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	APPLICATION OF MODEL STANDING DRUG ORDER

	1.
Clinical practice areas where SDO can be used
	Any immunisation service conducted by a Medical Practice, Local Government, Community Health Centre, Hospital, Aboriginal Health Service, Royal Flying Doctor Service or any other health service in SA.

	ENDORSEMENT COMMITTEE – MEDICAL OFFICER, SENIOR NURSE AND MANAGEMENT 
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	AUTHORISATION
This Standing Drug Order authorises appropriately qualified staff that have read and understood the following information to administer the Gardasil® vaccine 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




	HPV 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 current 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 the SDO together with the current Immunisation Handbook.

	4.
Purpose and scope
	4.1
To ensure the correct and controlled administration of HPV vaccine Gardasil® 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, subcutaneously3 or intradermally

5.3
Gardasil vaccine is considered a prophylactic vaccine to prevent initial HPV infection with genotypes 6, 11, 16 and 18. 

5.4
Administer with caution to individuals with thrombocytopenia or any coagulation disorder (e.g. haemophiliacs) 

5.5
The expected immune response may not be obtained if used in individuals who are immunocompromised

5.6
As with any vaccine, vaccination may not result in a protective antibody response in all susceptible vaccinees

5.7
Where Gardasil® has inadvertently been administered during pregnancy, further doses should be deferred until after delivery.

	6.
Indications for use and dosage
	Gardasil® is indicated for the active immunisation in females 9 to 45 years of age for the prevention of cervical, vulvar and vaginal cancer, precancerous or dysplastic lesions, genital warts and in males 9 to 26 years of age for the prevention of external genital lesions and infection caused by HPV types 6, 11, 16 and 18.
6.1
Gardasil® vaccine is recommended for:

6.1.1
Females 12 to 13 years of age
· Offered through the SA school based immunisation programs (refer to Adolescent School Based Immunisation Policy)
6.1.2
Females aged 14 to ≤45 years of age 
6.1.3     Males 9 to 26 years of age

6.2
Recommended schedule 
· One dose administered at 0, 2 and 6 months

6.3      Alternative schedule

Where following the recommended schedule is not possible1, 3
· One dose administered at 0, 1 and 4 months 

6.3     Boosters doses

Not recommended

	7.
Limitations


	7.1
Persons with immunodeficiency or receiving immunosuppressive therapy may not achieve an adequate immunological response
7.2
Gardasil® vaccine does not protect against other HPV types not contained in the vaccine
7.3
Gardasil® will not treat or prevent disease in women already infected with the HPV types covered by the vaccine prior to vaccination

	8. 
Relevance to other SDO’s
	8.1
Gardasil® vaccine can be administered concurrently with other vaccines on the Immunisation Schedule (refer to the relevant SDOs).
8.2
Adrenaline must always be readily available. Refer to the Adrenaline SDO

	9.
Contra-indications
	9.1
Anaphylaxis to any vaccine component, including yeast proteins.
9.2
Anaphylaxis following a previous dose of Gardasil vaccine 

	10.
Presentation
	10.1
Gardasil® is a white, cloudy liquid presented in 0.5mL pre-filled syringe or single-use vial. 

10.2    The vaccine may contain yeast proteins: 

	11.
Procedure
	11.1
Pre-immunisation

11.1.1
Obtain a detailed immunisation history. Refer to records of vaccinations in the Personal Health Record, other immunisation record card/book or the National Human Papillomavirus Register secure website.
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 the Effects of Diseases and the Side Effects of Vaccines
11.2
Preparation of Gardasil vaccine 

11.2.1 Check the batch number and expiry date. 
11.2.2 Shake the vial/pre-filled syringe well before use. Ensure adequate mixing of vaccine content and inspect for particles and discoloration, discard if present.

11.2.3 Vaccine should be administered immediately.
11.3
Method of Administration

        11.3.1 
Administer by intramuscular injection; refer to the Handbook1 for recommendations regarding multiple injections at one visit and selection of needle gauge and length. 

	12.
Site considerations
	12.1
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: 

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 to the National HPV Vaccination Program Register, where the information will be held securely. Phone  1800 478 734,  fax (03) 8360 8699 or www.hpvregister.org.au 
13.2.1   Ensure Indigenous identification is documented

	14.
Monitoring requirements
	14.1
Observation post-vaccination

14.1.1
Syncope (fainting) may follow any vaccination, especially in adolescents and young adults. As syncope can be associated with falling following a vaccination, vaccine recipients should remain in the vicinity for a minimum of 15 minutes for observation of this and for potential life-threatening adverse events1,3. Adults should be warned of the risks of driving or operating machinery for at least 30 minutes after vaccination.

14.2
Post-vaccination advice

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

	15.
Side Effects
	15.1
Common

· Mild to moderate localised pain, redness and swelling at injection site 

· Low-grade fever
· Lethargy and joint pain

15.2   Uncommon
· Mild headache 

· Mild nausea and vomiting1,3 

· Bronchospasm, generalised febrile reactions3 
15.3
Very rare

· Severe allergic reaction (anaphylaxis)

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

16.2
Reporting of an 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: 08 8226 7197 or Post: PO Box 6, Rundle Mall, Adelaide, SA 5000

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

	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.
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:
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