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Dear Committee Secretary,

Re: Submission to the Senate Standing Committee on Community Affairs Legislation
Committee - Therapeutic Goods Amendment (Medicines Shortages and Other Measures) Bill
2026 & Therapeutic Goods (Charges) Amendment Bill 2026

The Royal Australasian College of Surgeons welcomes the opportunity to comment on the Senate
Inquiry into the Therapeutic Goods Amendment (Medicines Shortages and Other Measures) Bill
2026 & Therapeutic Goods (Charges) Amendment Bill 2026.

We understand that the primary Bill amends the Therapeutic Goods Act 1989 to strengthen
medicines shortage reporting, enable common biologicals groups, and give Therapeutic Goods
Administration (TGA)-authorised officers enhanced powers over clinical trial sites.

In principle RACS expresses its support of these Amendment Bills, noting that the following
recommendations should be considered.
1. Requirement for a defined notice period for permanent discontinuation of reportable
medicines wherever possible to support surgical service continuity and patient safety.
2. Establish a formal notification mechanism between sponsors, the TGA and specialist
medical colleges for critical medicine shortages and the curation of the Medicine Watch
List.
3. Support the proposed grouping of similar biologicals, provided any changes to sponsor
charges are assessed for impacts on private practice viability and patient affordability.

Timely access to medications is crucial to ensure surgical procedures can proceed in a safe
manner. Shortages or discontinuations of medications necessary for pre-, peri-, and post-operative
care can delay essential (elective) surgery, and force surgical list cancellations thus exacerbating
waiting times and limit access to surgical services. The impact can be more acutely felt in locations
underserviced by surgeons, such as in rural, regional, and remote areas where the surgical
workforce is already thin.

The amendment to extend the minimum timeframe for reporting of medicines shortages and
discontinuations is a welcome step towards ensuring the efficient management of surgical lists.
Shortages of anaesthetic agents, normal saline (0.9% sodium chloride), antibiotics, opioids, and
reversal agents directly affect theatre lists, elective surgery throughput and

patient safety. RACS has in prior communications called for a national
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strategy on intravenous fluid products shortage?, including alternative methods for medicine
administration.

While the amendment has extended the time to 12 months or ‘as soon as practicable’, it is
important that this flexibility in reporting timeframe does not serve as a potential loophole for
sponsors to undermine the 12-month objective. The earlier and firm notice period is critical to
enable clear communication on how the shortage/discontinuation can be addressed and hence
allow surgeons to source alternative medicines and update prescription protocols in line with
hospital guidelines.

The amendment in its current form does not propose any improvements to the reporting notification
mechanism between the sponsors, the TGA and specialist medical colleges. RACS seeks a formal
sponsor/specialist medical college notification mechanism to address shortages on the Medicine
Watch List at the least for critical medicines.

With regards to the Therapeutic Goods (Charges) Amendment Bill 2026, the proposal to bundle
similar biologicals into a single group is a welcome step towards minimising costs and duplication
for the industry. However, we are cautious that if any alterations in fees charged by sponsors are
passed on to health practitioners, private hospitals and ultimately patients, this could result in
unintended consequences that could impact private surgical practice viability, out of pocket costs
and hence patient affordability. Information showing downstream effects of any charge variations
on specialist billing, and private hospital viability would be welcomed.

Yours sincerely,

Dr David King BMedSc(Hons) MBBS FRACS
Chair, Health Policy and Advocacy Committee
Royal Australasian College of Surgeons

" Royal Australasian College of Surgeons. (2024). RACS calls for national strategy on intravenous
fluid products shortage. https://www.surgeons.org/News/Advocacy/RACS-calls-for-national-
strategy-on-intravenous-fluid-products-shortage
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