SWSLHD
Research Directorate
Training Webinar

6 November 2019

Jessica Grundy

Research Ethics and Governance Manager

AWz | Health
NSW | South Western Sydney

EEEEEEEEEE Local Health District



Research Directorate

® Research Ethics and
Governance Manager —

Jessica Grundy (oversee all office

functions including HREC, Research
Governance and Research Contracts)

® Research Ethics and
Governance Coordinator —

Andrea Lee (HREC and Research
Governance)

® Senior Administration Officers

— Malina Peng (HREC and Research
Governance Administration)
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Clinical Trials

Clinical Trial Research Agreement (CTRA)

® Comprising of NSW, QLD, VIC, SA and TAS Health Departments
the South Eastern Border States (SEBS Committee), together with
Medicines Australia have developed five Clinical Trial Research
Agreements (CTRASs). Consulting with Medicines Australia’s
stakeholders and discussion with the SEBS Committee, five Clinical
Trial Research Agreements have been revised and updated.
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Clinical Trials

Clinical Trial Research Agreement (CTRA)

Clinical Trial Research Agreement — Medicines Australia Standard Form

Clinical Trial Research Agreement — CTRA: Contract Research
Organisation acting as the Local Sponsor

Clinical Trial Research Agreement — Collaborative or Cooperative
Research Group (CRG) Studies

Clinical Trial Research Agreement — Phase 4 Clinical Trial (Medicines)

Clinical Trial Research Agreement — Phase 4 Clinical Trial (Medicines)
Contract Research Organisation acting as the Local Sponsor
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Clinical Trials

Clinical Trial Research Agreement (CTRA)

Clinical Trial Research Agreement — Medicines Australia Standard Form

Used when an Australian pharmaceutical company is the sponsor of the
study.

Schedule 7 is for special conditions — must have SEBS approval.

Requires submission with the Medicines Australia Standard Indemnity.
CTRA will not be signed off without the Indemnity.
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Clinical Trials

Clinical Trial Research Agreement (CTRA)

® Clinical Trial Research Agreement — CTRA: Contract Research
Organisation acting as the Local Sponsor

® Used when the sponsor is an international pharmaceutical company and
has an Australia Contract Research Organisation acting as Local Sponsor

® Why? Under Medicines Australia rules, we cannot sign a CTRA with an
International company — must be an Australian company for appropriate
oversight of the trial within Australia.

® Requires submission with the Medicines Australia Standard Indemnity.
CTRA will not be signed off without the Indemnity.
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Clinical Trials

Clinical Trial Research Agreement (CTRA)

® Clinical Trial Research Agreement — Collaborative or Cooperative
Research Group (CRG) Studies

® Used when the sponsor of the study is a collaborative research group.
Examples: research institutes (Ingham, Garvan, Kirby, etc), universities,
philanthropic organisations.

® Schedule 4 is for special condition — this sometimes has SEBS approval
which makes review and approval of the CTRA CRG easier. If not, will
require an internal legal review at SWSLHD.
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Clinical Trials

Clinical Trial Research Agreement (CTRA)

Clinical Trial Research Agreement — Phase 4 Clinical Trial (Medicines)

Used for Phase 4 clinical trials with Australian pharmaceutical companies
only.

Cannot be used for anything else.
Phase 4 Clinical Trials — post marketing phase of trial.

This project still requires a CTN for the Phase 4 trial.
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Clinical Trials

Clinical Trial Research Agreement (CTRA)

Clinical Trial Research Agreement — Phase 4 Clinical Trial
(Medicines) Contract Research Organisation acting as the
Local Sponsor

Newest agreement released by Medicines Australia.

Only used for a Phase 4 clinical trial where a CRO is acting as
the local sponsor.

These projects still need a CTN.
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Clinical Trials

SWSLHLD’s requirements for CTRAS

® We are happy to exchange agreements electronically — please advise if the
sponsor is happy to exchange electronically in your cover letter. If not, 3

hard copies of the CTRA and/or Indemnity must be delivered to the office by
mail or in person.

® SWSLHD’ legal entity details must be as follows — no deviations are allowed
l.e. do not include (Liverpool/Campbelltown/etc Hospital) in bracket. Any

change from the below wording will result in an invalid CTRA and/or
Indemnity:

South Western Sydney Local Health District

Administration Building, Eastern Campus, Liverpool Hospital
Locked Bag 7279, Liverpool BC 1871

ABN: 46 738 965 845
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Clinical Trials

SWSLHLD’s requirements for CTRAS

® Do not change the content of any CTRA — this is not allowed under
Medicines Australia requirements. If any changes are desired, they must
be outlined specifically in Schedule 7 or Schedule 4 of the CTRA.

® Please provide the CTRA as signed by the sponsor and PI. The Director of
Research signs for SWSLHD upon authorisation of the SSA. We do this in
parallel with authorisation of the SSA.

® Ensure all Schedules are updated and identical to the SSA regarding
latest approved Protocol version and date, recruitment number, start date
of study (must not be before SSA authorisation date).

® Provide the SEBS approval letter in REGIS for Schedule 7 / Schedule 4 if
applicable.
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Clinical Trials

SWSLHLD’s requirements for CTRAS
® Ensure Schedule 2 — Budget is accurate and details:
- SWSLHD cost centre for payment
- sponsor’s invoice details for RGO fees
- correct SWSLHD RGO fees (found on our website)

- budget is accurate as per conversations with supporting
departments
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Non-disclosure agreements
Confidential Disclosure
Agreement (NDA / CDA)

Two names for the same agreement

Purpose is to ensure SWSLHD or both parties keep information
confidential during discussions of working together for a potential project
to be conducted within SWSLHD.

SWSLHD is the correct signatory rather than the investigator personally.
This protects the investigator. They are an employee of SWSHD and
therefore would be protected under hospital TMF insurance.

NDA / CDA should ideally be project specific. If a company would like to
establish a Master NDA / CDA please ask them to contact our office to
progress this.
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Non-disclosure agreements
Confidential Disclosure
Agreement (NDA / CDA)

NDA / CDA should be signed off by SWSLHD Director of Research only. If
signed by investigator, agreement is considered invalid and will not be
accepted by SWSLHD.

Draft NDA / CDA should be emailed to our office at
with as much detail as possible about the

potential project.

Reviewed internally at SWSLHD — quick turnaround. Usually under a
week.

There should be no reference made to the investigator. They cannot be a
third signatory in the agreement.
AWk | Health

NS South Western Sydney
sovemnvent | LOcal Health District


mailto:SWSLHD-ethics@health.nsw.gov.au
mailto:SWSLHD-ethics@health.nsw.gov.au

Non-disclosure agreements
Confidential Disclosure
Agreement (NDA / CDA)

SWSLHD entity details in agreement must be as follows, word for word:

South Western Sydney Local Health District

Administration Building, Eastern Campus, Liverpool Hospital
Locked Bag 7279, Liverpool BC 1871

ABN: 46 738 965 845

SWSLHD is happy to exchange electronically — this is preferred and will
result in a faster turnaround. If the company wants hardcopy wet ink
signatures, please deliver 3 copies to our office.

vAS
AWz | Health
N’S*' South Western Sydney
GOVERNMENT Local Health District



Research Collaboration
Agreement (RCA)

SWSLHD’s preferred agreement for projects that are not clinical trials but
are investigator-initiated and includes collaboration with other hospitals,
universities, research institutes, etc.

Please speak to Jessica Grundy at our office if a collaborative group has
requested an agreement or if you would like to establish an agreement for
your project. This streamlines the process and ensures you receive correct
advice.

Much more streamlined if you have your protocol ready, ethics/SSA ready
to go.

SWSLHD has a template that has been accepted at many sites in
Australia — streamlines the process.
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Research Collaboration
Agreement (RCA)

RCAs are internally reviewed at SWSLHD. Does not take us much time to
create the draft RCA — less than a week. Delay usually occurs with the
collaborative group depending on their legal review requirements.

This agreement is used when there is a true collaboration, i.e. shared
authorship, sharing of resources, sharing of skill, where SWSLHD is the
sponsor of the project, registries, etc.

Nature of agreement is collaborative, and reflects standard good faith
principles normally expected from collaborative projects.

Provides clarity on publication process, what to do if any intellectual
property is discovered (who owns it, how will it be shared, licenses), etc.
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Research Collaboration
Agreement (RCA)

SWSLHD entity details in agreement must be as follows, word for word:

South Western Sydney Local Health District

Administration Building, Eastern Campus, Liverpool Hospital
Locked Bag 7279, Liverpool BC 1871

ABN: 46 738 965 845

SWSLHD is happy to exchange electronically — this is preferred and will
result in a faster turnaround. If the company wants hardcopy wet ink
signatures, please deliver 3 copies to our office.
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Material Transfer Agreement
(MTA)

MTAs are not used often in SWSLHD — we prefer Research Collaboration
Agreements.

Only used if there is no true collaboration of research (this is rare).

For example: SWSLHD has only agreed to provide data / samples with no
expectation of return of results, authorship of paper, etc.

MTA provides limited collaboration and relationship.

Suitable in some circumstances. MTAs are reviewed internally at
SWSLHD on a case by case basis. It is better to contact the office to
discuss before communicating that SWSLHD will agree to a MTA, as this
may not be the case.
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Material Transfer Agreement
(MTA)

SWSLHD entity details in agreement must be as follows, word for word:

South Western Sydney Local Health District

Administration Building, Eastern Campus, Liverpool Hospital
Locked Bag 7279, Liverpool BC 1871

ABN: 46 738 965 845

SWSLHD is happy to exchange electronically — this is preferred and will
result in a faster turnaround. If the company wants hardcopy wet ink
signatures, please deliver 3 copies to our office.
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What if a group approaches
you for a project and sends you
their agreement?

This usually happens for projects that are not clinical trials and SWSLHD
IS not the sponsor / owner of the project.

Examples: larger observational studies, registries.

Happy for this to be submitted in REGIS with your SSA for a streamlined
review — this is preferred.

Alternatively If project is in earlier stages, please email the draft agreement
to our office for review. Please email with the protocol, any study
documents. Less streamlined approach but still manageable.

Quick turnaround — usually within 1-2 weeks depending on above process.
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What if a group approaches
you for a project and sends you
their agreement?

Why is there a longer turnaround? Because these agreements require
more in-depth review as they are not using a SWSLHD approved
template.

Reviewed internally, but agreements are usually long and take time.

There may be some amendments made in accordance with SWSLHD
requirements. We do this in tracked changes and collaborate directly with
you and group that has provided the agreement for a streamlined
approach.

Reason for changes is usually to protect you as the investigators.
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What if a group approaches
you for a project and sends you
their agreement?

SWSLHD entity details in agreement must be as follows, word for word:

South Western Sydney Local Health District

Administration Building, Eastern Campus, Liverpool Hospital
Locked Bag 7279, Liverpool BC 1871

ABN: 46 738 965 845

SWSLHD is happy to exchange electronically — this is preferred and will
result in a faster turnaround. If the company wants hardcopy wet ink
signatures, please deliver 3 copies to our office.
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Who do | contact?

Research Directorate

For: for assistance with registration, applications, and post-
approval/authorisation matters such as: information/documents you need to
include, missing or incorrect dep’t information (site-governance applications),
and how to use REGIS (non-technical).

Location — Level 2 UNSW clinical School — Liverpool Hospital
E-mail: SWSLHD-Ethics@health.nsw.gov.au

Website: http://www.swslhd.nsw.gov.au/ethics/

Phone: 02 8738 8304

REGIS
For: technical queries such as system issues or faults, and account access
Issues. The Help desk is available 7am-7pm Monday-Friday, excluding ACT
Public Holidays.

Email: support@flsolutions.com.au

Website: https://regis.health.nsw.gov.au/

Phone: 1300 073 447
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Questions
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