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Factsheet-Implementation of
CTMS Service at SESLHD

What you need to know

What is happening?

The NSW Ministry of Health is rolling out a Clinical Trial Management System (CTMS) across all public health

organisations from September 2024. Implementing the CTMS requires dedicated resources, effective change
management, and sustainable funding; accordingly, SESLHD will apply a new cost model from 1 October 2025
to support its implementation.

Why is this happening?
e Improve how we manage, track, and report clinical trials
e Helpresearchers by streamlining approval processes and reducing activation delays

e Support the implementation and ongoing compliance of the CTMS across SESLHD

What are the fees?

The CTMS fees will apply to new clinical trial studies submitted for Site Specific Assessment (SSA) on or after
1 October 2025:

Trial Type Per Study Fee Additional Site Fee'
Commercial Sponsored $5,400 $2,700
Non-Commercial External $700 $350

Institutional Sponsored No fee — cost absorbed by SESLHD -

" Additional Site refers to multi-site studies conducted within SESLHD. A 50% discount on the per study CTMS fee applies to each additional
SESLHD site activated under the same study. This recognises the reduced data entry and administrative effort required for subsequent site
activations.
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What will the fees pay for?

The fee structure is designed on a cost recovery basis, consistent with NSW Government policy. It ensures
SESLHD can sustainably support CTMS implementation and operation without generating excess.

e SESLHD’s share of the CTMS licence fee

e A dedicated Data Support Officer to assist research teams with initial project data entry into the CTMS
and on-going system training support.

Who is responsible for paying the fee?

All fees are to be incorporated into the study budget as pass-through charges, payable by the Sponsor. The
Research Directorate will issue invoices directly to the Sponsor.

Will this affect my existing study?

No. The CTMS fee structure applies only to new studies that begin on or after 1 October 2025; specifically,
those submitted for SSA review from that date onwards.

What if I'm planning a trial now?

If your study is expected to commence after 1 October 2025, the new fee may apply. Please contact the
Research Business Manager early to include this fee in your trial budget as well as study contract.

Where can | get more information?

For more details please contact:

SESLHD-CTMS-Support@health.nsw.gov.au

Research Business Manager at SESLHD-CTMS-SUPPORT®@health.nsw.gov.au



