
GUIDELINES FOR ACCREDITATION SUBMISSION

1. Terms of Reference

A copy of the terms of reference approved by the organisation (Chief Executive or delegate) and dated is required.
2. NHMRC annual report

The HREC must be registered with the NHMRC and meet their annual reporting requirements with a copy of the most recent NHMRC annual report acknowledgement letter. 

3. Timeliness

The HREC must be able to review and provide an ethical opinion on a research application in a timely manner. The projected turnaround time on applications received within the next 12 months should be based on the past experience of the HREC. This should not include the time taken for a reply to a request for further information from the investigator.
The expected turnaround time for review and decision on commercially sponsored clinical trials should be based on past experience.

4. Training and education

The opportunity of HREC members and support staff to attend training and continuing education should be demonstrated. This may include sessions organised by NHMRC or other bodies.
5. Executive/governance support

The position description should reflect sufficient officer’s employment time being dedicated to HREC work.
The executive/governance support person should be able to provide advice to potential applicants regarding the application process and other general issues. 

Sufficient executive/governance support for the HREC should be available to enable the committee to administer the number and type of applications that are expected to be reviewed.

6. Financial resources and budget

Fees received for ethical review and research governance that remain in the HREC budget should appear in this statement.

7. Membership of the HREC
The membership should meet the minimum membership requirements under the NHMRC National Statement on Ethical Conduct in Human Research (2007). A Deputy Chair should be appointed with the authority to undertake the chair’s duties when the chair is not available.
The HREC members should have demonstrated experience of being on an HREC that reviews clinical trials and/or clinical research.
Details of sub-committees are required to indicate the competency of members.

8. Frequency of meetings

The HREC must demonstrate sufficient meetings are held each year to ensure continuity of review and monitoring requirements. 
9. Meeting arrangements
Each member of the committee should have the opportunity to contribute to the discussion to provide a broad view of the proposal.

In order that an appropriately constituted meeting takes place the contingency arrangements for the HREC in the case where a member is unable to attend should be indicated.

A statement is required indicating that the Investigator is given the opportunity to meet face-to-face with the HREC so that issues regarding their proposal are able to be discussed.

The HREC must provide a statement that multi-site applications undergoing single review will be accepted on the National Ethics Application Form (NEAF) only and submitted through the AURED Online Forms website.

10. Record keeping and minutes
A copy of the following records and information should be retained on file.
a) A record of the main ethical issues raised for each multi-site proposal undergoing single review and the decision that the HREC reached.

b) The procedure for the scientific review and the outcome of the review for each multi-site proposal.

c) A record listing the members attending including the minimum membership requirements under the National Statement and whether a quorum was achieved.
d) A record of declaration of conflict of interest as well as the committee’s dealings with a conflict of interest, noting the member’s participation.

e) A complete copy of the approved research proposal (final version).

f) A copy of the letter notifying the outcome of the review.

The notification letter should be dated and sent to the investigator within 10 working days of the HREC decision.

11. Complaints procedures

Indication of the following is required.
Indicate the HREC procedure that deals with complaints from research participants or others about the conduct of the research.

Indicate the person’s position at the research site nominated to be the contact, in the first instance, for complaints regarding the conduct of the research.

12.  Procedures for conflict of Interest

An explanation of the HREC procedure for dealing with a conflict of interest for an HREC member and expert reviewer is required.

13. Scientific review and access to expert reviewers

The HREC should demonstrate the mechanism for timely scientific review over a broad range of clinical areas. This may include access to relevant expert reviewers. 

The scientific sub-committee terms of reference, membership, member’s qualifications and details of the procedure that is followed are required (if applicable).
Scientific review should be conducted to allow sufficient time for the HREC to provide a decision in 30 working days, where possible.
The HREC should demonstrate experience in reviewing clinical trials and review of a sufficient number of applications per year to maintain that expertise.
Declarations
The HREC Chair and Chief Executive Officer or delegate are required to sign/endorse the accreditation application.
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