ACCREDITATION FORM


CONFIDENTIAL
Application for 
Accreditation as a 
Reviewing Human Research Ethics Committee (HREC)
SINGLE ETHICAL REVIEW OF MULTI-SITE CLINICAL TRIALS
	Introduction




The following document is intended as a guide to assist organisations with their application for accreditation with the Consultative Council for Human Research Ethics (Consultative Council). 
The Consultative Council will from time to time make a call for organisations to apply for accreditation as a reviewing HREC.
The Consultative Council process will also help prepare Victorian organisations for possible future accreditation requirements such as the Harmonisation of Multi-Site Ethical Review (HoMER).

	HREC Details




NHMRC HREC Registration Code
	


HREC Chair name and contact details

	


HREC Deputy Chair name and contact details
	


HREC Administrative Manager name and contact details
	


HREC mailing address
	


HREC website and email address

	


	HREC operations




1. Terms of Reference

Attachment 1
Attach a copy of the HREC’s dated terms of reference, including evidence of approval by the organisations approving authority (e.g. Chief Executive Officer)
2. NHMRC annual report

Attachment 2
Attach a copy of the NHMRC letter acknowledging the most recent annual report.

3. Timeliness

	Indicate the turnaround time* for HREC review for most projects within the next 12 months, based on the past experience of the HREC.

………………. working days

What is the likely turnaround time* for the review of commercially sponsored clinical trials?

………………… working days




*This does not include the time taken for a reply to a request for further information from the Investigator.
4. Training and education

Indicate sessions attended in the last 2 years and/or planed for future training and education.
	Name of HREC member attending


	Ethics/Governance staff attending
	Training/education session



	
	
	

	
	
	

	
	
	

	
	
	


	HREC responsibilities and resources



5. HREC executive/governance support

Attachment 3
Attach a copy of the position description of the HREC executive/governance support officer(s).

Attachment 4
Attach a statement acknowledging that the level of the executive support provided to the HREC is appropriate for its operation. 

The statement should be signed by:

Chair of the HREC and the Chief Executive or delegate
	Provide an estimate of the administrative support for the HREC and details of the personnel.

EFT
Position

Qualifications




6. Financial resources and budget

Attachment 5
Attach a statement signed by the Financial Officer confirming that the revenue raised through fees and charges levied from clinical trial applications is used to support the HREC and research governance functions.

7. Membership of the HREC
Attachment 6
Attach details of the full membership of the HREC including:

· Name

· Category of membership according to the National Statement

· Date of appointment
· Brief profile including any qualifications, expertise and experience

Attachment 7
Attach details of any sub-committees of the HREC (e.g. scientific, quality assurance or low risk, etc.) and include:

· Committee type

· Name of member
· Date of appointment

· Brief profile including qualifications, expertise and experience

Attachment 8
Attach a copy of the letter of appointment provided to HREC members. This should include:

· Date of appointment

· Length of tenure

· Name and designation of officer authorising the appointment
Attachment 9
Attach a statement that HREC members have been given, and are aware of the National Statement, Australian Code for the Responsible Conduct of Research , Victorian Information Privacy Principles and Health Records Privacy Principles. This should be signed by the HREC Chair.
	Is there a statement regarding the HREC membership being constituted according to the National Statement on the institution’s research ethics or governance website?

…………. Yes       …………. No

If no, please give reasons why?



	HREC meetings




8. Frequency of meetings
Attachment 10
Attach a copy of the last calendar year’s meeting schedule.

9. Meeting arrangements

	As Chair of the HREC I confirm that all members are given the opportunity to provide input to the deliberation and decision making of the committee.

……………………………………………   (signature of the HREC Chair)




	Should a core category HREC member be unavailable to attend a meeting, the following contingency arrangements are in place:

………    More than one member is appointed to each core category

………    Members may provide comments prior to the meeting

………    Other. Please specify:




	Confirmation that an HREC offers face-to-face meetings (where appropriate or specifically requested) with investigators, either at the initial presentation or subsequently, to resolve issues that the committee members have raised is required.

Please confirm by signing below.
………………………………………………..    HREC Chair


	I confirm that all applications relating to submissions for single review of multi-site clinical trials will be made on the National Ethics Application Form and submitted through the Online Forms website. 

…………………………………………………..    HREC Chair


	Recording of HREC decisions on ethics applications




10. Record keeping and minutes
	I confirm that a copy of records are kept and retained on file and contain the following details:

a. The ethical issues raised and the decisions made regarding submissions;
b. A description of the scientific review process including who conducted the review and the outcome for each submission;
c. A list of members in attendance, whether a quorum was achieved and the minimum membership requirements according to the National Statement;
d. Member’s declaration of interests and conflicts of interest. Any decision made by the committee on participation of a member;

e. A complete copy of each research proposal and associated documents being the final version approved by the HREC;
f. The notification letter notifying the outcome of the review.

…………………………………………   Signature of the HREC Chair


	I confirm that investigators are informed of the HREC decision within 10 working days of the HREC meeting.

……………………………………..    Signature of the HREC Chair


	Complaints procedures




11. Complaints procedures

	Indicate the procedure to deal with appeals from investigators about the ethical review process.
Indicate the procedure to deal with complaints from research participants or other persons about the conduct of the research.

Indicate the position of the person that is nominated by the institution to receive complaints from research participants, or others regarding the conduct of the research.

………………………………………………………. Position of the nominated person to receive complaints

………………………………………………………. Contact details




	Conflicts of Interest




12. Procedures for conflicts of interest

	Indicate the procedure/s that deal with handling of potential conflicts of interest for HREC members and expert reviewers.




	Review of clinical trials




13. Scientific review and access to expert reviewers
	What processes are available to the HREC for providing timely scientific/clinical review of clinical trials? For example: Scientific sub-committee, Expert reviewers/expert panel, HREC members with relevant scientific expertise.




Attachment 11
Scientific sub-committee terms of reference, membership, qualifications and details of the procedure for timely review (if applicable).

	Provide the number of human research applications reviewed by the HREC during the last calendar year as follows.

……………………………….  Total number of clinical trials (include pharmaceutical, device, diagnostic 

                               and other therapeutic trials)
……………………………….  Total number of applications reviewed (all disciplines, single & multi-site)



Declaration of HREC Chair

As HREC Chair, I endorse the information contained in this accreditation application as being a true record.
…………………………………………  Signature of the HREC Chair

…………………………………………  Print name

As Chief Executive/delegate, I confirm that information contained in this accreditation application is true and accurate. I nominate this HREC for accreditation as a reviewing HREC for the Consultative Council for Human Research Ethics single ethical review of multi-site trials.
……………………………………….  Signature of Chief Executive Officer or delegate
……………………………………….  Print name

ATTACHMENT CHECKLIST

Please label each Attachment number on the top right had side of the page.

	Attachment number


	Title

	Attachment 1
	Terms of Reference



	Attachment 2
	Copy of NHMRC letter of acknowledgement of the most recent annual report



	Attachment 3
	Position description of the HREC executive/governance support officer(s)


	Attachment 4
	Statement of executive support provided to the HREC


	Attachment 5
	Statement signed by the Finance Officer


	Attachment 6
	Details of the HREC membership


	Attachment 7
	Details of HREC sub-committees


	Attachment 8
	Copy of a letter of appointment for HREC members (template)


	Attachment 9
	Statement by HREC Chair regarding members awareness of the National Statement, Code for Research, privacy and health information


	Attachment 10
	Copy of the meeting schedule for the last calendar year


	Attachment 11
	Scientific sub-committee terms of reference, membership, qualifications and detail of the procedure for timely review



Please submit by mail one original hard copy with signatures along with all requested attachments, to:
Consultative Council for Human Research Ethics 

C/O Coordinating Office for Human Research Ethics

Level 13
120 Spencer Street

Melbourne VIC 3000

For information: Phone 9096 5912 or email Multisite.Ethics@dhs.vic.gov.au
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