
 
            9 May 2025 

Cystic Fibrosis Australia Welcomes TGA Approval of Expanded 

TRIKAFTA® Use for People with CF Aged Two and Above 
 

Cystic Fibrosis Australia (CFA) is pleased to share that the Therapeutic 

Goods Administration (TGA) has approved the expanded indication of 

Trikafta (elexacaftor/tezacaftor/ivacaftor) to include people with cystic 

fibrosis (CF) aged two years and older who have at least one responsive 

mutation in the CFTR gene, based on clinical or in vitro evidence. 

 

This milestone significantly broadens access to this life-changing therapy for 

children and adults across the CF community, including those living with 

ultra-rare mutations. The decision extends Trikafta’s indication to include an 

additional 271 mutations. These can be reviewed via the U.S. FDA label 

below (see from page 12 onward). 
 

List of Gene Mutations  

 

Importantly, the revised Australian Product Information(PI), expected to be 

available in the coming week, will allow healthcare providers to consider the 

use of Trikafta for patients with non-Class I mutations not specifically listed. 

Use may be considered where the potential benefits outweigh the risks and 

under close clinical supervision, provided the patient does not harbour two 

Class I mutations. 

 

This expanded approval is based on a robust combination of clinical trial 

data, real-world outcomes, and in vitro analyses, reflecting the strength of 

evidence supporting the efficacy and safety of Trikafta in broader CF 

populations. 

 

As previously advised, the Pharmaceutical Benefits Advisory Committee 

(PBAC) has already recommended the PBS listing of Trikafta for this newly 

eligible population. Cystic Fibrosis Australia continues to advocate and 

actively work with all stakeholders to ensure equitable, timely access to 

treatment for all eligible Australians. 

 

https://cysticfibrosis.us11.list-manage.com/track/click?u=96cdb979325ca8f6eca22f147&id=3ffe293eff&e=8abbda5680


This announcement strengthens our commitment to ensuring that every 

Australian living with cystic fibrosis has access to the treatments and 

therapies they need to lead full, healthy lives. 

 

As we continue advocating for access to essential treatments, we urge the 

community to submit consumer comments to the PBAC in support of 

Alyftrek ahead of its upcoming review. Comments must be submitted by 28 

May to help ensure all Australians living with cystic fibrosis can access the 

therapies they need and deserve. 
 

Submit your Comment Here  

 

  

 

Warm regards 

 

Dr Jo Armstrong 

Chief Executive Officer 

Cystic Fibrosis Australia 
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