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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
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	AUTHORISATION
This Standing Drug Order authorises appropriately qualified staff that have read and understood the following information to administer RotaTeq® the oral rotavirus 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




	Oral Rotavirus 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 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 the SDO together with the Immunisation Handbook1

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

	5.
Precautions
	5.1
RotaTeq® vaccine is for ORAL administration ONLY. Under no circumstances should the RotaTeq® vaccine be injected.

5.2
Postpone administration of vaccine in infants:
5.2.1
with an moderate to severe illness or temperature over 38.5°C;

5.2.2
with moderate to severe acute gastroenteritis;

5.2.3
who have recently received antibody-containing blood products, but not beyond the suggested age limits for dosing1; 

5.3
Infants with underlying conditions predisposing to severe rotavirus should be assessed on a case by case basis by a clinician1 

5.4
Infants with impaired immunity; or living in a household with someone with impaired immunity; or living in a households of pregnant women; or are a hospital inpatient should still be vaccinated1
5.5
Re-administration of RotaTeq® is not necessary after regurgitation, spitting out or vomiting of the vaccine.

	6.
Indications for use and dosage
	The RotaTeq® vaccine is indicated for the active immunisation to protect infants against 5 serotypes (G1, G2, G3, G4 and P1 [8]) that cause rotavirus gastroenteritis.
6.1
Recommended Schedule 

6.1.1
RotaTeq® - one dose at 2, 4, and 6 months of age 
6.2
Age limits for dosing 

Doses

Age of routine administration

1st dose

2nd dose

3rd dose

Minimal interval between doses
RotaTeq®
3 oral doses (2mL/dose)

2, 4 and 6 months

6-12 weeks

10-32 weeks* (give all doses before 7.5 months)

14-32 weeks (give all doses before 7.5 months)

4 weeks

* Upper age limit for receipt of any dose of RotaTeq® is 32 weeks and 6 days of age. (The 2nd dose of vaccine should preferably be given by 28 weeks of age to allow for minimum interval prior to receipt of the 3rd dose)

6.3
If the first dose of rotavirus vaccine is inadvertently administered at an age greater than the suggested cut-off (after the end of the 12th week of age) the remaining vaccine doses should be administered providing the minimum interval of 4 weeks between doses can be maintained and the course is completed within the recommended age limits. 
6.4
Catch-up – when any dose of RotaTeq® vaccine has been delayed or missed, catch up or primary vaccination of older children is NOT recommended1
6.5
Pre-term infants – Vaccination is recommended at the chronological age.

6.6
Interchangeability of rotavirus vaccines – refer to page 273 of the Immunisation Handbook1
6.7
Infant feeding

There are no restrictions of the infant’s consumption of food or liquid, including breast milk, either before or after vaccination with RotaTeq®.

	7.
Limitations


	7.1 The 1st dose of RotaTeq® must be administered by 12 weeks and 6 days of age;
7.2 The 2nd dose of RotaTeq® should preferably be administered by 28 weeks of age to allow for minimum interval prior to receipt of the 3rd dose;
7.3 The 3rd dose of RotaTeq® must be administered by 32 weeks and 6 days of age. 
7.3
The RotaTeq® vaccine is not effective against other strains or other organisms that cause gastroenteritis that are not contained in the vaccine. 

	8. 
Relevance to other SDO’s
	8.1
RotaTeq® vaccines can be co-administered safely with other vaccines on the childhood schedule eg Infanrix hexa and 7vPCV – refer to the relevant SDOs. 

8.2
Adrenaline must always be readily available. Refer to the Adrenaline SDO

	9.
Contra-indications
	9.1
Anaphylactic following a previous dose of either rotavirus vaccine 

9.2
Anaphylaxis to any components of the RotaTeq® vaccine

9.3
Infants with Severe Combined Immunodeficiency Disease (SCID) 3

	10.
Presentation
	10.1
RotaTeq® 

10.1.1
A single pre-filled, 2mL dose in a plastic, latex-free dosing tube with a twist off cap.

10.1.2
Pale yellow, clear liquid that may have a pink tint. 

10.1.3
No reconstitution or dilution is required.  

	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 Immunisation Handbook1 for the pre-vaccination assessment including the Pre-vaccination Checklist and the Comparison of Effects of Disease and the Side Effects of Vaccines.

11.2
Preparation of Rotavirus vaccine

    11.2.1 Check the batch number and expiry dates. 

11.3
Method of Administration

11.3.1
Rotavirus vaccine is for ORAL administration only.

11.3.2
To administer RotaTeq®: 


1. Clear the fluid from the dispensing tube by holding tube vertically & tapping cap.


2. Screw the cap clockwise until it becomes tight, puncturing the dispensing tip


3. Remove the cap by turning it counter clockwise 


4. Administer the entire 2mL onto the inside of the infant’s cheek

5. Dispose of dispensing tube into Sharps container.

	12.
Site considerations
	12.1
The rotavirus vaccine RotaTeq® is for ORAL administration only.

	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 and route/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 Information line, 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

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 the front cover inside flap of Handbook1), and a Vaccine Safety leaflet (available from IS) 


	15.
Side Effects
	15.1
Common: 
           The following reactions may last up to 7 days

· Temperature; 
· diarrhoea; 
· vomiting 

The following may occur for up to 2 weeks following the 1st dose in 13% of recipients 

· Viral shedding 

15.2
Very Rare:

· Severe allergic reaction (anaphylaxis)
15.3
Intussusception – has not been associated with the RotaTeq vaccine, especially when given to infants within the recommended age limits1.

	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 is available 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. Storage above or below the recommended temperature may reduce potency. Do not freeze. Protect from light

	18.
Variations from Product Information
	18.1
Refer to page 273 of the Immunisation Handbook1. 


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:
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Date:

Signature:
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Date:

Signature:
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Date:
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Date:


Signature:
Printed name:
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Date:
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