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ENTER PCT NAME
Guideline for the administration of H1N1 Influenza Vaccine to adults by Health Care Assistants 

Purpose of Guideline

To enable suitably trained Health Care Assistants working for or on behalf of ENTER PCT OR GP NAME who have undertaken relevant training (as outlined below), to administer H1N1 influenza vaccine to adults as a duty delegated by the General Practitioner (GP employee) or a registered nurse (PCT employee).

This guideline should be used in conjunction with: 

Immunisation against Infectious Disease (Green Book) DOH 2006 & 2009

The H1N1 swine flu vaccination programme 2009-2010. Gateway reference: 12781. DOH 2009
Staff characteristics

	Staff group(s)
	Health Care Assistants 



	Additional requirements
	· Completion of HCA training course on administration of influenza/pneumococcal vaccine to adults

· Training and competence in the correct preparation of H1N1 Influenza vaccines

· Completion of period of supervised practice and completion of assessment of competence 

· Training and competence in the correct procedure of administering medication via intra-muscular injection

· Knowledge of ENTER PCT NAME policy on management of Anaphylaxis in the community

· Access to and knowledge of the DH guidance ‘Immunisation against infectious disease’



	Continuing training requirement
	· Annual update in Basic Life Support and treatment of anaphylaxis.

· Demonstration of competence in relation to this medication within the PDP and appraisal process.

· Annual immunisation update


Consent

Refer to PCT policy on consent

Clinical condition

	Clinical condition to be treated
	All high-risk patients requiring H1N1 influenza vaccination

	Criteria for inclusion
	Patients aged 16 and over in clinical risk groups:

· Chronic respiratory / heart / neurological/ renal disease/ liver disease

· Diabetes

· Pregnant  women

· Household contacts of immunocompromised individuals

· Health & social care staff / main carers

According to recommendations from Chief Medical Officer



	Criteria for exclusion including contra-indications
	Patients with one of the following:

· Aged under 16 years

· Current acute febrile illness

· Hypersensitivity to egg/chicken products

· Previous severe reaction to influenza vaccine or vaccine component

· Unable to give informed consent

	Circumstances for further advice/action
	1. Consent not given: counsel with regards to risk of H1N1 influenza and protective effect of the vaccine

2. Excluded patients: Refer to GP 

3. Immunosuppression – need for 2 doses at an interval of at least 3 weeks: Refer to GP or registered nurse

4. Suspected hypersensitivity reactions: Refer to GP

5. Acute febrile illness: Re-arrange vaccination at appropriate date

6. Patients with bleeding disorders needing subcutaneous injection: Refer to GP or registered nurse



	Name of Medicine
	Influenza A (H1N1) Vaccine

Trade names: Pandemrix ® ▼ 
                       Celvapan ® ▼



	Recommended treatment, route and legal status
	H1N1 Influenza vaccine by intramuscular injection into the deltoid muscle or anterolateral aspect of thigh.

Prescription Only Medicine (POM)



	Strength
	Pandemrix ® ▼ : 1 mixed vial contains 10 doses

Celvapan® ▼ : 1 multidose vial contains 10 doses



	Dosage
	Pandemrix ® ▼    0.5ml dose

Celvapan® ▼    0.5ml dose initially with a repeat dose of 0.5ml at an interval of at least 3 weeks



	Frequency of administration & maximum dosage
	In accordance with the DH Immunisation Schedule 

	Follow-up & advice
	Arrange subsequent vaccination if a two dose schedule is being followed.

Give PIL and patient record card



	Side effects & their management
	May include: Redness, swelling, itching, pain, bruising, hardness at injection site, pyrexia, headache, tiredness, muscle & joint pain, insomnia, dizziness, lymphadenopathy, sweating, shivering and influenza-like illness.

Counsel patient that these reactions are rare and usually disappear within 1-2 days. If they do not, or more serious symptoms develop, then the patient should contact the GP

Extremely rare side effects: Immediate reactions e.g. Urticaria, angio-oedema, bronchospasm and anaphylaxis – see protocol for treatment of anaphylaxis for appropriate management

If any side effects are reported, as these are both ‘black triangle’▼ drugs, complete & submit a report to the MHRA using the swine flu ADR portal found at www.mhra.gov.uk/swineflu Patients can also directly report any suspected adverse reactions directly to the MHRA

	Special considerations/Concurrent medication
	No interactions known

Patients receiving chemotherapy and/or corticosteroid treatment should not be excluded from receiving influenza immunisation. Discuss with GP


Clinical aspects

The following will be required:

1. Patient specific direction – written by the General Practitioner or Independent Nurse Prescriber
2. Patient identification – required prior to the administration of medication (confirmed by the patient declaring his or her name, date of birth and home address)

3. Consent – Informed consent must be obtained from the patient. Health Care Assistants and Assistant Practitioners are advised to familiarise themselves with the ENTER PCT NAME Consent Policy

4. Record Keeping – The following should be recorded in the patients notes or on the computer system according to the GP practice system

a. Name of brand of vaccine, dose, route and site of administration

b. Date administered

c. Batch number and expiry date

d. Signature of person administering – written or electronic.

e. Patients assessed as not appropriate for vaccination and any alternative action taken

f. If the patient has declined the vaccination and any alternative action taken

g. Any reaction should be recorded in the clinical record

Adverse reactions

Health Care Assistants must ensure that Adrenaline 1:1000 and an Anaphylactic shock pack is available.

If a general adverse reaction does occur:

· Record in patients notes

· Inform patients General Practitioner as soon as possible

· Local reactions should be seen by either the General Practitioner or practice nurse

· Inform MHRA, as above, if suspected severe reaction

If anaphylactic reaction occurs:

· Give treatment in accordance with ENTER PCT NAME policy on the Management of Anaphylaxis in the community

· Record in patients notes

· Inform patients general practitioner as soon as possible 

· Inform MHRA, as above, if anaphylactic reaction occurs

 Relevant training

1. Health Care Assistants will undertake training covering the following aspects of the administration of H1N1 influenza vaccine (as part of Influenza & Pneumococcal Immunisation for HCA course):

· Appropriate anatomy and physiology

· Correct procedure for the administration of the vaccine via intra-muscular injection

· Vaccine delivery, storage and stock control requirements, maintaining the cold chain

· Cautions and side effects related to the administration of H1N1 influenza vaccine – see relevant chapter in ‘Green Book’

· Documentation

· Legal aspects of drug administration using Patient Specific Direction

2. Health Care Assistants will have successfully completed a relevant qualification. This could be NVQ3 or an accredited course (Foundation or Level1) from an academic institution. They should have completed a course in Basic Life Support. 
3. Health Care Assistants will undergo a period of supervised practice and assessment and will be directly observed administering intramuscular injections of H1N1 influenza vaccine by the general practitioner or nurse mentor 

  Assessment of competence

The general practitioner or registered nurse mentor will provide supervised practice and assessment of completion of competencies. Health Care Assistants will be assessed by written assessment.

Competence will be assessed by direct observation and questioning of the Health Care Assistants ability to:

· Prepare the patient for the procedure

· Correct preparation of the vaccine and use of dose-sparing syringe with fixed needle

· Safely administer the medication (including choice of site and injection technique) and observation of the patient post procedure

· Correct disposal of clinical waste

· Correct documentation

· Correct procedure followed for delivery, storage and stock control of the vaccine

Significant events

Any significant event which occurs during or as a result of administration of medication must be reported to the Practice Manager / General Practitioner (GP employee) or the Registered Nurse / Manager (PCT employee), and the incident reported via the PCT significant event reporting framework.

Audit: Health Care Assistants will be expected to participate in audit in relation to patient outcomes and the development of this role.

Health Care Assistants must be familiar with the following documents:

ENTER PCT DOCUMENTS AS APPROPRIATE e.g.

· Consent Policy

· Documentation Policy

· Significant Event Reporting Policy

· NMC Guidelines for the Administration of Medication 2004

· NMC Guidelines for Records and Record Keeping 2004
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Review: It is the responsibility of the lead of the staff groups to whom this guideline applies to ensure the review process takes place.

This guideline becomes valid on ENTER DATE and becomes due for review on ENTER DATE

Guideline for H1N1 Influenza Vaccine

Agreement for Health Care Assistants within ENTER PCT NAME/SURGERY
This guideline is to be read, agreed and signed by all Health Care Professionals it applies to:

Approved base: …………………………………………………………………..

Staff name:       ……………………………………………………………………

Designation:     ……………………………………………………………………

Signature:        …………………………………………………………………….

Date:               ……………………………………………………………………..

Managers signature: ………………………………………………………………

Date:                 …………………………………………………………………….
The Health Care Professional should retain a copy of the document after signing and the original be retained in their personal file.
Appendix A

Pandemrix®▼
The outer box of Pandemrix® contains three inner boxes. Inside you will find one large box containing 50 multidose vials of vaccine antigen suspension and two smaller boxes, each containing 25 vials of adjuvant emulsion. The two vials (one vaccine antigen and one adjuvant) need to be mixed prior to administration. 

Instructions for mixing Pandemrix® are:

1. Mark the larger vial containing the vaccine antigen with the date, time and the initials of the immuniser immediately before mixing the vaccine. Return the boxes to the fridge.

2. Let both vials (one vaccine antigen and one adjuvant) reach room temperature before mixing. This should only take a few minutes. 

3. Check both vials for any particles. Shake both vials. Then draw up all of the adjuvant emulsion into the syringe. Inject this into the vial containing the antigen suspension. 

4. Shake the vial of mixed antigen and adjuvant again. This vaccine should now resemble a whitish emulsion. In the event of other variation being observed, discard the vaccine.

5. The mixed vial now contains ten (0.5ml) doses of vaccine. 

6. Before each dose is administered, the vial should be shaken well. 

7. The vaccine should be drawn up into the dose-sparing syringe with fixed needle and should be administered immediately.
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Appendix B

Celvapan®▼
Celvapan® is supplied already mixed in a multi-dose vial. Each vial contains ten (0.5ml) doses. 

1. Mark the vial with the date, time and the initials of the immuniser immediately on removal from the fridge. Return the box to the fridge.

2. The vial should be allowed to reach room temperature. This should only take a few minutes.

3. Check the vial for any foreign particles. The vial should be shaken well before each dose is administered. The vaccine appears as a translucent, colourless solution.

4. The vaccine should be drawn up into the dose-sparing syringe with fixed needle and should be administered immediately.

5. Shake the multi-dose vial before subsequent use. 
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