Hepatitis B Vaccine ~ MODEL SDO


	MODEL STANDING DRUG ORDER 

	Title
	Hepatitis B Vaccine 

HB VaxII®, Engerix B®


	Location
	(Practice/Organisation name)

	Date Reviewed
	

	Name and signature of person who performed the review
	NAME 

SIGNATURE                                                                      

	Next Due Date for Review
	(should be every 12 months)

	Author
	Based on SA Health's requirements, this model SDO has been developed and completed by Adelaide PHN and the SA PHNs Immunisation Hub to support General Practice. Each General Practice has a responsibility to review it for correctness, relevance to the practice, and to update as required to meet their need and any legal obligations.

	Person Responsible within the General Practice
	Name

	Position
	Position Title

	References
	1.
NHMRC The Australian Immunisation Handbook on-line version
https://immunisationhandbook.health.gov.au/
2.
Health Practitioner Regulation National Law (SA) Act 2010

3.
Controlled Substances Act 1984 (and its Regulations)

4.
Consent to Medical Treatment and Palliative Care Act 1995

5.
The Nursing and Midwifery Board of Australia approved codes and guidelines
6.       The Australian Government Department of Health  https://www.health.gov.au/health-topics/immunisation
7.       SA Health

	APPLICATION OF MODEL STANDING DRUG ORDER

	1.
Clinical practice areas where SDO can be used
	Any immunisation service conducted by Medical Practice, Local Government, Community Health Centre, Hospital, Aboriginal Health Service, Royal Flying Doctor Service or any other service not employing authorised registered nurses and midwives.


	ENDORSEMENT
It is recommended a vaccine SDO is in place within every organisation that provides an immunisation service where vaccines are administered by nurses, midwives and Aboriginal Health Practitioners who are not authorised in accordance with the South Australian Vaccine Administration Code. 

This vaccine SDO endorses appropriately qualified staff to administer the vaccine specified in this document to eligible individuals. 

All immunisation nurses must practice in accordance with the Nursing and Midwifery Board of Australia registration standards, codes and guidelines; must ensure equipment to manage anaphylaxis is available; must be able to recognise and appropriately manage anaphylaxis, distinguish between anaphylaxis and vasovagal episodes. The management of anaphylaxis may incorporate the commencement of basic life support (BLS). Updates to BLS training should be in accordance with the recommendations from the Australian Resuscitation Council.



	ENDORSEMENT COMMITTEE – MEDICAL OFFICER, SENIOR NURSE AND MANAGEMENT 

Name – Signature:
Title:
Date:

Name – Signature:
Title:
Date:


Name – Signature:
Title:
Date:



	AUTHORISATION
This Standing Drug Order authorises appropriately qualified staff that have read and understood the following information to administer the listed vaccines 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 Nursing and Midwifery Board of Australia approved codes and guidelines
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 registration with Australian Health Practitioner Regulation Agency 
2.1.4
Compliance with organisational standards, policies and procedures

2.1.5
Compliance with all relevant legislation and guidelines

2.1.6
Certificate in Cardiopulmonary Resuscitation (CPR)/BLS within the last 12 months

2.2 Enrolled Nurse


Can immunise if they can demonstrate all of the following
2.2.1
 Have received delegation from a Registered Nurse

2.2.2    Competence to practice and is responsible for own actions in accordance with the Nursing and Midwifery Board of Australia approved codes and guidelines
2.2.3
Compliance with organisational standards, policies and procedures

2.2.4
Compliance with all relevant legislation and guidelines

2.2.5
Practices in accordance with Division 8, Subdivision 1, section 94 (1) Health Practitioner Regulation National Law (SA) Act 2010

2.2.6
Assessment of the client by a Registered Nurse or Medical Practitioner prior to vaccination

2.2.7
Direct or indirect supervision by a Registered Nurse

2.2.8
Current registration with Australian Health Practitioner Regulation Agency
2.2.9    Certificate in CPR within the last 12 months
2.3 Aboriginal Health Practitioner
C
Can immunise if they can demonstrate all of the following
2.3.1 Have received delegation from a Registered Nurse

2.3.2 Compliance with organisational standards, policies and procedures

2.3.3 Compliance with all relevant legislation and guidelines

2.3.4 Assessment of the client by a Registered Nurse prior to vaccination

2.3.5 Direct or indirect supervision by a Registered Nurse

2.3.6 Current registration with Australian Health Practitioner Regulation Agency 
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 the 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 Immunisation Handbook1 

	4.
Purpose and scope
	4.1
To ensure the correct and controlled administration of the listed hepatitis B vaccines by a person authorised according to the criteria in this SDO 

	5.     Limitations
	5.1
Not routinely recommended for pregnant or breastfeeding women. However, these women can receive these vaccines if necessary

	6.
Precautions
	6.1
NOT to be mixed with other vaccines in the same syringe 

6.2
NOT to be administered intravenously or intradermally
6.3      People with latex allergy: The product information for H-B-Vax II states that the vial stopper, syringe plunger stopper and tip cap of the syringe contain latex. Consider using an alternative product in people with an allergy or sensitivity to latex.

	7.
Contra-indications
	7.1
Anaphylaxis following a previous dose of any hepatitis B vaccine 
7.2
Anaphylaxis following any component of any hepatitis B vaccine

	8.
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 from 6 weeks of age. 

8.1
Monovalent Hepatitis B vaccines are recommended for:
8.1.1
   Infants and young children

Within 7 days of birth. Newborns should receive the birth dose as soon as they are 
medically stable, and preferably within 24 hours of birth, but the vaccine can be given within the first 7 days of life. 

Catch-up of the missed birth dose is not necessary. If an infant has not received a birth dose before they are 7 days of age, they should receive a 3-dose course of a hepatitis B–containing vaccine.

8.1.2     Infants born to hepatitis B carrier mothers

First dose to be administered at the same time as HBIG, in separate thighs, within 24 hours of birth1. 
8.1.3     Pre-term babies born <32 weeks gestation or <2000g birth weight 
An additional dose of hepatitis B vaccine at 12 months of age is recommended1. 

8.1.4     HIV positive and immunocompromised children

                 HIV positive and immunocompromised children should be age - appropriately vaccinated using adult formulation hepatitis B vaccine1 .  
8.1.5     Individuals at risk of hepatitis B infection including:

· Household contacts of people with acute and chronic hepatitis B infection 

· Sexual contacts

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

· People who inject drugs

· Recipients of certain blood products

· Individuals with chronic liver disease and/or hepatitis C

· Residents and staff of facilities for people with developmental disabilities

· Individuals adopting children from overseas

· New arrival refugees and detainees

· People of Aboriginal and Torres Strait Islander decent

· Liver transplant recipients

· Inmates and staff of correctional facilities

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

· Sex Workers

· Others at risk. Refer to online version of the Australian Immunisation Handbook


8.2     Recommended 3 dose schedule 
8.2.1  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. Funded through the NIP for Medicare eligible individuals, refugee and humanitarian entrants less than 20 years of age. 

8.2.2  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. Funded through the NIP for refugee and humanitarian entrants 20 years of age and older.
8.3      Recommended 2-dose schedule
           8.3.1 
H-B-Vax 11® (adult) is recommended for use in individuals 11-15 years of age     at 0 - and 4-6-month intervals. Funded through the NIP for Medicare eligible individuals, refugee and humanitarian entrants less than 20 years of age.  

           8.3.2 
Engerix-B® (adult) is recommended for use in individuals 11-15 years of age at 0 - and 6-month intervals. Funded through the NIP for Medicare eligible individuals, refugee and humanitarian entrants less than 20 years of age.
  8.4
 Accelerated schedule (4 dose schedule) used for people with an imminent risk of exposure
             8.4.1   H-B-Vax 11® (paediatric) and Engerix-B® (paediatric) hepatitis B vaccines can be used where maximum protection is required earlier:

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

8.4.2 Engerix-B® (paediatric) hepatitis b vaccine can be used in individuals <20 years of age at 0, 1, 2 and 12-month intervals
8.4.3 Engerix B® (adult) hepatitis B vaccine 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

	9.
Relevance to other SDO’s
	9.1
Hepatitis A vaccine can be administered concurrently with other vaccines on the childhood schedule. Refer to the relevant SDOs. 
Refer to the Immunisation Handbook1 for more specific information.

9.2
Adrenaline must always be readily available 

	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. 

	11.
Procedure
	11.1
Pre-immunisation

11.1.1
Obtain a detailed immunisation history. Refer to Australian Immunisation Register (AIR) secure site for records of vaccinations and the personal health record or other immunisation record card/book. 

11.1.2
Refer to the relevant sections in the Immunisation Handbook1, for guidelines for pre-vaccination assessment including the Pre-vaccination Screening Checklist and the Comparison of Effects of Disease and the Side Effects of Vaccines
11.2
Preparation of hepatitis B vaccine 


11.2.1  Select the age appropriate hepatitis B vaccine
      11.2.2  Check the batch number and expiry date 

      11.2.3  Shake the vial/syringe well before use to obtain a slightly opaque, white   

                  suspension

          11.2.4   If vaccine is in a vial, use a drawing up needle to withdraw the contents into a syringe. Disconnect the syringe from the needle, leaving the drawing up needle in the vial. Attach an appropriate administration needle and administer.       
          11.2.5  If the vaccine is in a pre-filled syringe, attach an appropriate administration needle and administer.       
11.3
Method of Administration


Hepatitis B vaccines are given by IM injection. Refer to the Immunisation Handbook1, for recommendations regarding multiple injections at one visit and selection of needle gauge and length

	12.
Site considerations
	12.1
Infants aged less than 12 months


Administer into the antero-lateral thigh muscle

12.2   Individuals aged 12 months and over
          Administer into the deltoid muscle (preferred site). However, if multiple injections are required for children, the anterolateral 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 file

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 and time of administration

13.1.4
name and designation of the person administering the vaccine

13.1.5
date the vaccine is next due (if applicable).

13.2   Report the vaccination of all individuals to the AIR 
     13.2.1   Ensure Aboriginal 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 not drive for at least 30 minutes after vaccination7.

14.2
Post-vaccination advice

    14.2.1   Provide verbal and written information about common adverse events. Resources available include Immunisation Consent Resource, Common side effects following immunisation for vaccines used in the National Immunisation Program schedule (Handbook1), and the After-Vaccination Information leaflet (available from Immunisation Section SA Health) 

	15.
Side Effects
	15.1
Common

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

· Nausea
· Dizziness
· Malaise

· Myalgia and 

· Arthralgia

15.2
Very rare

· Anaphylaxis

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

16.2
Reporting an AEFI

16.2.1
The Vaccine Reaction Reporting Form is available at https://extapps2.sahealth.sa.gov.au/SAVSS/
16.2.2
To report any serious or unexpected AEFI to the Immunisation Section:

· Complete and submit the online Vaccine Reaction Reporting Form, or

· Email a completed Vaccine Reaction Reporting Form to: healthvaccinesafety@sa.gov.au, or

· Phone 1300 232 272

	17.
Storage
	17.1 Store between + 2oC and + 8oC. Protect from light. DO NOT FREEZE


NURSES/MIDWIVES/ABORIGINAL HEALTH PRACTITIONER PROVIDING THE IMMUNISATION SERVICE

I have read and understand the recommendations of the Standing Drug Order. I accept that I will administer the vaccine under the described procedure in this Standing Drug Order.
Signature:
Printed name:
Date:

Signature:
Printed name:
Date:

Signature:
Printed name:
Date:

Signature:
Printed name:
Date:

Signature:
Printed name:
Date:


Signature:
Printed name:
Date:


Signature:
Printed name:
Date:

Signature:
Printed name:
Date:

Signature:
Printed name:
Date:

Signature:
Printed name:
Date:

Signature:
Printed name:
Date:
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