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	AUTHORISATION
This Standing Drug Order authorises appropriately qualified staff that have read and understood the following information to administer the Hepatitis B vaccine/s to eligible individuals.

	STAFF AUTHORISATION

	2.
Staff credentialing requirements
	2.1
Registered Nurse or Midwife

2.1.1
Accountable and responsible for own actions within nursing practice in accordance with the Australian Nursing and Midwifery Council (ANMC) 2006 National Competency Standards

2.1.2
Practices in accordance with Division 8, Subdivision 1, section 94 (1) Health Practitioner Regulation National Law (SA) Act 2010

2.1.3
Current Certificate of Registration with the Nursing and Midwifery Board of Australia

2.1.4
Certificate in Cardio Pulmonary Resuscitation (CPR) within the last 12 months

2.2
Enrolled Nurse


Can immunise if can demonstrate all of the following:

2.2.1
Competence to practice and is responsible for own actions in accordance with ANMC Competency Standards

2.2.2
Compliance with organisational standards, policies and procedures

2.2.3
Compliance with all relevant legislation and guidelines

2.2.4
Practices in accordance with Division 8, Subdivision 1, section 94 (1) Health Practitioner Regulation National Law (SA) Act 2010

2.2.5
Assessment of the client by Registered Nurse/Midwife or Medical Practitioner prior to vaccination

2.2.6
Direct or indirect supervision by a Registered Nurse or Midwife

2.2.7
Current Certificate of Enrolment with the  Nursing and Midwifery Board of Australia

2.2.8 Certificate in CPR within the last 12 months
2.3 Aboriginal Health Worker

C
Can immunise if they can demonstrate all of the following:
2.3.1 Have received delegation from a Registered Nurse/Midwife

2.3.2 Competence to practice in accordance with ANMC Competency Standards

2.3.3 Compliance with organisational standards, policies and procedures

2.3.4 Compliance with all relevant legislation and guidelines

2.3.5 Assessment of the client by a Registered Nurse/Midwife prior to vaccination

2.3.6 Direct supervision by a Registered Nurse/Midwife

2.3.7 Certificate in CPR within the last 12 months




	Hepatitis B Vaccine - MODEL STANDING DRUG ORDER 

	3.
Background
	3.1
This model Standing Drug Order (SDO) will not meet the need of all cases and must always be used in conjunction with current NHMRC The Australian Immunisation Handbook1
3.2
Clinical assessment and advice from a Medical Practitioner should be sought if the recommendations for a specific clinical situation cannot be determined using this SDO together with the current Immunisation Handbook 1

	4.
Purpose and scope
	4.1
To ensure the correct and controlled administration of Hepatitis B vaccine by a person authorised according to the criteria in the SDO

	5.
Precautions
	5.1
NOT to be mixed with other vaccines in the same syringe

5.2
NOT to be administered intravenously or intradermally

5.3
Use with caution in individuals with severely compromised cardiopulmonary status or to others in whom a febrile or systemic reaction could pose a significant risk3

	6.
Indications for use and dosage
	The hepatitis B vaccines are indicated for the active immunisation against infection caused by all known subtypes of the hepatitis B virus where individuals have not previously been exposed to these subtypes in children and adults from 6 weeks of age. 

6.1
Hepatitis B vaccines are recommended for:
6.1.1
Infants and young children

Within 7 days of birth followed by the combination vaccine at 2, 4 and 6 months of age. Refer to Infanrix Hexa® SDO.
6.1.2 Infants born to hepatitis B carrier mothers

First dose to be administered at the same time as HBIG, in different limbs, preferably within 24 hours of birth. Refer to p.157 Immunisation Handbook1
6.1.3 Pre-term babies born <32 weeks gestation or <2000g birth weight 
An additional dose of hepatitis B vaccine at 12 months of age is recommended. Refer to section 3.6 in the Immunisation Handbook1  
6.1.4 Adolescents aged 11-15 years
Offered through the SA School Program to all students in Year 8 if they have not previously received a primary course. Refer to the Adolescent School Based Immunisation Program policy
· Recommended 2-dose schedule 
6.1.5 Adults at risk of hepatitis B infection
· Household contacts of acute and chronic hepatitis B carriers

· Sexual contacts

· Haemodialysis patient, HIV-positive individuals and other adults with impaired immunity

· Injecting drug users

· Recipients of certain blood products

· Individuals with chronic liver disease and/or hepatitis C

· Residents and staff of facilities for people with intellectual disabilities
· Individuals adopting children from overseas

· Liver transplant recipients

· Inmates and staff of long-term correctional facilities

· Health Care Workers, ambulance personnel, dentists, embalmers, tattooists and body-piercers

· Others at risk. Refer to p. 159 Immunisation Handbook1 


Refer to ‘Access to free hepatitis B Vaccine’ policy 
6.2     Recommended schedule
6.2.1  H-B-Vax 11® (paediatric) and Engerix-B® (paediatric) hepatitis B vaccines are for use in individuals 6 weeks to <20 years of age at  0, 1 and 6 months intervals (3 dose schedule)
6.2.2  H-B-Vax 11® (adult) and Engerix B® (adult) hepatitis B vaccines are for use in individuals ≥20 years of age at 0, 1 and 6 month intervals (3 dose schedule)
  6.3
  Alternative 2-dose schedule 

              6.3.1  H-B-Vax 11® (adult) is recommended for use in individuals 11-15 years of age at 0 and 4-6 month intervals (2 dose schedule)
           6.3.2  Engerix-B® (adult) is recommended for use in individuals 11-15 years of age at 0 and 6 month intervals (2 dose schedule)
  6.4
 Accelerated schedule
             6.4.1   Engerix-B® hepatitis B vaccines can be used where protection is required earlier:

·  Engerix-B® (paediatric) can be used in individuals 6 weeks to <20 years of age at 0, 1, 2 and 12 month intervals (4 dose schedule);

·  Engerix-B® (adult) can be used in individuals ≥20 years of age at 0, 1, 2 and 12 month intervals or 0, 7, 21 days and 12 month intervals (4 dose schedule). 

	7.
Limitations


	7.1
Persons with immunodeficiency or receiving immunosuppressive therapy may not achieve an adequate immunological response

	8.
Relevance to other SDO’s
	8.1
Hepatitis B vaccines can be administered concurrently with other vaccines on the childhood and adolescent schedule. Refer to relevant SDOs.
8.2
Adrenaline must always be readily available. Refer to the Adrenaline SDO

	9.
Contra-indications
	9.1
Anaphylaxis following a previous dose of a hepatitis B vaccine 
9.2
Anaphylaxis following any receipt of a vaccine component 

	10.
Presentation
	10.1 Paediatric formulation 

      10.1.1  H-B-Vax 11® - presented as 5µg in 0.5mL dose 
      10.1.2  Engerix-B® - presented as 10µg in 0.5mL dose 

10.2 Adult formulation 

      10.2.1 H-B-Vax 11® - presented as 10µg in 1.0 mL dose 

      10.2.2 Engerix-B® - presented as 20µg in 1.0mL dose

10.3 Each of the monovalent hepatitis B vaccines are white, slightly opalescent liquids. Any visible changes in the product may indicate incorrect storage conditions and consequent reduction in vaccine immunogenicity. 

	11.
Procedure
	11.1
Pre-immunisation

11.1.1
Obtain a detailed immunisation history. Refer to records of vaccinations in the personal health record or other immunisation record card/book or on the Australian Childhood Immunisation Register (ACIR)
11.1.2
Refer to the relevant sections in the current NHMRC The Australian Immunisation Handbook1 for guidelines for pre-vaccination assessment including the Pre-vaccination Checklist and the Comparison of Effects of Diseases and the Side Effects of Vaccines.

11.2
Preparation of Hepatitis B vaccine

11.2.1
Check the batch number and expiry date. Shake the vial/syringe well before use. 

11.3
Method of Administration

11.3.1
Administer by deep intramuscular injection; refer to the current NHMRC The Australian Immunisation Handbook1 for recommendations regarding multiple injections at one visit and selection of needle gauge and length

11.3.2
May be administered subcutaneously in persons at risk of haemorrhage following intramuscular injections (eg. Haemophiliacs)3

	12.
Site considerations
	12.1
Infants aged less than 12 months


Administer into the antero-lateral thigh 

12.2
Individuals aged 12 months or over


Administer into the deltoid muscle (preferred site). However, if multiple injections are required for children, the antero lateral thigh can be used

	13.
Documentation
	13.1
Record in the vaccine recipient’s personal health record or other immunisation record card/book and in your clinical record/data: 

13.1.1
valid consent obtained;
13.1.2
vaccine name, brand, dose number, batch number, route and site of administration;
13.1.3
date of administration;
13.1.4
name and organisation of the person administering the vaccine; and
13.1.5
date the vaccine is next due (if applicable)

13.2
Report the vaccination of children aged less than 7 years to the ACIR free call 1800 653 809.

13.2.1
Ensure Indigenous identification is documented

	14.
Monitoring requirements
	14.1
Observation post-vaccination

14.1.1
Vaccine recipients should remain in the vicinity for a minimum of 15 minutes for observation for potential life-threatening adverse events. Adults should be warned of the risks of driving or operating machinery for at least 30 minutes after vaccination.

14.2
Post-vaccination advice


Give verbal and written information about common adverse events. Resources available include the Immunisation Consent Resource, Adverse Events Following Immunisation (available on front cover inside flap of Handbook1) and the Vaccine safety leaflet (available from IS) 

	15.
Side Effects
	15.1
Common

· Low grade fever 
· Pain, redness and swelling at injection site

· Nausea
· Malaise

· Myalgia and 
· Arthralgia1
15.2
Very rare

· Anaphylaxis 

	16.
Management of Adverse Events Following Immunisation (AEFI)
	16.1
Refer to the Immunisation Handbook1  for the management of an immediate adverse event (such as anaphylaxis) or vasovagal episode (faint)

16.2
Reporting of Adverse Events Following Immunisation (AEFI)

16.2.1
AEFI reporting form can obtained at www.health.sa.gov.au/pehs/   

16.2.2
Report any serious or unexpected AEFI to the Immunisation Section by 
phone 1300 232 272 or Fax: 8226 7197 or post: PO Box 6, Rundle Mall, Adelaide, SA 5000

	17.
Storage
	17.1
Store between +2oC and +8oC. Do not freeze

	18.
Variations from Product Information
	18.1    Not applicable


NURSES PROVIDING THE IMMUNISATION SERVICE

I have read and understand the recommendations of the Standing Drug Orders. I accept that I will administer these vaccines under the described procedure in this Standing Drug Order.
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