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Introduction

The New Technology and Clinical Practice (NTCP) Committee at Barwon Health has been established to
provide governance, oversight and expert advice on the introduction of new technology and clinical
practices into Barwon Health.

As defined in the NTCP Procedure and TOR Document (available on PROMPT), an NTCP is a therapeutic
intervention that is considered to be significantly different from existing clinical practice, involving one or
more of the following:

e Prostheses

e Implantable devices

e Medical and/or surgical procedures

e Diagnostic procedures

NTCPs include procedures that have not been performed at Barwon Health (which may already be standard
practice elsewhere), variations to existing procedures or treatment where a new device or equipment is
introduced, entirely new and novel technology, devices, clinical procedures or clinical practice; and
experimental technology under the governance of Research and Ethics — after it has been assessed by the
Human Research and Ethics Committee (HREC).

This paper seeks to delineate which HREC reviewed trials must be assessed by the NTCP committee and to
what level of scrutiny. To this end, it will define what research must be referred to the NTCP Chair, as well
as processes for review.

The procedures outlined below have been benchmarked against similar policies at other Victorian Health
services.

Criteria for Referral

Research at Barwon Health should be referred to the NTCP via email (NTCP@barwonhealth.org.au) where
the following criteria apply:

e The research involves a new or an alteration to usual clinical practice or standard practice at
Barwon, as defined above

e The application has been reviewed and approved by the Barwon Health HREC. Noting some
research trials may be multi-centered, multi-national trials with external HRECs being the primary
HREC responsible for approval and oversight.

e The research participants are or may include Barwon Health patients

o Including medications or materials previously used at Barwon Health now provided for non-
standard indications and/or in a different device format, prosthesis or implantable device
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e The new practice to Barwon or the new/experimental technology may have or is confirmed to have
safety and operational impacts to Barwon Health patients (even where patients are not
participants)

Exclusion criteria (research that does not need to be referred) include:

e Pharmaceutical products — to be referred to the Drugs and Therapeutics Committee
e Robotic Surgery — to be referred to the Robotics Surgical Steering Committee

Categories of Level of Referral to NTCP and Examples

A. Requires referral to NTCP and undergo full application for NTCP approval prior to
commencement
e Example: Kangaroo Feeding Tube Trial

o Research trial sponsored by Coviden using a nasojejunal tube with a camera
o Inclusion criteria that applied:
= modified device/new prosthesis different to existing standard one at Barwon
with associated clinical risks
=  Approved by Barwon HREC
= Trial participants are ICU patients at University Hospital Geelong

e}

Level of Referral required: Full application for approval by NTCP Committee
o Outcome: Approved

B. Requires referral to NTCP for noting, does not require full application and approval prior to
commencement

e Example: Firebrick Nasal Spray trial
o Medication use in trial with new route of administration
o Established treatment medication (iodine) with new route (nasal spray) and new clinical
indication (treat flu symptoms)
Low clinical risk associated with condition being treated
No increased risk of significant safety events
No operational impact

NOTE: this trial was referred to NTCP Committee with full application and granted approval
prior to commencement. This case has resulted in reviewing a more streamlined NTCP
requirement for HREC trials involving new or altered practice. With the updated protocol
now, this trial would have met referral criteria to NTCP for Category B- for noting without
requiring full application and does not require approval prior to commencement. A follow
up progress report would be required 6 or 12 months after commencement.
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C. Does not need referral to NTCP Committee

e  MHDAS trial of new communication cards to better ascertain QoL symptoms from patients
suffering a specific mental health condition
o Involves Barwon Health MHDAS patients when reviewed as part of clinical service received
at MHDAS
o Although a new or changed practice to usual clinical process but does not involve an actual
treatment/intervention/procedure.

NOTE: Where cases are unclear, the Research Office is encouraged to refer query cases to the NTCP Chair
via the NTCP secretariat (NTCP@barwonhealth.org.au), to confirm which referral category applies.

Outcomes Following Referral

After a research project has been referred to the NTCP Secretary (NTCP@barwonhealth.org.au), it will be
discussed with the NTCP Chair to determine the appropriate course of action.

This may include:

e For Category A: Full NTCP Application as per Appendix C of NTCP Procedure and TOR
o Possible Outcomes:
= Approved with progress reports to be provided at 6 or 12 monthly intervals
=  Conditional approval pending further information
= Declined

e For Category B: Completion of Appendix C New Application form (to provide summary of salient
points of the trial), plus sharing copy of Barwon HREC approval letter; trial Protocol and HREA
for noting at next NTCP.

o Outcome: Noted at next NTCP Committee meeting. Research office will be provided a letter
of acknowledgement. Commencement may occur without NTCP approval. Progress report
to be provided at 6 months (if shorter trial) or 12 months.

e For Category C: No application or noting by the NTCP Committee required. Query can be
resolved offline with NTCP secretary.
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