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Table 3 Summary ofpharmacovigilance and risk minimisation activities proposed for 
Australia 

Safety Concerns or Missing Risk minimisation activities Pbarmacovigilance activities (routine and 
Information (routine and additional) additional) proposed for Australia 

proposed for Australia (based 
on proposed PI and CMI 

Important identified risks 
None 

Important Potential 1isks 
Nervous system disorders including None Routine phannacovigilance activities beyond 
immune-mediated neurological adverse reactions reporting and signal 

conditions dete.ction: 
Spe.cific adverse reaction follow-up 

questionnaire for immune-mediated 

neurological conditions only. 
Additional PV: Enhanced Active Surveillance, 

Post-marketing observational study U1Sing 

existing secondary health data somces 
Study COV00l 

Study COV002 

Study COV003 

Study COV004 
Study COV005 

Study D811 0C0000 1 

Study D8111 C00002 
Vaccine-associated enhanced None Routine phannacovigilance activities beyond 

disease (V AED) including adverse reactions reporting and signal 

Vaccine-associated enhanced dete.ction: 
respirato1y disease (V AERD) Spe.cific adverse reaction follow-up 

questionnaire 
Additional PV: Enhanced Active Surveillance, 

Post-marketing observational study U1Sing 

existing secondary health data somces 
Study COV00l 

Study COV002 

Study COV003 
Study COV004 

Study COV005 

Study D811 0C0000 1 

Study D8111 C00002 
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Safety Concerns or Missing Risk minimisation activities Pbarmacovigilance activities (routine and 
Information (routine and additional) additional) proposed for Australia 

proposed for Australia (based 
on proposed PI and CMI 

Anaphylaxis Routine risk communication: Routine phannacovigilance activities beyond 

PI Section 4.3 and 4.4 adverse reactions reporting and signal 

CMI Section 2 dete.ction: 

Additional: None Spe.cific adverse reaction follow-up 

questionnaire 
Additional phannacovigilance activities: 
Enhanced Active Smveillance 

Post-marketing observational study using 

existing secondary health data somces 
Study COV00l 

Study COV002 

Study COV003 

Study COV004 
Study COV005 

Study D811 0C0000 1 

Study D8111 C00002 

Missing information 
Use during pregnancy and while Routine risk communication: Routine phannacovigilance activities beyond 

breastfeeding PI Section 4.6 adverse reactions reporting and signal 

CMI Section 2 dete.ction: 

Additional: None None 
Additional PV: Additional PV: Enhanced 
Active Surveillance Study, Post-marketing 

obse1vational study using existing se.conda1y 

health data somces, AZD1222 Pregnancy 

Regist1y. 

Use in immunocompromised Routine risk communication: Routine phannacovigilance activities beyond 

patients PI Section 4.4 adverse reactions reporting and signal 

CMI Section 2 dete.ction: 
Additional: None None 

Additional PV: Enhanced Active Smveillance, 

Post-marketing observational study U1Sing 

existing secondary health data somces 
Post-marketing safety study in patients 

receiving immunosuppressant medication 

or with prima1y immunodeficiency 
Study COV005 

Interventional study in immunocompromised 

patients 
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Changes to the Australian Immunisation Register (AIR): Legislation amendments 

The Government is committed to supporting industry and Healthcare Providers to ensure the safe, efficient, effective and transparent del ivery 
of a pandemic-context vaccination program over an acceptable time period. There is a demonstrated need for legislative changes to improve 
report ing to the AIR, to better inform vaccine projections, purchasing delivery and program performance, and analyses of vaccine effectiveness 
and safety. 

The changes that are being put in place w ill ensure Healthcare Providers have improved capability to report vaccinations to the AIR, not just for 
COVID-19 vaccines but for al l vaccines in the NIP. This has the opportunity to improve all vaccine delivery in the future which will be more 
important than ever for Healthcare Providers and consumers in th is pandemic-context. 

From 1 March 2021 it w il l be mandatory to: 
• Report influenza vaccinations and COVID-19 vaccinat ions to the AIR. 
• Record the Batch number field to the AIR. This change is intended to obtain more deta iled information on vaccines administered to 

members of the community. In particular, to improve visibility and responsiveness in the event of any adverse reactions to a part icular 
vaccine brand. 

From 1 July 2021 it w ill be mandatory to: 
• Report all National Immun isation Program (N IP) vaccinations to the AIR. 

II: Australian Government 
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Changes to the Australian Immunisation Register (AIR) 

There are 111ew AIR web services available. These enhancements have been made to support the rollout of COVID-19 vaccines in Australia and 
improve user experience. As identified in the Australian COVID-19 Vaccination Policy, the AIR will be t he un ifying national system to monitor 

both overall immunisation levels and individua l immunisation status. 

New funct ionality supports: 

•For an individual 
to identify them 
correctly 

II: Australian Government 
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• Immunisation 
History 
Statements 

• Medical exemption 
history 

•An Immunisation 
History Statement 

•A medical 
exemption 

•Healthcare 
Identifiers (IHI, 
HPl-1 and HPl-O) 

•Vaccine serial 
number 

•Some personal 
details 

•Additional 
Vaccines Required 
(AVR) 

•An encounter 
already recorded 

,----------------------------- I 

: Vaccine batch (exist ing field) and : 
~---: serial number (new field) w ill be : 

critical to tracing COVID-19 : 
, vaccines in the community : 
I -----------------------------J 
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Options for development 

There are a range of options for development available for all software developers (commercial vendors and jurisdictions) : 

Develop all available AIR web services now: 
□ Will ensure you have full AIR functiona lity 

and can meet reporting obl igations for 
COVI D-19 vaccines 

□ Test ing and certification will be prioritised 

Resources: 

Develop all avai lable AIR web services in 2 
phases: 
□ Do 9 prior ity web services now and 6 lat er 
□ 2 rounds of developing, testing and 

certification 

Develop new AIR functiona lity via adaptor 
technology while t ransitioning to web services: 

□ Code wi ll be avai lable in February 2021 
□ Support for adaptor technology wil l cease in 

March 2022 
□ Only for exist ing product s already 

connect ed to the AIR 

• The Services Austra lia Software Developer Portal has all t he technical specifications and advice about developing AIR funct ionalit y 
• Developers can email DevSupport@servicesaustral ia.gov.au for specific advice and support 

II: Australian Government 
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Timeline 

2020 
Nov Dec 

2021 
Jan Feb 

AIR site 
....--- enhanced 

AIR Webservices 
--- vendor environment 

available 

...._ __ Client Adaptor 
documentation 
available on 
developer portal 

Webservices 
--• integration guides 

available on 
developer portal 

Australian Government 
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Mar Apr May 

Mandatory reporting of 
....----+ COVID-19 and flu vaccines 

COVID-19 vaccine rollout start 

Client Adaptor 
enhancements 
available in vendor 
environment 

Jun Jul Sep Nov 

2022 
Jan 

Mandatory reporting of all 
NIP vaccines 

Client Adaptor 

Mar 

support finishes --.... 

Transition of 
final customers 
to Webservices 
(PRODA) 
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COVID-19 Vaccination Records and Certification 

Digital channels available to access vaccination records include Medicare On line, Medicare express plus app and My Health Record . Patients 
who cannot use these digita l channels can request their Immunisation History Statement through the Australian Immunisation Register 
Helpl ine, operated by Services Austra lia. 

All those who are administered a COVID-19 vaccine through the COVID-19 vaccination program will be able to access proof of th is vaccinat ion 
through: 
• My Health Record (if they have one) . 
• Immunisation History Statement (accessed through the Medicare app or online). 
• Hard copy record at the time of vaccination. 

Austra lia is also working with the World Health Organization (WHO) as well as other internationa l forums and countries globally on COVID-19 
certification. Further information can be provided once available. 

II: Australian Government 
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