Meningococcal B Vaccine ~ MODEL SDO


	MODEL STANDING DRUG ORDER 

	Title
	A multicomponent Meningococcal group B vaccine 

Bexsero®
Trumenba®

	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.


	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 

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 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


	Meningococcal 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 Meningococcal B vaccines by a person authorised according to the criteria in this SDO 

	5.     Limitations
	5.1
Bexsero® (MenB-MC) and Trumenba® (MenB-fHBP) vaccines are not 
          interchangeable. Use the same vaccine to complete the vaccination course
Meningococcal B vaccine (Bexsero®) is recommended and funded in SA as a catch-
          up vaccine for:
· children who were born from 1 October 2017 who have not received the recommended doses of Bexsero® vaccine
· students who were in Year 10 in 2019 and who did not receive the recommended doses of Bexsero® vaccine  

	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     Prophylactic use of Paracetamol is recommended with every dose of Bexsero® vaccine for children <2 years of age 

Parents are recommended the following:

· To give the 1st dose of Paracetamol 30 minutes before immunisation, or as soon as possible after immunisation

· To give 2 more doses of Paracetamol 6 hours apart, even if the child does not have a fever 

· Doses of paracetamol should be administered as per manufacturer’s guidelines

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

	8.
Indications for use and dosage
	8.1     For active immunisation against invasive disease caused by Neisseria meningitidis  

          group B strains

8.2     SA Meningococcal B (Bexsero®) vaccine funded program

The State Government Meningococcal B (MenB) Immunisation Program provides free MenB (Bexsero®) vaccines to eligible children and young people who are residents of South Australia and have a Medicare card
Meningococcal B vaccine (Bexsero®) is recommended and funded in SA to be given as part 

of: 
8.2.1  an ongoing Meningococcal B Program for infants at 6 weeks, 4 months and 12 

          months of age

8.2.2  the catch-up program for children who were born from 1 October 2017 who have not received the recommended doses of Bexsero® vaccine, which commenced on 1 October 2018

8.2.3  the catch-up School Immunisation Program for students who were in Year 10 in 2019 

          and who did not receive the recommended doses of Bexsero® vaccine
                - students who are in Year 10 (includes home-schooled students) require 2 doses

                - students who were in Year 10 in 2019 but did not receive the recommended 

                  doses of Bexsero® vaccine require 2 doses
8.3     Meningococcal B (Bexsero®) vaccine for Aboriginal and Torres Strait Islander 
          children <2 years of age provided through the National Immunisation Program:
     8.3.1    Aboriginal and Torres Strait Islander infants from 2 months of age (3 doses: 2 

                 months (can be administered at 6 weeks), 4 months and 12 months of age)

    8.3.2    catch-up until June 2023 for Aboriginal and Torres Strait Islander children (up to 23 

                months of age)
8.4     Recommended Dosage:
     8.4.1   A single 0.5 ml dose of the vaccine is used for each immunisation encounter

8.4.2   Children commencing the vaccine schedule between 6 weeks and less than 12 
       months of age require 3 doses in total (2 primary doses and 1 booster dose). 
· 8 weeks between 1st and 2nd doses; 3rd dose at 12 months of age or 8 weeks 
                after 2nd dose, whichever is later
 8.4.3   Children commencing the vaccine schedule ≥12 months of age, adolescents and  

            adults require 2 doses (2 primary doses and 0 booster dose)

· Minimum 8 weeks between doses

 Bexsero® vaccine is provided through the National Immunisation Program for all  

 individuals with the following Medical Risk Factors:
· asplenia and hyposplenia

· complement deficiency

· receiving treatment with eculizumab

       8.4.4   Infants commencing the vaccine course between 6 weeks to 5 months of age 
                  require 4 doses
· 8 weeks between doses; 4th dose at 12 months of age or 8 weeks after 3rd dose, whichever is later
8.4.5   Infants commencing the vaccine course between 6 to <12 months of age require 3  

           doses 
· 8 weeks between 1st and 2nd doses; 3rd dose at 12 months of age or 8 weeks after 2nd dose, whichever is later

8.4.6    Individuals ≥10 years of age require 2 doses (8 weeks between doses)
 8.5    Trumenba® vaccine 
8.5.1     For healthy individuals ≥10 years of age:
· 2 doses (6 months between doses) 
   8.5.3     For individuals ≥10 years of age with Medical Risk Factors:
·  3 doses (at intervals of 0, 1 and 6 months)
8.6      General recommendations outside of the SA Funded Program

The Meningococcal B vaccines are recommended for: 
8.2.1 Any person who wants to protect themselves against group B strain invasive meningococcal disease can receive MenB vaccines

· Healthy adolescents aged 15–19 years

· Adolescents and young adults (aged 15–24 years) who live in ‘close quarters’ or who are current smokers

· Aboriginal and Torres Strait Islander people aged 2 months to 19 years

· People with medical conditions specified in the “Specified medical conditions associated with increased risk of invasive meningococcal disease” list in the Australian Immunisation Handbook

· Laboratory workers who are at occupational risk

	9.
Relevance to other SDO’s
	9.1
Meningococcal B vaccines can be administered concurrently with other vaccines on the childhood, adolescent and adult schedules. 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
Meningococcal B vaccines are presented in pre-filled syringes 
10.2
Meningococcal B vaccines are presented as a 0.5mL dose. 

	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 Meningococcal B vaccines 


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

          11.2.3  Shake well before use to obtain a homogenous suspension          
11.3
Method of Administration


Meningococcal 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 (Bexsero)

Administer into the anterolateral aspect of the thigh 

12.2
Individuals aged 12 months and over


Administer into the deltoid muscle (preferred site)

	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
· High temperature (fever). In babies and young children, the temperature usually peaks 6 hours after the vaccine has been given, decreasing on day 2 and subsiding by day 3

· Irritable, crying, unsettled and generally unhappy

· Loss of appetite/nausea

· Headache (usually observed in adolescents/adults)

· Localised pain, redness and swelling at injection site

·    Rash (toddlers) 
15.2 Very Rare
· Severe allergic reaction (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/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:

Signature:
Printed name:
Date:

Signature:
Printed name:
Date:


Signature:
Printed name:
Date:



Page 1 of 6



Page 6 of 6



