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Topics covered in this session:

• Introduction to TGA
• Adverse event reporting
• Medicine shortages
• TGA information and databases (recalls, safety alerts, AusPARs)
• Clinical variation
• Publication of new NCE approvals
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About the TGA – what do we regulate:
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A broad overview of our approach to regulation
As Australia’s regulator, we:
• ensure manufacturers meet standards for producing goods
• authorise supply for therapeutic goods
• monitor products once they are on the market and take action if there are problems
• identify illegal activities like counterfeiting and take action to stop these occurring.
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Did you know that we:
• Review the manufacturing information for every batch of every vaccine
• Test the first five batches of most biological medicines
• Perform targeted investigations of medicines for suspected non-compliance
• Seek advice from experts on our advisory committees
• Test devices for sterility and when they have been involved in adverse events
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Adverse event reporting



How does the TGA define an Adverse Event?
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Adverse Event

For both medicines and medical 
devices: an event that resulted in, or 

could have resulted in, serious 
injury, illness or death



What should you report?
The TGA is particularly interested in:
• serious or unexpected reactions to medicines
• serious medicine interactions
• faults or problems with medical devices that have resulted, or 

could have resulted, in adverse events
• serious and unexpected reactions are distinct from well known 

side effects. For example, we would not expect reports of:
– tiredness after taking an opiate based painkiller
– nausea or diarrhoea after taking certain antibiotics. 
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There are many ways you can report

• You can also report:
– via telephone: 1800 044 114
– by post to: Therapeutic Goods Administration, PO Box 100, Woden, ACT 2606, Australia (please 

include the type of report in the address block) 
– via email: adr.reports@tga.gov.au
– via fax: +61 2 6232 8392. 

8

online: www.tga.gov.au/hp/problem.htm



Why reporting is important?
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The TGA received eight reports of serious liver injury 
associated with the use of lumiracoxib (an anti-inflammatory 
used to treat osteoarthritis) including two fatalities, two liver 
transplants, severe jaundice and acute hepatitis without liver 
failure.

The TGA investigated the reports and received expert advice 
that the apparent rate of severe liver injury with lumiracoxib
appeared greater than for other similar medicines. 

The TGA immediately cancelled the registration of all forms of 
lumiracoxib in Australia, on the grounds that failure to do so 
would create an imminent risk of death, serious illness or 
serious injury.



Online learning modules
• Health professionals are the among the best-placed to provide high 

quality adverse event reports
• Two interactive online learning modules available

– Reporting adverse events with medicines and vaccines
– Reporting adverse events with medical devices

• The new online learning modules:
– provide explanation of the importance of reporting adverse events
– reiterate the need for you to share the responsibility of reporting
– explain how to build reporting into practice
– explain what happens to reports once submitted to the TGA.

• On completion you will be eligible for professional development 
points
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Medicine shortages
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Background
• Before 26 May 2014 there was no central, timely, consistent, 

coordinated communication channel about prescription 
medicine shortages

• Individual patient care may have been compromised and the 
work of health professionals affected

• The Medicine Shortages Information Initiative was 
developed under a partnership between the TGA, Medicines 
Australia and Generic Medicines Industry Association – with 
a view to improving the management and communication of 
prescription medicine shortages in Australia
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About the initiative
• The TGA and companies undertake:

– timely notification about changes in supply into the Australian 
market

– structured assessments of the likely impact of these changes
– coordinated responses and communication

• Information is based on the voluntary notification by companies 
to the TGA.

• The timely delivery of this information via a searchable website 
assists health professionals and consumers make informed 
decisions about medicines that may be in short supply.
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How it works
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Assessing shortages
• Shortages are assessed depending on their level of 

potential impact, and managed consistently with the 
assessed impact level.

• The level of potential impact is based on the:
– medical condition and unique concerns of the patient 

population
– availability and conditions of registration of substitute 

medicines or therapeutic alternatives

• This provides a mechanism for assessing the potential 
impact of a shortage and assists companies to manage it 
appropriately. 
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Shared assessment framework
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Subscribe and search medicines shortages
• The website provides health professionals and consumers with 

information about prescription medicines registered on the ARTG.
• By subscribing to the alert service, you can elect to receive email 

or RSS feed notification of new and updated medicine shortages 
information. 

• The site includes reference to the status of the shortage by:
– current shortages
– anticipated
– resolved
– discontinued products.

17



Benefits
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TGA information – a one stop shop!



TGA databases and information
There is a range of information about medicines available on our website 
that you can access:
• Search the Australian Register of Therapeutic Goods (ARTG)
• Search the Prescribing medicines in pregnancy database
• Database of Adverse Events Notifications (DAEN)

– DAEN – medicines
– DAEN – medical devices

• System for Australian Recall Actions (SARA)
• Safety alerts
• AusPARs
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Clinical variation



Healthcare Variation: not all bad
• Warranted (expected) variation

– Reflects population health needs, individual preferences and values of patients
– (small scale) may reflect practice innovation

• Unwarranted variation
– Not explained by need, preferences and values
– May signal inappropriate care – safety and quality
– May indicate resource misallocation – questions around equity/access, efficiency and value
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Australian Atlas of Healthcare Variation
Phase 1
• Present variation in a range of topics and items ‘screening tool’ 

to identify areas where further investigation may be worthwhile

Phase 2
• Explore some topics with high variation to identify:

– Unwarranted variation
– Potential mechanisms to improve appropriateness

In partnership with jurisdictions and health services 
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Australian Atlas of Healthcare Variation:
First Edition (2015)
• Analysis by National Health Performance Authority
• Chapters to include:

– Antimicrobial and other prescribing
– Chronic diseases
– Mental health & cognitive impairment
– Care of older people
– Surgical interventions
– Paediatrics
– Pathology and diagnostics
– Pain management
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The Commission’s 
Knee Pain Expert Advisory Group

“The purpose of the Knee Pain EAG is to advise 
on investigating and addressing unwarranted 
clinical management of knee pain in Australia”
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Knee Pain Expert Advisory Group 
• Chaired by Dr John North, past president Australian Orthopaedic Association 
• Organisations represented:

– Australian Rheumatology Association
– Department of Health
– Sports Medicine Australia
– Consumers Health Forum
– Australian Physiotherapy Association
– Australian & New Zealand Orthopaedic Nurses Association
– Royal Australasian College of Surgeons
– Royal Australian College of General Practitioners
– Arthritis Australia
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Knee arthroscopy admission rates standardised, 
2010-2011
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Knee arthroscopy admission rates, 2010-11, public/private
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Mapping variation in knee arthroscopy rates
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Publication of new NCE approvals



About the initiative
• Approximately 40 new prescription medicines containing 

new active substances are registered each year
• These are called New Chemical Entities (NCEs)
• Some of these NCEs are innovative or ‘first-in-class’
• The decision by TGA often comes after years of research 

and development and also after a comprehensive review
• Throughout the year TGA will be publish information on new 

prescription medicines when they are approved
• There may be time between approval and supply
• ‘Prescription medicines: annual summary 2014’ available 

online
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NCEs registered in 2014
• TGA registered 39 new prescription medicines in 2014
• 7 of these were first-in-class

– Fycompa (epilepsy)
– Sovaldi (chronic hepatitis C infection)
– Xofigo (castration-resistant prostate cancer)
– Adempas (certain types of pulmonary hypertension)
– Vimizim (mucopolysaccharidosis IV, Type A)
– Mekinist (advanced melanomas)
– Jatrea (vitreomacular traction)

• About one third were designated orphan drugs
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Questions?




