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Overview

•

•

•

•

Planned updates to the Pharmacovigilance Guidelines

Safety issue reporting form (in development)

Safety issues – to report, or not? (via conference app)

Questions (via conference app)
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Planned updates to the Pharmacovigilance 
Guidelines

“The PV guidelines do not clearly explain sponsor 
requirements with regard to SSI reporting”

Medicines Australia Regulatory Affairs Working Group & 
Pharmacovigilance Expert Advisory Group - August 2020
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Identified issues
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Unclear guidance results in varied interpretation 
of SSI reporting requirements

Issues reported early with minimal detail

Risk system will become saturated with less 
urgent information

Single category with 72-hour timeframe

SSI guidance 
not fit for 
purpose



Unclear guidance results in varied interpretation of 
reporting requirements

•

•

Definition of SSI limited to issues requiring urgent attention of the TGA

However, included examples result in subjective interpretation of what to report and when
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PV guidelines, Version 2.2, page 9



Notifications lacking detail
• Many signals are notified to the TGA at the point of validation
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Action not yet recommended 
by other comparable regulator

Action not yet 
proposed by 

nnovator sponsori

Not yet analysed in the 
Australian context

Inadequate 
detail for 

the TGA to 
action



Risk of system becoming saturated by less 
urgent issues
•

•

Sponsors making notifications within 72 hour timeframe with inadequate information available 
to determine planned actions in Australia

TGA triaging and investigating signals with inadequate information
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Proposed direction
•

–

–





A tiered reporting system:

Significant safety issues: closely aligned with EMA’s Emerging Safety Issue definition

Other safety issues: will require reporting within a longer timeframe (weeks/months following 
assessment completion). Examples:

Safety related changes recommended by comparable overseas regulators to the product 
information or label (that do not fit the definition of SSI)

Internally validated signals that have undergone signal assessment and subsequently been 
confirmed
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Targeted consultation

•

•

Planned for second half of 2022

Currently on-hold due to 
caretaker conventions during 
Election period
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Safety issue reporting form (in development) 
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Safety issues – to report, or not?

• Interactive questions via conference app
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Question 1

Scenario
You are the Australian sponsor of Drug A. You have received notification that the FDA has identified a 
Newly Identified Safety Signal (NISS) for Drug A and hypertension.

Answer
No – Notification of a comparable overseas regulator validating a signal does not, in itself, constitute 
an SSI. After initial assessment if you determine that there is no major impact on the benefit-risk 
balance of the medicine and/or on patient or public health you do not need to notify the TGA of this 
signal.
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Under the current PV guidelines would you report the following to the TGA as an SSI?



Question 2
Under the current PV guidelines would you report the following to the TGA as an SSI?

Scenario
You are the Australian sponsor of Drug B. You have become aware that Health Canada have 
requested the addition of a black box warning to the Drug B Product Monograph to include details of 
an increased risk of fatal arrhythmias.

Answer
Yes – This is a major safety-related action by a comparable overseas regulator. An issue such as an 
increased risk of fatal arrhythmias has a potential major impact on the benefit-risk balance of the 
medicine.  
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Question 3
Under the current PV guidelines would you report the following to the TGA as an SSI?

Scenario
You are the Australian sponsor of Drug C. Through your internal pharmacovigilance system, you 
have validated the following signal: Drug C and leukocytoclastic vasculitis. You are now planning to 
conduct a signal investigation.

Answer
No – You do not have to notify the TGA of every signal at the point of validation. If your initial review 
and analysis of the available evidence determines that there is no major impact on the benefit-risk 
balance of the medicine and/or on patients or public health then you do not need to notify us of this 
issue at this point in time.
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Question 4
Under the current PV guidelines would you report the following to the TGA as an SSI?

Scenario
You are the Australian sponsor of Drug D. You have become aware that the Pharmacovigilance 
Programme of India have requested the following warning be added to the label and package insert 
of Drug D containing products:
 Use with caution in patients with conditions X, Y and Z.

Answer
No – The Pharmacovigilance Program of India is not considered a comparable overseas regulator by 
the TGA. 
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Question 5
Under the current PV guidelines would you report the following to the TGA as an SSI?

Scenario
You are the Australia sponsor of Drug E. Your global team has received an EMA PRAC request to 
perform a cumulative review of all cases of Drug E associated with alopecia.

Answer
No – A request for information from a comparable overseas regulator, while considered a validated 
signal, is not required to be notified to the TGA as an SSI. That is unless, following your review and 
analysis, you deem the issue to require urgent attention of the TGA because of the seriousness and 
potential major impact on the benefit-risk balance of the medicine and/or on patients or public health.
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Questions – through conference app

19Significant safety issue reporting – changes to the pharmacovigilance guidelines for sponsors



In conclusion…

•

•

•

•

•

The TGA will be making changes to the PV guidelines around SSI reporting

Targeted consultation will occur later in 2022

The focus will be on benefit-risk balance when identifying safety issues

Please continue to observe the current PV guidelines for now

We are working closely with our PV Inspection Program colleagues to ensure the guidelines for 
reporting align with parameters for inspection
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