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MINIMUM REQUIREMENTS FOR RESEARCH ETHICS PROPOSALS

1. Completed application

a. Go to www.neaf.gov.au to access the National Ethics Application Form, in particular if you are
conducting multi-centre research. If using the NEAF please ensure that the Mater site specific details
have been addressed in the application — refer to Checklist to compare Mater application with NEAF.

b.  You may also use the original Mater application. The Mater form may become obsolete in the future.

c. Ifyou have already received HREC approval from another hospital please contact the Research Ethics
Coordinator to discuss your submission, you may not need to complete another application. You
would still be required to site requirements eg. Mater information sheet and consent form, financial and
management sign off, site specific recruitment details etc

d. Please do not submit on the Victorian or NSW application forms X

2. Patient Information Sheet & Consent Form (See Consent Guidelines.doc) X

3. Child/Young Person Information Sheet & Assent Form (these documents should be designed to suit the age
range of participants; you may need to consider developing more than one information sheet. Generally
children from 10 years of age should be provided with research details. The Committee is prepared to take
advice from the researcher regarding appropriate information for children younger than 10 years. X

4. Staff Information Sheet (See Staff Information.doc) X

5. Pathology Agreement (if applicable — eg. Are you collecting, storing, and transporting any pathological
samples/tissues. An agreement is required to clearly outline who is covering these costs). X

6. Pharmacy Agreement (if applicable — eg. will the pharmacy be storing or dispensing the study medication?) X

7. Radiology Agreement (if applicable — eg. will your participants require more MRI's, CT scans, chest x-rays than
they would normally receive under standard care? These costs must be covered by research funds). X

8. Radiation Safety Report (if applicable — eg. If your research includes radiation therapy) X

9. Clinical Trial Agreement, CTN, Insurance and Indemnity — liaise with Mr Justin Sharp, Rogencamp & Co
(Lawyers@mater.org.au) if advice is required or documents to be checked. X

10. Resource Implications — (Please liaise with your Management Accountant, they can provide an Excel document
for budget preparation.) If it is not necessary for you to complete this spreadsheet (after advice from your
Management Accountant, please access the “Resource.doc” a Word document for completion of funding/no
funding for your research project. Either the Excel spreadsheet or Word Resource document require sign off
from your Management Accountant.

a. Have you completed your Budget? X
b. Hasit been endorsed by your Management Accountant? X

11. Endorsement from the Executive Director of the participating hospital/hospitals. The Executive Director/s will
sign the applications after financial sign off.


http://www.neaf.gov.au/
mailto:Lawyers@mater.org.au
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12. Do you require a Mater sponsor? If the Principal Investigator is not a Mater staff member, the project must
include a Mater sponsor. Please ensure that the Mater sponsor understands their responsibilities in regards to
the conduct of the study at the Mater. X

13. Please ensure you give sufficient time to your Accountant, Mater sponsor and Executive Director to sign your
application. Applications that have not been signed will not be accepted by the Research Ethics Coordinator.

14. Please note: Registration on the Mater Research Register is mandatory for all internal studies.

To download application form, consent & patient information sheet guidelines etc from the Mater network, please go to:
L:\Allusers\ResEthic or www.mater.org.au, Research, Human Research Ethics Committee. Please note, all staff can
access www.mater.org.au from any Mater computer.

If you would like these documents emailed to you please contact the Research Ethics Coordinator:

Research Ethics Coordinator
Ph: (07) 3163 1585 Fax: (07) 3163 1571
Email: research.ethics@mater.org.au

SUBMITTING FOR APPROVAL - please submit 20 copies of the documents and the original to the Research
Ethics Coordinator by 4.00 pm on the closing date. Each member of the SSC/HREC receives a complete set of
documents including your covering letter.

The only exception to the above is in the case of clinical trials. Please provide all members with a complete set
of papers, including protocol, application, information sheets etc except_the Investigator’s Brochure. The
Committees only require 3 copies of the Investigator's Brochure.

ALL DOCUMENTS TO BE SUBMITTED NEED TO BE COLLATED AND CLIPPED TOGETHER. DOUBLE-SIDED
PHOTOCOPYING IS RECOMMENDED.

The Committees meets monthly. Please refer to the Calendar for closing dates and meeting dates.

Progress Reports: (located on L:\Allusers\ResEthic or, or www.mater.org.au, or may be entered directly from the Mater
research register)

As stated in the NHMRC Guidelines: (www.nhmrc.health.gov.au) Section 3.3.22 of the National Statement on Ethical
Conduct in Human Research:

In addition to the requirements outlined in Chapter 5.5: Monitoring approved research (page 106), the granting and
continuation of ethical approval of clinical research must be on the condition that, for any trial site under the HREC's
responsibility, the researcher:

f  provides reports of the progress of the trial to the HREC, at a frequency directed by the HREC (but at least
annually), and related to the degree of risk to participants.
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