficult to define at what level of immunosuppression a patient could
be considered to be at a greater risk of the serious consequences of
influenza and should be offered influenza vaccination. This decision is
best made on an individual basis and left to the patient’s clinician.

Some immunocompromised patients may have a suboptimal immunological
response to the vaccine.

Asplenia or
dysfunction of the
spleen

This also includes conditions such as homozygous sickle cell disease and
coeliac syndrome that may lead to splenic dysfunction.

Pregnant women

Pregnant women at any stage of pregnancy (first, second or third
trimesters).

Morbid obesity (class
Il obesity)

Adults with a Body Mass Index = 40 kg/m?
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PATIENT GROUP DIRECTION (PGD)

Administration of 23-valent pneumococcal polysaccharide vaccine (PPV)
to individuals from 65 years of age and individuals from 2 years of age in a clinical risk
group in accordance with the national immunisation programme for active immunisation
against pneumococcal disease and UK guidelines for the public health management of
clusters of serious pneumococcal disease in closed setting.

This PGD is for the administration of 23-valent pneumococcal polysaccharide vaccine (PPV)
by registered healthcare practitioners identified in Section 3, subject to any limitations to
authorisation detailed in Section 2.

Reference no: PPV PGD

Version no: v02.00

Valid from: 1 September 2018
Review date: 1 March 2020
Expiry date: 31 August 2020

Public Health England has developed this PGD to facilitate the delivery of publicly
funded immunisation in line with national recommendations.

Those using this PGD must ensure that it is organisationally authorised and signed in
Section 2 by an appropriate authorising person, relating to the class of person by whom
product is to be supplied, in accordance with Human Medicines Regulations 2012
(HMR2012)*. THE PGD IS NOT LEGAL OR VALID WITHOUT SIGNED AUTHORISATION
IN ACCORDANCE WITH HMR2012 SCHEDULE 16 Part 2.

Authorising organisations must not alter, amend or add to the clinical content of this
document (sections 4, 5 and 6); such action will invalidate the clinical sign-off with which it is
provided. In addition authorising organisations must not alter section 3 ‘Characteristics of
staff’. Only sections 2 and 7 can be amended within the designated editable fields provided.

Operation of this PGD is the responsibility of commissioners and service providers.

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

Practitioners and organisations must check that they are using the current version of the
PGD. Amendments may become necessary prior to the published expiry date. Current
versions of PHE PGDs for authorisation can be found from:
https://www.gov.uk/government/collections/immunisation

Any concerns regarding the content of this PGD should be addressed to:
immunisation@phe.gov.uk

! This includes any relevant amendments to legislation (eg 2013 No0.235, 2015 N0.178 and 2015 No.323).
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Change history

Version
number

Change details

Date

V01.00

New PHE PGD template

01 September 2016

Vv02.00

PPV PGD amended to:

¢ include vaccination in accordance with UK guidelines for
the public health management of clusters of serious
pneumococcal disease in closed settings

¢ include 64 year olds who may be immunised during the
influenza season and who will turn 65 years by the 31
March

¢ include both vial and pre-filled syringe presentations of
PPV

¢ include additional healthcare practitioners in Section 3

o refer to PHE vaccine incident guidance within the off-
label and storage sections

¢ include minor rewording, layout and formatting changes
for clarity and consistency with other PHE PGD
templates

08 August 2018
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1. PGD development

This PGD has been developed by the following health professionals on behalf of Public

Health England:

Developed by: Name Signature Date
_ Elizabeth Graham
Pharmacist Lead Pharmacist Immunisation Zé ila 09/08/2018
(Lead Author) Services, PHE
Mary Ramsay M L
Doctor Consultant Epidemiologist and T e Y 08/08/2018

Head of Immunisation and — -

Countermeasures, PHE

Registered Nurse
(Chair of Expert Panel)

David Green
Nurse Consultant — Immunisations,
PHE

rD@W | 09/08/2018

This PGD has been peer reviewed by the PHE Immunisations PGD Expert Panel in
accordance with PHE PGD Policy. It has been ratified by the PHE Medicines Management
Group and the PHE Quality and Clinical Governance Delivery Board.

Expert Panel

Name

Designation

Ed Gardner

Advanced Paramedic Practitioner/Emergency Care Practitioner,
Medicines Manager, Proactive Care Lead

Jacqueline Lamberty

Lead Pharmacist Medicines Management Services, Public Health
England

Vanessa MacGregor

Consultant in Communicable Disease Control, Public Health England,
East Midlands Health Protection Team

Alison Mackenzie

Consultant in Public Health Medicine, Screening and Immunisation
Lead, Public Health England / NHS England South (South West)

Gill Marsh

Senior Screening and Immunisation Manager Public Health England /
NHS England Lancashire and South Cumbria

Lesley McFarlane

Screening and Immunisation Co-ordinator (SIC) NHS England / Public
Health England Leicestershire, Lincolnshire and Northamptonshire

Sally Millership

Consultant in Communicable Disease Control, Public Health England,
East of England Health Protection Team

Richard Pebody

Consultant Medical Epidemiologist, Immunisation and
Countermeasures, Public Health England

Tushar Shah

Pharmacy Advisor, NHS England London Region

Kelly Stoker Senior Health Protection Nurse, North East Health Protection Team,
Public Health England Centre North East
Sharon Webb Programme Manager/Registered Midwife, NBHS Infectious Diseases in

Pregnancy Screening Programme, Public Health England

Helen Wilkinson

Deputy Head of Medicines Management, NHS South Gloucestershire
Clinical Commissioning Group
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2. Organisational authorisations
The PGD is not legally valid until it has had the relevant organisational authorisation.
It is the responsibility of the organisation that has legal authority to authorise the PGD, to
ensure that all legal and governance requirements are met. The authorising body accepts

governance responsibility for the appropriate use of the PGD.

NHS ENGLAND MIDLANDS AND EAST (CENTRAL MIDLANDS) authorises this PGD for
use by the services or providers listed below:

Authorised for use by the following organisations and/or services

General medical practices from which NHS England Midlands and East (Central
Midlands) commissions immunisation services

Limitations to authorisation

Organisational approval (legal requirement)

Role Name Sign Date
Deputy Medical Director, | Dr Dave Briggs 20™ August
NHS England Midlands ) ~ | 2018

and East (Central )

Midlands)

Additional signatories according to locally agreed policy

Role Name Sign Date

Local enquiries regarding the use of this PGD may be directed to:

For Bedfordshire, Hertfordshire, Luton and Milton Keynes - england.immsga@nhs.net -
the (Central Midlands) South public health/screening and immunisation team.
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For Leicestershire, Lincolnshire and Northamptonshire — england.llimms@nhs.net - the
(Central Midlands) North and Central public health/screening and immunisation team.

Section 7 provides a practitioner authorisation sheet. Individual practitioners must be
authorised by name to work to this PGD. Alternative practitioner authorisation sheets may be
used where appropriate in accordance with local policy but this should be an individual
agreement or a multiple practitioner authorisation sheet as included at the end of this PGD.
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3. Characteristics of staff

Qualifications and
professional registration

Registered professional with one of the following bodies:

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

e pharmacists currently registered with the General Pharmaceutical
Council (GPhC) (Note: This PGD is not relevant to privately
provided community pharmacy services)

e paramedics and physiotherapists currently registered with the
Health and Care Professions Council (HCPC)

The practitioners above must also fulfil the Additional requirements
detailed below.

e Check Section 2 Limitations to authorisation to confirm whether
all practitioners listed above have organisational authorisation to
work under this PGD.

Additional requirements

Additionally practitioners:

e must be authorised by name as an approved practitioner under
the current terms of this PGD before working to it

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

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

e must be familiar with the vaccine product and alert to changes in
the Summary of Product Characteristics (SPC), Immunisation
Against Infectious Disease (“The Green Book”), and national and
local immunisation programmes

e must have undertaken training appropriate to this PGD as
required by local policy and in line with the National Minimum
Standards and Core Curriculum for Immunisation Training

e must be competent to undertake immunisation and to discuss
issues related to immunisation

¢ must be competent in the handling and storage of vaccines, and
management of the “cold chain”

e must be competent in the recognition and management of
anaphylaxis

e must have access to the PGD and associated online resources

¢ should fulfil any additional requirements defined by local policy

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

Continued training
requirements

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

Practitioners should be constantly alert to any subsequent
recommendations from Public Health England and/or NHS England
and other sources of medicines information.

Note: The most current national recommendations should be
followed but a Patient Specific Direction (PSD) may be required to
administer the vaccine in line with updated recommendations that
are outside the criteria specified in this PGD.
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4. Clinical condition or situation to which this PGD applies

Clinical condition or
situation to which this
PGD applies

Indicated for the active immunisation of individuals from 65 years of
age and individuals from 2 years of age in a clinical risk group, for
the prevention of pneumococcal disease in accordance with the
national immunisation programme, UK guidelines for the public
health management of clusters of serious pneumococcal disease in
closed settings and recommendations given in Chapter 25 of
Immunisation Against Infectious Disease: “The Green Book”.

Criteria for inclusion

Individuals who:

e are aged 65 years and over (including those 64 year olds who
may be immunised during the influenza season and who will turn
65 years by the 31 March)?

e are aged 2 years and over and have a medical condition included
in the clinical risk groups defined in the Green Book Chapter 25
Table 25.1 (copy provided at Appendix A)

e have asplenia, splenic dysfunction or chronic kidney disease (see
Appendix A) and require a pneumococcal polysaccharide vaccine
(PPV) booster

e are a close contact recommended vaccination by the local Health
Protection Team for the public health management of
pneumococcal disease in accordance with UK guidelines for the
public health management of clusters of serious pneumococcal
disease in closed settings

Criteria for exclusion®

Individuals for whom no valid consent has been received.

Individuals who:

e are less than 2 years of age

¢ have previously received PPV over the age of 2 years, except
individuals with asplenia, splenic dysfunction and chronic kidney
disease (see Appendix A) and those recommended vaccination
for the public health management of clusters of serious
pneumococcal disease in closed settings

¢ have had a confirmed anaphylactic reaction to a previous dose of
PPV or to any component of the vaccine

¢ have asplenia, splenic dysfunction or chronic kidney disease (see
Appendix A) and received PPV in the preceding 5 years

¢ have received pneumococcal conjugate vaccine (PCV) in the
preceding 2 months

¢ are suffering from acute severe febrile illness (the presence of a
minor infection is not a contraindication for immunisation)

e are at risk of frequent or continuous occupational exposure to
metal fume (eg welders) (indication not covered by this PGD)

Continued over page

> The NHS England Directed Enhanced Service (DES) for pneumococcal polysaccharide vaccination (PPV23)
is renewed annually. Historically the DES allows PPV23 to be administered to those aged 64 years if they attain
65 years of age by the 31* March. This is to facilitate co-administration of both PPV23 and influenza vaccine at

the same practice visit.

® Exclusion under this Patient Group Direction does not necessarily mean the medication is contraindicated, but
it would be outside its remit and another form of authorisation will be required
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Cautions including any
relevant action to be
taken

Antibody response may be impaired in those with immunological
impairment and those with an absent or dysfunctional spleen (see
Special considerations / additional information section regarding
appropriate timing of vaccination).

Action to be taken if the
patient is excluded

If aged less than 2 years PPV is not indicated, ensure PCV
immunisation is up-to-date.

If aged from 2 years to less than 65 years and neither in a clinical
risk group nor recommended vaccination for the public health
management of clusters of serious pneumococcal disease in closed
settings, PPV is not indicated.

If PPV has previously been received over the age of 2 years and the
individual does not have asplenia, splenic dysfunction or chronic
kidney disease (see Appendix A) and the individual is not
recommended vaccination for the public health management of
clusters of serious pneumococcal disease in closed settings, further
PPV is not indicated.

Individuals with asplenia, splenic dysfunction or chronic kidney
disease (see Appendix A), who have received PPV within the
preceding 5 years, defer immunisation until appropriate interval.

Individuals who have received PCV in the preceding 2 months
postpone immunisation until 2 months has elapsed.

In case of postponement due to acute severe febrile illness, advise
when the individual can be vaccinated and ensure another
appointment is arranged.

Individuals who are at risk of frequent or continuous occupational
exposure to metal fume (eg welders) should be considered for
immunisation taking into account exposure control measures in
place. This is outside the remit of this PGD.

Seek appropriate advice from the local Screening and Immunisation
Team, local Health Protection Team or the individual’s clinician as
required.

The risk to the individual of not being immunised must be taken
into account.

Document the reason for exclusion and any action taken in the
individual’s clinical records.

In a GP practice setting, inform or refer to the GP or a prescriber as
appropriate.

Action to be taken if the
patient or carer declines
treatment

Informed consent, from the individual or a person legally able to act
on the person’s behalf, must be obtained for each administration.

Advise the individual/parent/carer about the protective effects of the
vaccine, the risks of infection and potential complications of disease.

Document advice given and the decision reached.

In a GP practice setting, inform or refer to the GP as appropriate.

Arrangements for referral
for medical advice

As per local policy
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5. Description of treatment

Name, strength &
formulation of drug

23-valent pneumococcal polysaccharide vaccine (PPV) eg:

e Pneumococcal polysaccharide vaccine®, 0.5ml solution for
injection in a vial or pre-filled syringe, with each 0.5ml dose
containing 25 micrograms of each of the following 23
pneumococcal polysaccharide serotypes: 1, 2, 3, 4, 5, 6B, 7F, 8,
9N, 9V, 10A, 11A, 12F, 14, 15B, 17F, 18C, 19F, 19A, 20, 22F,
23F, 33F.

Legal category

Prescription only medicine (POM)

Black triangle ¥

No

Off-label use

Concomitant administration of PPV and shingles vaccine (Zostavax®)
is off-label but may occur when indicated in accordance with the
advice in Chapter 28a of “The Green Book”, see Drug Interactions
below.

Administration of a further dose of PPV to close contacts who have
already received a dose of PPV more than two years previously is
off-label but is recommended in accordance with the UK guidelines
for the public health management of clusters of serious
pneumococcal disease in closed settings.

Vaccine should be stored according to the conditions detailed in the
Storage section below. However, in the event of an inadvertent or
unavoidable deviation of these conditions refer to PHE Vaccine
Incident Guidance. Where vaccine is assessed in accordance with
these guidelines as appropriate for continued use this would
constitute off-label administration under this PGD.

Where a vaccine is recommended off-label consider, as part of the
consent process, informing the individual/parent/carer that the
vaccine is being offered in accordance with national guidance but
that this is outside the product licence.

Route / method of
administration

Continued over page

Administer by intramuscular or subcutaneous injection. The preferred
site is the deltoid region of the upper arm.

The intramuscular route is routinely used because localised
reactions are more common when vaccines are given
subcutaneously. However, for individuals with a bleeding disorder,
vaccines may alternatively be given by subcutaneous injection to
reduce the risk of bleeding.

When administering at the same time as other vaccines care should
be taken to ensure that the appropriate route of injection is used for
all the vaccinations.

The vaccines should be given at separate sites, preferably in
different limbs. If given in the same limb, they should be given at
least 2.5cm apart. The site at which each vaccine was given should
be noted in the individual’s records.

The vaccine's normal appearance is a clear colourless solution.

* Given the current UK supply shortages it is anticipated vaccine presented under the Pneumovax brand may
enter the UK market. This PGD includes the provision of any PPV23 vaccine where it is recommended for
administration as part of the national programme and brought to the UK market as a licensed product.
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Route / method of
administration
(continued)

The vaccine should be visually inspected for particulate matter and
discoloration prior to administration. In the event of any foreign
particulate matter and/or variation of physical aspect being observed,
do not administer the vaccine.

The vaccine’s SPC provides further guidance on administration and
is available from the electronic Medicines Compendium website:
www.medicines.org.uk

Dose and frequency of
administration

Single 0.5ml dose.

Individuals with asplenia, splenic dysfunction or chronic kidney
disease (see Appendix A) should be revaccinated at 5 year intervals.

Close contacts of pneumococcal disease who have already
received a dose of PPV more than two years previously should be
offered a further dose of PPV in accordance with UK gquidelines for
the public health management of clusters of serious pneumococcal
disease in closed settings.

Revaccination is not routinely indicated for other individuals.

Duration of treatment

Single 0.5ml dose (see Dose and frequency of administration
regarding indications for revaccination).

Quantity to be supplied /
administered

Single 0.5ml dose.

Supplies

PPV is not centrally procured and therefore is not available through
ImmForm. It should be ordered from the manufacturer/wholesalers.
Protocols for the ordering, storage and handling of vaccines should
be followed to prevent vaccine wastage (see protocol for ordering
storage and handling of vaccines and Green Book Chapter 3).

Storage

Store at +2°C to +8°C.
Store in original packaging in order to protect from light.
Do not freeze.

In the event of an inadvertent or unavoidable deviation of these
conditions, vaccine that has been stored outside the conditions
stated above should be quarantined and risk assessed for suitability
of continued off-label use or appropriate disposal. Refer to PHE
Vaccine Incident Guidance.

Disposal

Equipment used for immunisation, including used vials, ampoules, or
discharged vaccines in a syringe or applicator, should be disposed of
safely in a UN-approved puncture-resistant ‘sharps’ box, according
to local authority regulations and guidance in the technical
memorandum 07-01: Safe management of healthcare waste
(Department of Health, 2013).

Drug interactions

Immunological response may be diminished in those receiving
immunosuppressive treatment but it is important to still immunise this

group.
PPV may be given at the same time as other vaccines.

PPV can also be given at the same time as shingles vaccine,
Zostavax®. Such administration is off-label but recommended in “The
Green Book” following assessment of the evidence, concluding that
there is no reduction in the effectiveness of Zostavax®.
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Identification &
management of adverse
reactions

Local reactions following vaccination are very common including
pain, swelling, induration and/or redness at the injection site.

A low grade fever may occur.

The most common systemic adverse events reported are
asthenia/fatigue, myalgia and headache.

Hypersensitivity reactions and anaphylaxis can occur but are very
rare.

Other adverse events have been reported in clinical trials and post-
marketing surveillance but the frequency of these is not known.

A detailed list of adverse reactions is available in the vaccine’s SPC,
which is available from the electronic Medicines Compendium
website:

www.medicines.org.uk

Reporting procedure of
adverse reactions

Healthcare professionals and individuals/parents/carers are
encouraged to report suspected adverse reactions to the Medicines
and Healthcare products Regulatory Agency (MHRA) using the
Yellow Card reporting scheme on: http://yellowcard.mhra.gov.uk

Any adverse reaction to a vaccine should be documented in the
individual’s record and the individual’s GP should be informed.

Written information to be
given to patient or carer

Offer the marketing authorisation holder's patient information leaflet
(PIL) provided with the vaccine.

Immunisation promotional material may be provided as appropriate:
e Splenectomy leaflet
Available from: www.gov.uk/government/collections/immunisation

Patient advice / follow up
treatment

Inform the individual/parent/carer of possible side effects and their
management.

Vaccination may not result in complete protection in all recipients.

Individuals at especially increased risk of serious pneumococcal
infection (eg asplenics and those who have received
immunosuppressive therapy for any reason), should be advised
regarding the possible need for early antimicrobial treatment in the
event of severe, sudden febrile illness.

The individual/parent/carer should be advised to seek medical
advice in the event of an adverse reaction.

Special considerations /
additional information

Continued over page

Ensure there is immediate access to adrenaline (epinephrine) 1in
1000 injection and access to a telephone at the time of vaccination.

Minor illnesses without fever or systemic upset are not valid reasons
to postpone immunisation. If an individual is acutely unwell,
immunisation may be postponed until they have fully recovered.

Individuals who are a contact of pneumococcal disease do not
usually require PPV. Immunisation may be indicated for close
contacts where there is a confirmed cluster of serious pneumococcal
disease in a closed setting and should be on the advice of your local
Health Protection Team.

Pneumococcal vaccines may be given to pregnant women when the
need for protection is required without delay. There is no evidence of
risk from vaccinating pregnant women or those who are breast-
feeding with inactivated viral or bacterial vaccines or toxoids.
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Special considerations /
additional information
(continued)

Timing of vaccination

Wherever possible, immunisation or boosting of immunosuppressed
or HIV-positive individuals should be either carried out before
immunosuppression occurs or deferred until an improvement in
immunity has been seen. The optimal timing for any vaccination
should be based upon a judgement about the relative need for rapid
protection and the likely response. For individuals due to commence
immunosuppressive treatments, inactivated vaccines should ideally
be administered at least two weeks before commencement. In some
cases this will not be possible and therefore vaccination may be
carried out at any time and re-immunisation considered after
treatment is finished and recovery has occurred.

Ideally PPV should be given four to six weeks before elective
splenectomy or initiation of treatment such as chemotherapy or
radiotherapy. Where this is not possible, it can be given up to two
weeks before treatment.

If it is not practicable to vaccinate two weeks or more before
splenectomy, immunisation should be delayed until at least two
weeks after the operation.

If it is not practicable to vaccinate two weeks or more before initiation
of chemotherapy and/or radiotherapy, immunisation should be
delayed until at least three months after completion of therapy in
order to maximise the response to the vaccine.

Immunisation of these individuals should not be delayed if this is
likely to result in failure to vaccinate.

Splenectomy, chemotherapy or radiotherapy should never be
delayed to allow time for vaccination.

Records

Continued over page

Record:

¢ that valid informed consent was given

e name of individual, address, date of birth and GP with whom the
individual is registered

name of immuniser

name and brand of vaccine

date of administration

dose, form and route of administration of vaccine

guantity administered

batch number and expiry date

anatomical site of vaccination

advice given, including advice given if excluded or declines
immunisation

details of any adverse drug reactions and actions taken
supplied via PGD

Records should be signed and dated (or a password controlled
immuniser’s record on e-records).

All records should be clear, legible and contemporaneous.

This information should be recorded in the individual’s GP record.
Where vaccine is administered outside the GP setting appropriate
health records should be kept and the individual’s GP informed.

The local Child Health Information Systems team (Child Health
Records Department) must be notified using the appropriate
documentation/pathway as required by any local or contractual
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Records
(continued)

arrangement.

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

Key references

Pneumococcal polysaccharide vaccine

Immunisation Against Infectious Disease: The Green Book Chapter
25 last updated 16 January 2018.
https://www.gov.uk/government/collections/immunisation-against-
infectious-disease-the-green-book

Summary of Product Characteristic for pneumococcal
polysaccharide vaccine, Merck Sharp & Dohme Limited. Last
updated 30 April 2018.
http://www.medicines.org.uk/emc/medicine/1446

NHS public health functions agreement 2017-18 Service
specification No.8: Pneumococcal immunisation programme.
Published April 2017.
https://www.england.nhs.uk/commissioning/pub-hlth-res/

Enhanced Service Specification: Seasonal influenza and
pneumococcal polysaccharide vaccination programme 2018/19.
Published June 2018.
https://www.england.nhs.uk/publication/gp-contract-2017-18-
enhanced-service-specifications/

General

Health Technical Memorandum 07-01: Safe Management of
Healthcare Waste. Department of Health 20 March 2013
https://www.gov.uk/government/publications/guidance-on-the-safe-
management-of-healthcare-waste

National Minimum Standards and Core Curriculum for
Immunisation Training. Published February 2018.
https://www.gov.uk/government/publications/national-minimum-
standards-and-core-curriculum-for-immunisation-training-for-
registered-healthcare-practitioners

NICE Medicines Practice Guideline 2 (MPG2): Patient Group
Directions. Published March 2017.
https://www.nice.org.uk/quidance/mpg?2

NICE MPG2 Patient group directions: competency framework for
health professionals using patient group directions. January 2014.
https://www.nice.org.uk/guidance/mpg2/resources

PHE Immunisation Collection
https://www.gov.uk/government/collections/immunisation

PHE Vaccine Incident Guidance
https://www.gov.uk/government/publications/vaccine-incident-
quidance-responding-to-vaccine-errors

Protocol for ordering storage and handling of vaccines. April 2014.
https://www.gov.uk/government/publications/protocol-for-ordering-
storing-and-handling-vaccines
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7. Practitioner authorisation sheet
PPV PGD v02.00 Valid from: 01/09/2018 Expiry: 31/08/2020

Before signing this PGD, check that the document has had the necessary authorisations in
section two. Without these, this PGD is not lawfully valid.
Practitioner

By signing this patient group direction you are indicating that you agree to its contents and
that you will work within it.

Patient group directions do not remove inherent professional obligations or accountability.

It is the responsibility of each professional to practise only within the bounds of their own
competence and professional code of conduct.

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

Name Designation Signature Date

Authorising manager

| confirm that the practitioners named above have declared themselves suitably
trained and competent to work under this PGD. | give authorisation on behalf of
(insert name of practice) for the
above named health care professionals who have signed the PGD to work under it.

Name Designation Signature Date

Note to authorising manager

Score through unused rows in the list of practitioners to prevent practitioner additions post
managerial authorisation.

This authorisation sheet should be retained to serve as a record of those practitioners
authorised to work under this PGD.

PPV PGD v02.00 Valid from: 01/09/2018 Expiry: 31/08/2020 Page 15 of 16






APPENDIX A

Clinical risk groups who should receive the pneumococcal immunisation

(Green Book Chapter 25 Table 25.1)

Clinical risk group

Examples (decision based on clinical judgement)

Asplenia or dysfunction of the
spleen

This also includes conditions such as homozygous sickle
cell disease and coeliac syndrome that may lead to splenic
dysfunction.

(Re-immunisation is recommended every 5 years)

Chronic respiratory disease

This includes chronic obstructive pulmonary disease
(COPD), including chronic bronchitis and emphysema; and
such conditions as bronchiectasis, cystic fibrosis, interstitial
lung fibrosis, pneumoconiosis and bronchopulmonary
dysplasia (BPD). Children with respiratory conditions
caused by aspiration, or a neurological disease (e.g.
cerebral palsy) with a risk of aspiration. Asthma is not an
indication, unless so severe as to require continuous or
frequently repeated use of systemic steroids (as defined in
Immunosuppression below).

Chronic heart disease

This includes those requiring regular medication and/or
follow-up for ischaemic heart disease, congenital heart
disease, hypertension with cardiac complications, and
chronic heart failure.

Chronic kidney disease

Nephrotic syndrome, chronic kidney disease at stages 4
and 5 and those on kidney dialysis or with kidney
transplantation.

(Re-immunisation is recommended every 5 years)

Chronic liver disease

This includes cirrhosis, biliary atresia and chronic hepatitis.

Diabetes

Diabetes mellitus requiring insulin or oral hypoglycaemic
drugs. This does not include diabetes that is diet controlled.

Immunosuppression

Due to disease or treatment, including patients undergoing
chemotherapy leading to immunosuppression, bone marrow
transplant, asplenia or splenic dysfunction, HIV infection at
all stages, multiple myeloma or genetic disorders affecting
the immune system (e.g. IRAK-4, NEMO, complement
deficiency)

Individuals on or likely to be on systemic steroids for more
than a month at a dose equivalent to prednisolone at 20mg
or more per day (any age), or for children under 20kg, a
dose of 1mg or more per kg per day.

Individuals with cochlear
implants

It is important that immunisation does not delay the cochlear
implantation.

Individuals with cerebrospinal
fluid leaks

This includes leakage of cerebrospinal fluid such as
following trauma or major skull surgery.
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