Moderna SpikevaxTM Bivalent Original/Omicron (Elasomeran/Imelasomeran) COVID-19 Vaccine~ MODEL SDO


	MODEL STANDING DRUG ORDER 

	Title
	Moderna SpikevaxTM Bivalent Original / Omicron (Elasomeran / Imelasomeran) COVID-19 Vaccine

	Location
	(Practice/Organisation name)

	Date Reviewed
	18th October 2022

	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. ATAGI COVID-19 vaccination statements
2. Australian Technical Advisory Group on Immunisation (ATAGI) Clinical guidance for COVID-19 vaccine providers.  
3. Therapeutic Goods Administration-Australian Product Information Moderna SpikevaxTM Bivalent Original/Omicron (Elasomeran/Imelasomeran) Covid-19 Vaccine

4. 
 Australian Immunisation Handbook (online) 
5. TGA Provisional Approval COVID-19 vaccine: SPIKEVAX Bivalent Original/Omicron (elasomeran/Imelasomeran)
6. Australian Technical Advisory Group on Immunisation (ATAGI) Provider guide to COVID-19 vaccination of people with immunocompromise

7. 

 HYPERLINK "https://www.health.gov.au/resources/publications/atagi-recommendations-on-the-use-of-a-third-primary-dose-of-covid-19-vaccine-in-individuals-who-are-severely-immunocompromised" 
ATAGI Recommendations on the use of a third primary dose of COVID-19 vaccine in individuals who are severely immunocompromised

8. Clinical recommendations for COVID-19 vaccines
9. ATAGI statement on use of the Moderna bivalent Original/ Omicron vaccine
10. ATAGI statement on recommendations on a winter booster dose of COVID-19 vaccine
11. Shared decision-making guide for people with immunocompromise
12. Joint ATAGI-CSANZ Guidance on Myocarditis and/or Pericarditis after mRNA COVID-19 Vaccines
13. ATAGI guidance on the use of multi-dose vials for COVID-19 vaccination

14. National Vaccine Storage Guidelines ‘Strive for 5’
15. ATAGI: COVID-19 vaccine contraindications and precautions

	APPLICATION OF MODEL STANDING DRUG ORDER

	Clinical practice areas where SDO 
	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

	Staff credentialing requirements
	Registered Nurse 

· Accountable and responsible for own actions within nursing practice in accordance with the Nursing and Midwifery Board of Australia approved codes and guidelines
· Practices in accordance with Division 8, Subdivision 1, section 94 (1) Health Practitioner Regulation National Law (SA) Act 2010

· Current registration with Australian Health Practitioner Regulation Agency 
· Compliance with organisational standards, policies and procedures

· Compliance with all relevant legislation and guidelines

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

· Successfully completed the mandatory COVID-19 vaccination training modules

Enrolled Nurse

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

· Competence to practice and is responsible for own actions in accordance with the 
    Nursing and Midwifery Board of Australia approved codes and guidelines
· Compliance with organisational standards, policies and procedures
· Compliance with all relevant legislation and guidelines
· Practices in accordance with Division 8, Subdivision 1, section 94 (1) Health Practitioner Regulation National Law (SA) Act 2010
· Assessment of the client by a Registered Nurse or Medical Practitioner prior to vaccination

· Direct or indirect supervision by a Registered Nurse

· Current registration with Australian Health Practitioner Regulation Agency
· Certificate in CPR within the last 12 months

· Successfully completed the mandatory COVID-19 vaccination training modules
Aboriginal Health Practitioner
Can immunise if they can demonstrate all of the following
· Have received delegation from a Registered Nurse

· Compliance with organisational standards, policies and procedures

· Compliance with all relevant legislation and guidelines

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

· Direct or indirect supervision by a Registered Nurse

· Current registration with Australian Health Practitioner Regulation Agency 
· Certificate in CPR within the last 12 months
· Successfully completed the mandatory COVID-19 vaccination training modules


	Coronavirus disease 2019 (COVID-19) mRNA Vaccine Moderna SpikevaxTM (Elasomeran) ~ MODEL STANDING DRUG ORDER

	Background
	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 

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 

	Purpose and scope
	To ensure the correct and controlled administration of the COVID-19 mRNA Vaccine SpikevaxTM Bivalent (Elasomeran / Imelasomeran) by staff authorised according to the criteria in this SMO to enable COVID-19 vaccination to individuals 18 years of age or older

	Precautions and Considerations
	· NOT to be mixed with other vaccines or medicinal products in the same syringe

· NOT to be administered intravenously, subcutaneously or intradermally

· As with all vaccines, COVID-19 vaccine recipients may develop anaphylaxis post vaccination. 

Precautionary conditions for Moderna (Spikevax Bivalent Original/Omicron) 

· People who develop myocarditis and/or pericarditis attributed to a dose of Moderna (Spikevax) or Pfizer (Comirnaty) should defer further doses of any mRNA COVID-19 vaccines and discuss this with their treating doctor.
· People with a history of any of the following conditions can receive Moderna Spikevax Bivalent Original/Omicron but advice should be sought from a GP, immunisation specialist or cardiologist about the best timing of vaccination and whether any additional precautions are recommended:

· Recent (i.e., within past 3 months) myocarditis or pericarditis 

· Acute rheumatic fever or acute rheumatic heart disease (with active myocardial inflammation)

· Acute decompensated heart failure15
· People with a history of capillary leak syndrome should consider an alternative brand. A few cases of capillary leak syndrome flare-up have been reported after vaccination with Moderna15
· mRNA vaccines continue to be recommended for people with a history of most chronic cardiovascular conditions and can be given to people in the following groups without any specific precautions: 

· Coronary artery disease 

· Myocardial infarction 

· Stable heart failure 

· Arrhythmias 

· Rheumatic heart disease 

· Kawasaki disease 

· Congenital heart disease 

· Cardiomyopathy 

· Cardiac transplant 

· People with implantable cardiac devices. 

For further information, refer to the Joint ATAGI-CSANZ Guidance on Myocarditis and/or Pericarditis after mRNA COVID-19 Vaccines12 
Specific allergies – Individuals with severe allergic reactions and anaphylaxis
The following individuals should be assessed for suitability for vaccination before being given a vaccine dose, if necessary, in consultation with an allergist / immunologist or specialist immunisation clinic:

· people with immediate (within 4 hours) and generalised symptoms of a possible allergic reaction (e.g. urticaria / hives) to a previous dose of a COVID-19 vaccine without anaphylaxis.
· people with a generalised allergic reaction (without anaphylaxis) to any component of the COVID-19 vaccine to be administered e.g. PEG in Moderna (Spikevax) or Pfizer (Comirnaty). 
· people with a history of anaphylaxis to previous vaccines and / or multiple drugs (injectable and/or oral) where ingredients such as PEG may conceivably be the cause 
· people with a history of confirmed mastocytosis with recurrent anaphylaxis that requires treatment

Individuals in these categories may require vaccination in a facility with medical staff in attendance, and to be observed for 30 minutes following administration of a COVID-19 vaccine dose.15 
Individuals with other allergies

· All other vaccine recipients, including those with a history of allergy; anaphylaxis to food, drugs, venom or latex; or allergic conditions, including asthma, atopic dermatitis (eczema) or allergic rhinitis (hay fever), should be observed for at least 15 minutes following administration of the vaccine at the clinic site in accordance with the current recommendations in the Australian Immunisation Handbook4. 

· For individuals suspected to have had an allergic reaction to their first dose of a COVID-19 vaccine, specialist allergist/immunologist clinical assessment is advised prior to the second vaccine dose.
It is important that all providers are trained in anaphylaxis management.
People with bleeding disorders

· People with bleeding disorders and people who are receiving anticoagulant therapy may develop haematomas at intramuscular injection sites. Before vaccination, the recipient should be informed about this risk. 

· When administering an intramuscular injection to an individual with a bleeding disorder, a 23- or 25-gauge needle should be used, and firm pressure applied to the site without rubbing for at least 2 minutes.
For further information on how to safely administer vaccines intramuscularly to people with bleeding disorders, refer to the Vaccination for people with bleeding disorders section in the Australian Immunisation Handbook4


	Contra-indications
	· Anaphylaxis to a previous dose of an mRNA COVID-19 vaccine (Pfizer or Moderna) 
· Anaphylaxis to any component of the vaccine, including to polyethylene glycol (PEG)
· Any other serious adverse events attributed to a previous dose of Pfizer or Moderna (and without another cause identified) that has been:

· reported to state adverse event reporting programs and/or the TGA; and
·   has been determined following review by, and / or on the opinion of, an experienced immunisation provider / medical specialist to be a contraindication to future doses, taking into account whether repeat vaccine doses would be associated with a risk of recurrence of the serious adverse event.15

	Indications for use 
	Moderna Spikevax Bivalent Original / Omicron vaccine is currently only recommended as a COVID-19 vaccine booster dose only.
· Moderna Spikevax Bivalent Original / Omicron vaccine, 50 micrograms is recommended for use as a booster dose following a primary course of COVID-19 vaccines for individuals aged 18 years and over unless contraindications exist.

· ATAGI recommend an additional booster dose of COVID-19 vaccine for selected population groups at greatest risk of severe illness from COVID-19 who have completed a primary course and received a booster dose.10 

· The Moderna bivalent vaccine can be used as an alternative vaccine for any booster dose in people aged 18 years or older, according to the current ATAGI recommendations for booster doses.8
See also Maximum Dose and frequency of administration section below

	Relevance to other SDO’s
	· Adrenaline for Anaphylaxis SDO. Refer to the Immunisation Handbook4 for more specific information.
· Adrenaline must always be readily available 

	Presentation and Maximum dose and frequency of administration

And

Considerations for selected populations
	Please note: 

Moderna Spikevax Bivalent Original / Omicron COVID-19 vaccine vials contain five doses. Do not administer the entire contents of a vial to a single individual.

There are multiple Moderna Spikevax formulations with varying approval for use as primary and booster doses and for use in different age cohorts2
· The Moderna Spikevax Bivalent Original / Omicron vaccine booster dose is registered for use in individuals aged ≥18 years.

· Each individual dose is 0.5mL (50 micrograms) (25 micrograms of Elasomeran and 25 micrograms Imelasomeran)

· ATAGI recommends Moderna Spikevax Bivalent Original / Omicron vaccine can be used as an alternative vaccine for any booster dose in people aged 18 years or older, according to the current ATAGI recommendations for booster doses.9 

· To date, ATAGI have made no changes to the current booster recommendations and is not advising any extra booster doses beyond the second booster dose.9
· Moderna Spikevax Bivalent Original / Omicron vaccine should be administered at least 3 months after a completed primary course of COVID-19 vaccination or a previous first booster dose with any authorised COVID‑19 vaccine
Immunocompromised individuals 

· ATAGI recommends COVID-19 vaccination for people who are severely immunocompromised as they are at increased risk of severe illness associated with COVID-19 infection7
· Immunocompromised people aged 18 years and above who are recommended to receive booster doses of COVID-19 can receive the Moderna Spikevax Bivalent Original / Omicron vaccine or the original vaccines (various brands) whichever is available to them.8
· The efficacy and safety of the vaccine has not been assessed in immunocompromised individuals, including those receiving immunosuppressant therapy. The efficacy of Spikevax Bivalent Original /Omicron may be lower in immunocompromised individuals.3
For further information refer to the Australian Technical Advisory Group on Immunisation:  

· Provider guide to COVID-19 vaccination of people with immunocompromise6 

· Shared decision-making guide for people with immunocompromise11
· ATAGI Recommendations on the use of a third primary dose of COVID-19 vaccine in individuals who are severely immunocompromised7
Pregnant, breastfeeding or planning pregnancy

· Pregnant women with COVID-19 have a higher risk of severe illness from COVID-19, of intensive care admission and invasive ventilation, preterm birth compared to non-pregnant reproductive aged women with COVID-19. 
· mRNA vaccines Moderna (Spikevax) or Pfizer (Comirnaty) are recommended at any stage of pregnancy due to an increased risk of severe illness and adverse pregnancy outcomes. Novavax can also be used in pregnancy. There are no immunogenicity or safety data for this vaccine in pregnancy but there are no theoretical safety concerns.
· Factors which increase the risk of severe illness and death from COVID-19 during pregnancy include increased maternal age, high body mass index and pre-existing co-morbidities. 

· Infants born to mothers with COVID-19 are more likely to require admission to the neonatal intensive care unit versus those without COVID-19.

· Pregnant women aged 30 years and older may receive a second booster dose (a fourth dose) of COVID-19 vaccine. ATAGI does not specifically recommend a second booster dose for healthy adults aged 30 to 49 years but encourages people in this age group to have a discussion with their regular medical provider to review their individual health needs and consider the benefits and risks of a second booster dose.8
· There are no studies on second booster doses in pregnant women, and limited experience from vaccination programs, but there are no theoretical safety concerns8.

According to the Shared Decision Making Guide for Women who are pregnant, breastfeeding or planning pregnancy, ATAGI recommends:

· Pregnant women and adolescents aged 16 years and older with a medical condition or disability that puts them at greater risk of severe COVID-19 should also receive the second booster dose.

· Pregnant women with no other medical conditions or disability below 30 years of age are not currently recommended to receive a second booster dose based on the low likelihood of severe disease.

· Spikevax Bivalent Original/Omicron vaccine can be used during pregnancy and breastfeeding3.

Refer to the Shared Decision Making Guide for women who are pregnant, breastfeeding or planning pregnancy for further information 
Individuals with a known history of infection with COVID-19 

· Past infection with SARS-CoV-2 is not a contraindication to vaccination. 

· The recommended interval following confirmed SARS-CoV-2 infection is 3 months. 

· This interval does not apply to other vaccines (for example, influenza vaccine). 


	Interchangeability
	Moderna Spikevax Bivalent Original / Omicron vaccine should only be administered as a booster dose after a COVID-19 vaccine primary course and/or previous COVID-19 first booster dose with any TGA approved COVID‑19 vaccine(s).

	Drug interactions and co-administration with other vaccines
	· COVID-19 vaccines can be co-administered with an influenza vaccine and with other vaccines if required. Evidence base demonstrates the safety and immunogenicity of co-administration of COVID-19 and influenza vaccines. 

· There is limited evidence on the concomitant use of COVID-19 vaccines with other vaccines, providers need to balance the opportunistic need for co-administration with giving the vaccines on separate visits.

· There is the potential for an increase in mild to moderate adverse events when more than one vaccine is given at the same time.

· Co-administration or near administration (e.g. within days) with another vaccine may also make the attribution of potential adverse events more challenging.

For further information see the Australian Technical Advisory Group on Immunisation (ATAGI) Clinical Guidance for COVID19 Vaccine Providers1

	Procedure
	Pre-immunisation

· Obtain a detailed immunisation history. Ensure immunisation history is checked on the Australian Immunisation Register (AIR) prior to administration. 

· Refer to the relevant sections in the Immunisation Handbook for guidelines for pre-vaccination assessment including the Pre-vaccination Screening Checklist and information related to the Comparison of Effects of Disease and the Side Effects of Vaccines
Expiry dates

Prior to administration, both the manufacturer expiry date and thaw use-by date and time should be checked and the earliest of these dates should be considered the expiry date.

o   The manufacture expiry date indicates the expiry for the vaccine.

o   The thaw use-by date is 30 days after the thaw date (unpunctured vial), which commences when the vial is thawed. 

To prevent Vaccine Administration Errors (VAEs) all sites should clearly label the vial with the thaw use-by date and tome vial was opened, ensuring this is visible to anyone who will administer the vaccine.

Each site must have clear processes to identify and action these expiry dates to prevent VAEs including labelling the vial clearly with the thaw use-by date and the time the vial was opened.
Preparation of Spikevax Bivalent Original / Omicron vaccine

·  The multi dose vial (blue cap) is stored frozen at -500C to -150C and must be thawed prior to use; ensure vaccine vial has been thawed in accordance with the Vaccine Management Protocol for COVID-19 vaccines and the  TGA – Australian Product Information Moderna SpikevaxTM Bivalent Original / Omicron (Elasomeran / Imelasomeran) Covid-19 Vaccine3
· 
Examine the vial. Prior to extraction from the vial the thawed suspension is white to off-white in colour in the vial.3 

· The vaccine may contain white or translucent product related particles3
· Check the vaccine, expiry date and time since thawed

· Prepare the vaccine in accordance with the Vaccine Management Protocol for COVID-19 vaccines vaccine administration / and the Australian Technical Advisory Group on Immunisation (ATAGI) Guidance on the use of COVID-19 vaccines.
Thawed vaccine vial

· The vaccine is ready to use once thawed. Do not shake or dilute the vial.

· Once thawed the shelf life of an unpunctured vial is 30 days when stored between 2oCto 8oC, protected from light.

· Swirl vial gently after thawing and before each withdrawal 

· Do not re-freeze or shake the thawed vaccine.  If refrigerated, allow the diluted suspension to come to room temperature prior to use.

Preparing multi doses from the thawed vial 

· After thawing, the vial contains 5 doses of 0.5mL that can be extracted.  

· Using aseptic technique, cleanse the vial stopper with a single-use antiseptic swab. 

· Withdraw 0.5mL of the Moderna Spikevax Bivalent Original / Omicron vaccine, as required. 
· If the amount of vaccine remaining in the vial cannot provide a full dose of 0.5mL as required, discard the vial and any excess volume.

· Verify a final injection volume of 0.5mL vaccine prior to administration.  

· Safely discard syringe and needle after administration to a single patient.

· Use a new, sterile needle and syringe to draw up each new dose / vial. For acceptable alternative methods for use in mass clinics, refer to the ATAGI guidance on the use of multi-dose vials for COVID-19 vaccination
· Chemical and physical stability has been shown with storage of Moderna Spikevax Bivalent Original / Omicron vaccine vials for 19 hours at 2°C to 25°C after initial vial puncture. However, since this vaccine contains no antimicrobial preservatives, ATAGI recommends that opened vials should preferably be stored at 2°C to 8°C, and the cumulative storage time of opened vials at 2°C to 25°C should not exceed 6 hours1
Method of Administration

· The Spikevax mRNA Vaccine is administered as an IM injection. 

Please note:

ATAGI recommends that, when possible, pre-drawn doses kept at room temperature are used within one hour to minimise any remote potential risk of infection, or within 6 hours if stored at 2°C to 8°C.

For more information of the use of multi dose vials refer to the ATAGI guidance on the use of multi-dose vials for COVID-19 vaccination13  
· Method of Administration

· The Spikevax vaccine is administered as an IM injection. 
· Safely discard syringe and needle after administration to a single individual.


	Site considerations
	· Administered via intramuscular (IM) injection into the deltoid muscle of the upper arm (preferred site) in adolescents and adults.

· The vaccine can be administered in the anterolateral thigh when there are exceptional circumstances or a particular reason to avoid administration in the deltoid, such as people receiving treatment for breast cancer, lymphoedema or limb anomalies. 

For detailed information on vaccination site recommendations, including identifying anatomical markers,  refer to the  Australian Immunisation Handbook, Recommended injection sites4 

	Documentation
	Recording of COVID-19 vaccine administration in the Australian Immunisation Register (AIR) is mandatory1. The following details are required to be documented on the COVID-19 Vaccine Immunisation Record and COVID-19 Vaccine Consent Form to enable data to be entered into any supporting COVID-19 Immunisation Program software and submission to the AIR:

Individual’s details:

· name, date of birth, address, contact phone number, and Medicare card or IHI number number including individual reference number (IRN)
Vaccine details:

· brand, batch number, serial number (where available), dose number, site of administration, date and time of administration

Immunisation Provider details:

· name and designation of immunisation provider and name of the organisation
Vaccination documentation should also include:

· Valid consent obtained

· Date the vaccine is next due (if applicable).

·     Ensure Aboriginal identification is documented

	Monitoring requirements
	Observation post-vaccination

· All people receiving a vaccine should be observed for at least 15 minutes at the clinic after administration. No additional precautions are needed for people with:

· a history of allergy

· anaphylaxis to food, drugs, venom or latex

· allergic conditions, including asthma, atopic dermatitis (eczema) or allergic rhinitis (hay fever)15
· There are specific allergies where it is recommended to wait at least 30 minutes – please refer to the Precautions section under Specific allergies – Individuals with severe allergic reactions and anaphylaxis. 

Provide verbal and written information about post vaccination advice including the management of common side effects and advice on Adverse Events Following Immunisation (AEFI), including the process for online reporting.

	Side Effects
	Very Common 

· Injection site pain and swelling
· Fatigue

· Headache 

· Myalgia 

· Arthralgia 

· Pyrexia and chills 
· Nausea / vomiting
· Axillary swelling and tenderness on same side as injection site
Common

· Erythema, urticaria and rash at the injection site

· Delayed injection site reaction

· Rash 

Uncommon   

· Injection site pruritis 
· Lymphadenopathy at sites other than listed above

Rare 
· Anaphylaxis

· Acute peripheral facial paralysis

· Hypoaesthesia and paraesthesia

· Acute and delayed urticaria

· Facial swelling 

*Health care professionals should alert patients that symptoms of myocarditis and pericarditis typically appear within 1 week (median 2-3 days) following vaccination. Symptoms include chest pain, pressure or discomfort, palpitations, syncope and shortness of breath and advise patient to seek medical attention.


	Management of Adverse Events Following Immunisation (AEFI)
	An AEFI is a notifiable condition in South Australia pursuant to section 63(2) of the South Australian Public Health Act 2011
· Refer to the Immunisation Handbook for the management of an immediate adverse event (such as anaphylaxis) or vasovagal episode (faint)

Reporting an AEFI
· All uncommon or unexpected AEFI must be reported to the Immunisation Section, SA Health via the online Vaccine Reaction Reporting Form 

  Alternatively, report any serious or unexpected AEFI to the Immunisation Section:

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

· Phone 1300 232 272

· All reports received by SA Health will be forwarded to the Therapeutic Goods Administration (TGA).  
The safety of all COVID-19 vaccines will be actively monitored by the TGA as well as state and territory governments. Further information is available at SA Health website

	Testing for COVID-19 following AEFI
	· Testing for SARS-CoV-2 infection or implementing (non-medically recommended) isolation of someone who develops symptoms of fever, headache, fatigue or other systemic symptoms within and lasting for <48 hours after receipt of a COVID-19 vaccine is not necessarily required. 

· If a vaccine recipient develops the type of vaccine-related adverse events and there is complete absence of respiratory symptoms (including loss of smell), it is more likely that they have an expected vaccine response.

Local public health guidance on criteria for SARS-CoV-2 testing varies depending, in part, on local epidemiology and outbreak management, and should be followed irrespective of a history of vaccination, unless otherwise directed1.

	Storage
	· Moderna Spikevax Bivalent Original / Omicron vaccine is presented in a multi-dose vial containing 5 doses in 2.5mL 

· During storage, store in original carton, or in a container, to minimise exposure to room light, and avoid exposure to direct sunlight and ultraviolet light.

Frozen vials 

· Moderna Spikevax Bivalent Original / Omicron vaccine vials may be stored frozen at to -500C to -150C 

· Do not store below -500C

· If thawing between 20C to 80C, allow 2 hours and 30 minutes 

· If thawing between 150C to 250C, allow one hour

Thawing of frozen vials

· Once removed from the freezer, the unopened vial can be stored for 1 month (30 days) at 2ºC to 80C. 

· Within the 30-day shelf life at 20C to 80C, up to 12 hours may be used for transportation3.

· Once thawed, the vial should not be re-frozen and should be stored at 20C to 80C until use3
· Allow thawed vial to come to room temperature and gently swirl vial prior to extraction of doses 

Opened vials

· Chemical and physical stability has been shown with storage of Moderna Spikevax Bivalent Original / Omicron vaccine for 19 hours at 20C to 250C after initial vial puncture.

· However, since this vaccine contains no antimicrobial preservatives, ATAGI recommends that opened vials should be stored at 20C to 80C, and the cumulative storage time of opened vials at 20C to 250C should not exceed 6 hours1
Pre-drawn doses

· ATAGI recommends that, as much as possible, pre-drawn doses kept at room temperature are used within 1 hour to minimise any remote potential risk of infection, or used within 6 hours if stored at 20C to 80C1
The process for storage and documentation related to frozen and thawed vaccine is very specific. Refer to the SA Health Vaccine Management Protocol for COVID-19 vaccines, relevant guidelines, vaccine product information and operating procedures.
For additional information also refer to the National Vaccine Storage Guidelines ‘Strive for 5’14


NURSES/ABORIGINAL HEALTH PRACTITIONER PROVIDING THE IMMUNISATION SERVICE

I have read and understand the recommendations of the Standing Drug Order. I declare I have successfully completed the mandatory on-line COVID-19 Vaccination training. 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:
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Printed name:
Date:
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Printed name:
Date:

Signature:
Printed name:
Date:
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Printed name:
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Printed name:
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Printed name:
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Printed name:
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Printed name:
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Printed name:
Date:
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Printed name:
Date:
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Printed name:
Date:
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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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Printed name:
Date:
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Printed name:
Date:

COVID-19 Vaccination Training MUST be successfully completed. Please ensure certificate is sighted.
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