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Outline

• TGA’s role in managing medicine 
shortages

• Importance of sponsor supply information

• New changes to:

 reporting obligations for medicine 
shortage notifications

 supply of overseas medicines when a 
product is cancelled from ARTG

Therapeutic Goods Administration – tga.gov.au



The role of the TGA in medicine shortages

Our Goal
Our Goal

To reduce the impact of 
medicine shortages for 

Australian consumers and 
health professionals

To facilitate continual 
access to medicines, where 

possible

Monitor the 
supply of 
medicines

Assess
the shortage

Determine a 
response

Act and 
communicate



To reduce the impact of 
medicine shortages for 
Australian consumers 
and health professionals.

To facilitate continual 
access of medicines, 
where possible.

Assess
the shortage

Act and 
communicat

e

Determine a 
response

Impact of COVID-19 on medicine shortages

The COVID-19 pandemic has highlighted supply chain issues and changed the way 
signals are received and shortages are managed 

Introduction of 
mandatory 
shortage 
reporting 

Start of the 
COVID-19 
Pandemic 
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Medicine Shortage reports
New vs Total 

New reports

Total reports

• Consistent number of 
new and total reports

• Increased complexity of 
shortages 

• Increased supply 
monitoring 

• Increased engagement

• Increased methods used 
in managing shortages



Why does the TGA ask for supply information and how 
is it used?

Your 
important

supply 
information 
is used to::

 Detect supply gaps

 Determine suitability of management 
actions 

o Ask other sponsors to bring orders 
forward

o SSSIs
o Section 19A approvals
o Wholesaler supply constraints
o Do nothing?

 Model availability

 Timing of management actions
o Urgency/frequency

 Other shortage information
o Identify vulnerable population groups
o Communication to HPs



Your supply information ultimately helps US to help YOU 
and consumers

Accurate and 
timely supply 
information 

TGA can implement  
suitable 

management actions

Reduces the 
impact of the 

shortage for health 
professionals and 

consumers



Therapeutic Goods Administration – tga.gov.au

Recent amendments to the 
Therapeutic Goods Act 1989

• Changes to medicine shortage reporting obligations

• Changes to the import or supply of overseas medicines



Changes to medicine shortage reporting obligations

What is the change When will it be enforced
1. Must specify the period of the shortage 

(duration)
On 22 September 2023

2. Must notify changes to the duration of 
the shortage 

3. Must confirm that the shortage has 
resolved

From 22 September, for medicine 
shortage notifications with an end date

on or after 22 September 2023

Sponsors must report changes within 2 or 10 days, in line with the 
status and reporting timeframes of the initial shortage notification 



Why has this 
change been 

made?

Changes to notification 
requirements will:

• Improve accuracy of information 
on the TGA Medicine Shortage 
Reports Database

• Assist with better management of 
shortages for everyone

• Reduce the impact of medicine 
shortages on patients



What does this change mean for sponsors?
Sponsors must update their medicine shortage notification if there are changes to the 
shortage duration and when the shortage has resolved

Establish/improve 
processes for 

monitoring supply 
of medicines

Understand 
your 

medicine

Know your 
supply 
chain

Contingency 
planning Sponsors are 

better prepared 
to manage 
medicine 
shortages



Changes to the import or supply 
of overseas medicines under 

section 19A when a medicine is 
cancelled from the ARTG



Changes to the import or supply of overseas medicines

22 March 2023

Before

Section 19A (1)

Section 19A (1A)

Section 19A (2) Now

Section 19A (1)

Section 19A (1A)

Section 19A (2)

Section 19A (2A)

Section 19A (2B)

19A(1) 19A(1A) 19A(2) 19A(2A) 19A(2B)
Registered goods that could act as a 
substitute for the goods are 
unavailable or are in short supply

    

Previously ARTG registered goods 
could act as a substitute for the goods 
but are cancelled or suspended

    



What is the reason behind the section 19A amendments?
To bridge the access gap for clinically important medicines that are cancelled or 

suspended from the ARTG

Clinically important 
medicine cancelled 

from the ARTG

Section 19A(2A)
Section 19A(2B)

Continued care for 
patients when a 

medicine is 
cancelled



What does this section 19A amendment means for sponsors

 Sponsors no longer need to maintain an ARTG 
entry for a discontinued medicine to allow 
supply under s19A.

 The existing section 19A framework and all 
related processes continue to apply.

 Import and supply must still be in the interest of 
public health.

Updated application form



Visit our updated pages

• Recent amendments to the 
Therapeutic Goods Act

• Section 19A guidance
• Section 19A application form
• Information for sponsors and 

suppliers  - reporting 
requirements 

• Reporting obligations and the 
TGA's compliance framework

Therapeutic Goods Administration – tga.gov.au

https://www.tga.gov.au/safety/shortahttps:/www.tga.gov.au/safety/shortages/medicine-shortages-recent-amendments-therapeutic-goods-act-1989
https://www.tga.gov.au/resources/resource/guidance/section-19a-guidance-industry
https://www.tga.gov.au/resources/resource/forms/section-19a-application-form-import-and-supply-substitute-medicines
https://www.tga.gov.au/resources/resource/guidance/medicine-shortages-information-sponsors-suppliers
https://www.tga.gov.au/resources/resource/guidance/medicine-shortages-australia-reporting-obligations-and-tgas-compliance-framework


Summary of changes

Changes to medicine shortage 
reporting obligations

On 22 September 2023, sponsors must report 
changes to the shortage duration or end date and 

when the shortage is resolved
.

Prepare now for supply 
disruptions

• Know your medicine and supply chains
• Optimise processes
• Consider contingencies

Changes to section 19A 
approvals

section 19A(2A) and section 19A(2B) 

Approval to import or supply of overseas 
medicines under section 19A for medicines 

that are cancelled/suspended from the 
ARTG
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