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Patient Group Direction

Administration of Trivalent Seasonal Influenza vaccine

Version 3.0 updated 05 January 2011
· Changed to include updated advice that all pregnant women, at any stage of pregnancy should be offered trivalent seasonal influenza vaccine, irrespective of whether they have already received the monovalent H1N1v vaccine as advised in SGHD CMO(2010)32.
This specimen Patient Group Direction template has been produced by the national Flu & Pneumococcal Group to assist NHS Boards
NHS Boards should ensure that the Patient Group Direction is considered and approved in line with local clinical governance arrangements for Patient Group Direction

1. Authorisation
This specimen Patient Group Direction template has been produced by the national Flu & Pneumococcal Group to assist NHS Boards.
NHS Boards should ensure that the final Patient Group Direction is considered and approved in line with local clinical governance arrangements for Patient Group Directions.

The qualified health professionals who may administer trivalent seasonal influenza vaccine under this PGD can only do so as named individuals. NHS Board governance arrangements will indicate how records of staff authorised to operate this PGD will be maintained. 

	This PGD has been produced for NHS (insert details) by 

	Doctor
	
	Signature
	

	Pharmacist


	
	Signature
	

	Nurse
	
	Signature
	


	Approved on behalf of NHS (insert details) by      

	Medical Director
	
	Signature
	

	Director of Pharmacy/Senior Pharmacist
	
	Signature
	

	Clinical Governance Lead
	
	Signature
	


	Date Approved
	
	
	

	Effective from
	
	Expiry
	


2. Management of the Patient Group Direction (PGD)
This PGD must be read, agreed to and signed, and a copy retained by all staff involved in its use. The original signed copy should be held in line with NHS Board PGD policy.

3. Application

This PGD covers the administration of trivalent seasonal influenza vaccine, provided none of the exclusion criteria listed below apply. 
4. Clinical Situation
	Situation
	Active immunisation against disease caused by Influenza virus in line with Scottish Government Health Directorate seasonal influenza immunisation programme 2010-11.

	Inclusion Criteria
	Valid consent has been given to receive the vaccine.
Adults and children aged 6 months or greater in the following groups;

· all those aged 65 years or over

· all those aged six months or over in the clinical risk groups as laid out in Annex  B of CMO letter June 2010  CMO (2010) 14 available at www.sehd.scot.nhs.uk/cmo/CMO(2010)14.pdf as being at risk of serious illness or death should they develop influenza
· individuals with an underlying disease where the risk from influenza infection may exacerbate their condition or result in serious illness from influenza itself 
· pregnant women at any stage of pregnancy irrespective of whether they have already received monovalent influenza A H1N1 vaccine
· those 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 prisons, young offenders institutions, university halls of residence etc.)
· unpaid carers, defined as, someone who, without payment provides help and support to a partner, child, relative, friend or neighbour, who could not manage without their help. This could be due to age, physical or mental illness, addiction or disability. A young carer is a child or young person under the age of 18 carrying out significant caring tasks and assuming a level of responsibility for another person, which would normally be taken by an adult;
· people who work in close contact with poultry

· health and social care staff directly involved in the care of their patients or clients
CMO letter of 29th July 2010 (CMO(2010)16 available http://www.sehd.scot.nhs.uk/cmo/CMO(2010)16.pdf ) recommended that children aged under 5 years should not receive seasonal influenza vaccine marketed by Wyeth/Pfizer Vaccines (Enzira® brand or CSL Biotherapies generic influenza Ph. Eur. vaccine marketed by Wyeth/Pfizer) due to a possible risk of febrile convulsions.  
Novartis influenza vaccine (Fluvirn®) is not licensed for use in children under 4 years


	Exclusion Criteria
	Confirmed anaphylactic reaction to a previous dose of trivalent seasonal influenza vaccine.
Confirmed anaphylactic reaction to any component of trivalent seasonal influenza vaccine. Different brands may contain traces of neomycin, gentamicin, kanamycin, polymixin B, formaldehyde and other excipients – practitioners should check the manufacturer’s summary of product characteristics or package insert for the particular brand. 
Confirmed anaphylactic reaction to eggs/egg product or chicken protein.
Acute severe illness – consider postponing immunisation until patient has fully recovered.


	Action if Excluded
	Specialist advice must be sought on the vaccine and circumstances under which it could be given.
The risk to the individual of not being immunised must be taken into account.
Temporary exclusion: In case of postponement due to acute severe illness, arrange a future date for immunisation.
Document in clinical records.

	Action if Patient Declines
	Advise individual about the protective effects of the vaccine, the risks of infection and complications and the risk of spreading the disease to other members of the public.
Give advice on measures to limit the spread of infection.
Document advice given and decision reached.
In GP practice setting, inform or refer to GP.


5. Characteristics of staff authorised under the PGD
	Staff
	Those registered health care professionals that are listed and approved in legislation as able to operate under patient group directions and have been approved by the organisation as:

· Competent to undertake immunisation and discuss issues related to immunisation,
· Competent to assess the person’s capacity to understand the nature and purpose of the immunisation in order to give or refuse consent,
· Competent to work with this patient group direction,
· Competent in the recognition and management of anaphylaxis, 
Organisations will maintain records of authorised staff.

Under PGD legislation there can be no delegation. Administration of the vaccine has to be by the same practitioner who has assessed the patient under the PGD.


6. Description of Treatment
	Name of Medicine
	Influenza vaccine (seasonal, trivalent)

	Legal Status
	POM – prescription only medicine.


	Dosage Form/Strength
	Suspension for injection 


	Storage
	Vaccine should be stored at a temperature of 2° to 8°C. If the vaccine has been frozen, it should be discarded.  Disposal should be by incineration.

	Dose
	All brands other than Intanza®
Children aged from 6 to 35 months: 0.25ml or 0.5ml (depending on manufacturer’s SPC), repeated 4 to 6 weeks later if receiving seasonal influenza vaccine for the first time. 
Children aged 3 to 12 years: 0.5ml, repeated 4 to 6 weeks later if receiving seasonal influenza vaccine for the first time.

Individuals aged 13 years and over: a single injection of 0.5ml

Intanza®
Adults aged 18 years to under 60 years: 0.1ml of 9 microgram/strain 

Adults aged 60 years and over: 0.1ml of 15 microgram/strain
Enzira® brand or CSL Biotherapies generic influenza Ph. Eur. vaccine marketed by Wyeth/Pfizer are not licensed for use in children under 5 years
Novartis influenza vaccine (Fluvirn®) is not licensed for use in children under 4 years



	Frequency
	Annually

	Route
	All brands other than Intanza® should be given by intramuscular injection.
Preferred site for children older than 12 months or adults is deltoid area of upper arm.
Preferred site for infants is anterolateral thigh.
Trivalent seasonal influenza vaccine should be administered via the intramuscular route except where there is a bleeding disorder when the deep subcutaneous route should be used to reduce the risk of bleeding.   
Intanza® should be administered by the intradermal route.

	Additional

Information
	Before each dose is administered the vaccine should be shaken well.  
Trivalent seasonal influenza vaccine can be given at the same time as other vaccines such as monovalent influenza A H1N1(v), HPV and routine childhood immunisations but preferably in different limbs with recording of sites in the individual’s record. 
CMO letter of 29th July 2010 (CMO(2010)16 available http://www.sehd.scot.nhs.uk/cmo/CMO(2010)16.pdf ) recommended that children aged under 5 years should not receive seasonal influenza vaccine marketed by Wyeth/Pfizer Vaccines (Enzira® brand or CSL Biotherapies generic influenza Ph. Eur. vaccine marketed by Wyeth/Pfizer) due to a possible risk of febrile convulsions. 
Novartis influenza vaccine (Fluvirn®) is not licensed for use in children under 4 years



	Patient Information
(written)
	Manufacturer’s Patient Information Leaflet provided with vaccine.

	Advice to Patient

(verbal)
	Inform of possible side effects and their management.
Give advice regarding normal reaction to the injection e.g. sore arm is possible.
In children give advice on monitoring of temperature and measures to lower temperature (such as giving paracetamol).
Advise individual to seek medical advice in case of severe adverse reaction.

Give general advice relating to good hygiene practice to prevent the spread of germs – always have tissues to hand, use a clean tissue to cover your mouth and nose when you cough and/or sneeze, bin any tissue after one use, wash your hands with soap and hot water or a sanitiser gel often.


	Documentation
	The approved practitioner must ensure maintenance of records for each supply and may be required to share information with appropriate parties in line with confidentiality protocols.

	Follow-up
	Following immunisation patients remain under observation in line with NHS Board policy.


	Identification and management of Adverse Reactions
	The patient should be informed of possible side effects and their management.
Local reactions such as pain, swelling, redness, induration, bruising, warmth and pruritis are common following immunisation.
Other reactions commonly reported are headache, tiredness, fever, aching muscles, joint pain lymphadenopathy, increased sweating, shivering and influenza like illness.
As with all vaccines there is a very small possibility of anaphylaxis and facilities for its management must be available.
For full details/information on possible side effects, refer to the marketing authorisation holder’s Summary of Product Characteristic or Patient Information Leaflet/Package Insert.

In the event of severe adverse reaction individual should be advised to seek medical advice.

	Reporting procedure of adverse reactions
	This year MHRA will be closely monitoring any adverse reactions in children over 6 months and under 5 years, due to an increased risk of febrile convulsions following vaccination with Enzira®. Any suspected adverse reactions in children and severe suspected adverse reactions in adults should be reported to the Commission on Human Medicines using the yellow card system on yellowcard.mhra.gov.uk/
Any serious adverse reaction to the vaccine should be documented in an individual’s record. GP should also be informed.

	Additional Facilities
	Immediate access to Epinephrine (Adrenaline) 1 in 1000 injection.
Access to telephone.

	Record/Audit Trail
	The information relating to immunisation of each individual must include as a minimum:

· Patient’s name and date of birth,
· Dose,
· Site and route of injection,
· Brand, batch number and expiry date of vaccine,
· Date given and by whom. 
All records must be clear and legible and, ideally, in an easily retrievable format.
Depending on the clinical setting where immunisation is undertaken, the information should be recorded manually or electronically, in one (or more) of the following systems, as appropriate:
· GP practice computer,
· Individuals GP records,
· Occupational Health Systems,
· Consent forms.

	Additional references

	Department of Health (2006): Immunisation against Infectious Disease [Green Book] 

Immunisation against Infectious Disease [Green Book] chapter  19 on Influenza

Current edition of British National Formulary

Marketing authorisation holder’s Summary of Product Characteristics

All relevant Scottish Government Health Directorate advice including the relevant CMO letter(s)elatHea


Practitioner Copy

PATIENT GROUP DIRECTION FOR ADMINISTRATION

OF TRIVALENT SEASONAL INFLUENZA VACCINE 
Individual Authorisation
This PGD does not remove inherent professional obligations or accountability
It is the responsibility of each professional to practice only within the bounds of their own competence and in accordance with their own Code of Professional Conduct. It is also your responsibility to ensure that all consultation with patients allows a suitable level of confidentiality 
Note to Authorising Authority:  authorised staff should be provided with an individual copy of the PGD and a photocopy of the document showing their authorisation.

I have read and understood the Patient Group Direction and agree to administer trivalent seasonal influenza vaccine only in accordance with this PGD.
	Name of approved practitioner
	

	Designation/profession
	

	Professional registration number
	

	Signature
	
	Date
	

	Name and signature of line manager/ professional lead authorising the above named individual
	Name:
	Date
	

	
	Signature:
	
	

	Signed copy to be returned to
	
	NHS Health Board


Board Copy

PATIENT GROUP DIRECTION FOR ADMINISTRATION

OF TRIVALENT SEASONAL INFLUENZA VACCINE
Individual Authorisation
This PGD does not remove inherent professional obligations or accountability

It is the responsibility of each professional to practice only within the bounds of their own competence and in accordance with their own Code of Professional Conduct. It is also your responsibility to ensure that all consultation with patients allows a suitable level of confidentiality 
Note to Authorising Authority:  authorised staff should be provided with an individual copy of the PGD and a photocopy of the document showing their authorisation.

I have read and understood the Patient Group Direction and agree to administer trivalent seasonal influenza vaccine only in accordance with this PGD.
	Name of approved practitioner
	

	Designation/profession
	

	Professional registration number
	

	Signature
	
	Date
	

	Name and signature of line manager/ professional lead authorising the above named individual
	Name:
	Date
	

	
	Signature:
	
	

	Signed copy to be returned to
	
	NHS Health Board
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