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Application for registration of a 

Human Research Ethics Committee (HREC)


- Office Use Only -

Date entered: 

HREC name 
HREC ID

Name of primary organisation
Organisation  ID


Important Information


	Applying for registration

An organisation may apply for registration of a Human Research Ethics Committee (HREC) with the National Health and Medical Research Council (NHMRC).  To be eligible for registration the organisation and HREC must demonstrate compliance with the National Statement on Ethical Conduct Human Research (2007) (the National Statement or NS). 

This application form should be completed with reference to the National Statement – available at: http://www.nhmrc.gov.au/publications/synopses/e72syn.htm
This application must be signed by the head of the organisation (eg CEO or vice-chancellor). If the HREC serves more than one organisation, the head of each of these organisations must also sign the form. The organisation with primary responsibility for the HREC is the ‘applicant’.

The application will be assessed for compliance with the National Statement and the applicant will be advised of the outcome. To prevent unnecessary delays in this process, please ensure that the information provided is complete and accurate.  You may be contacted if additional information is needed.

Instructions

· Please complete the form fully and clearly.
· To allow NHMRC to make an informed decision about registration of your HREC, you are required to provide some documentation to support your application.  Please email these documents with your application form.

· Please retain the original of your completed application.
Information provided in this application must be, to the best of your knowledge, true and accurate.
	Use and Disclosure of Information 

The information provided in this application will be used by the National Health and Medical Research Council (NHMRC) to determine whether your HREC meets the requirements for registration.  

Information relating to the HREC and the organisation will also be used to:

· assess eligibility of the organisation for NHMRC research funding; 

· monitor and review HREC compliance with the National Statement and other guidelines;

· generate lists of HREC/organisation contact details (excluding personal information), and of HREC compliance status, for publication on the Internet and distribution to requesting parties; 

· maintain a record of correspondence, enquiries and complaints;

· assist in the development of initiatives to support HRECs and research organisations;

· consult with HRECs/organisations on policy with regard to health ethics, research ethics and HRECs.

Privacy Act and Freedom of Information Act
Information collected by the NHMRC is subject to both the Privacy Act (1988) and the Freedom of Information Act (1982).



	Please send an electronic copy of this signed form and supporting documentation to:  ethics@nhmrc.gov.au
(You should retain the original hardcopy for your own records) 

For further information please contact:

The Health & Research Ethics Section of the NHMRC

Tel:
(02) 6217 9070
 
Website:
www.nhmrc.gov.au


Email:
ethics@nhmrc.gov.au 



Section 1

Organisation and HREC Details


HREC details

 1 
Name of HREC for which registration is sought:

     
 2 

HREC Mailing Address

All HREC related correspondence will be sent to this address.  

Please provide address exactly as it should appear on a mailing label.
Address line 1
     

Address line 2
     


Address line 3
     

Address line 4
     

Suburb/City 
     


State            Postcode      
Email
     




A generic email address is preferred (e.g. ethics@committee.com).




This email will be used for all HREC contact/correspondence.
Website
     



Specific URL for HREC information (if applicable)



 3 

HREC Contact Officer

Name
     
     
     

          Title
First Name
Last Name

Position
     


Phone
(  )     
(The email address listed in section 2 (above) will be used for all correspondence to the Contact Officer)
 4 

HREC Chairperson

Name
     
     
     

          Title
First Name
Last Name

Phone
(  )     
Email

___________________________________________________
All correspondence to the chairperson will be sent via the ‘HREC Mailing Address’ above.

Organisation with primary responsibility for the HREC (‘Applicant’)

HRECs can be established by organisations (institutions), either individually or jointly (NS 5.1.26). Some HRECs may review research for more than one organisation and each of those organisations will have some responsibility for the HREC. One organisation should be nominated as having primary responsibility for the HREC.
Organisation with primary responsibility for the HREC (‘Applicant’)

5 
Name of organisation

     
 6 
Name of head of organisation

     
 7 
Position of head of organisation

     
 8 

Contact details for head of organisation

Phone
(  )     
Email
     

Website
     







Specific URL for HREC information (if applicable)
 9 

Mailing Address for head of organisation

All correspondence to the head of the organisation will be sent to this address.  

Please provide address exactly as it should appear on a mailing label.
Address line 1
     

Address line 2
     


Address line 3
     

Address line 4
     

Suburb/City 
     


State            Postcode      
 10   
Please indicate which category best describes the organisation (Tick one box only)

 FORMCHECKBOX 

Hospital/health service – public
 FORMCHECKBOX 

Government Department

 FORMCHECKBOX 

Hospital/health service – private
 FORMCHECKBOX 
 Government statutory agency

 FORMCHECKBOX 

University/educational institution – public
 FORMCHECKBOX 

Other organisation/institution – not for profit

 FORMCHECKBOX 

University/educational institution – private
 FORMCHECKBOX 

Other organisation/institution – for profit

 11  
Are there other organisations that share responsibility for the HREC?




 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No (go to question 12)

 11a 
How many organisations share responsibility? 

     
If the HREC considers proposals for more than one organisation, each of the organisations must share in the responsibility for the HREC (NS 5.1.26).  For EACH organisation you MUST complete the ‘Additional Organisations’ form (Appendix 1) which requires provision of organisation details and a separate Declaration signed by the organisation head.

Anticipated activity level of the HREC

 12 
How many research proposals is it anticipated that the HREC will review:

	In the coming 12 months?
	     

	In the following 12 months?
	     


 13 
How many meetings (for the purpose of reviewing research proposals) is it anticipated that the HREC will have:

	In the coming 12 months?
	     

	In the following 12 months?
	     


Section 2
Registration Information

Questions in this section relate to the requirements of the National Statement.

Establishment of HREC 

The organisation(s) or institution(s) must, when establishing an HREC, set out its terms of reference including the scope of its responsibilities, relationship to non-affiliated researchers, accountability, mechanisms of reporting, and remuneration, if any, for members. [NS 5.1.27]

 1 
Has the HREC been established with specific terms of reference?


 FORMCHECKBOX 
 Yes (go to question 2)
 FORMCHECKBOX 
  No

1a.
If NO, please provide an explanation:

     
· Please provide a copy of the HREC’s terms of reference  


Attached 
 FORMCHECKBOX 

 2 
Do those terms of reference address the issues identified in NS 5.1.27?


 FORMCHECKBOX 
 Yes (go to question 3)
 FORMCHECKBOX 
  No

2a.
If NO, please provide an explanation:

     
 3 
Which of the following best describes the role of the ethics committee as determined by its terms of reference? (Tick one box only)
 FORMCHECKBOX 

Research only ie. review and monitoring of research proposals and associated activities

 FORMCHECKBOX 

Non-research only eg. policy development, monitoring of clinical practice  

 FORMCHECKBOX 

Both research and non-research
HREC Composition

5.1.29 The minimum membership of an HREC is eight. As far as possible: 

a. there should be equal numbers of men and women; and 

b. at least one third of the members should be from outside the institution for which the HREC is reviewing research. 

5.1.30 This minimum membership is: 

a. a chairperson, with suitable experience, whose other responsibilities will not impair the HREC’s capacity to carry out its obligations under this National Statement; 

b. at least two lay people, one man and one woman, who have no affiliation with the institution and do not currently engage in medical, scientific, legal or academic work; 

c. at least one person with knowledge of, and current experience in, the professional care, counselling or treatment of people; for example, a nurse or allied health professional; 

d. at least one person who performs a pastoral care role in a community, for example, an Aboriginal elder, a minister of religion; 

e. at least one lawyer, where possible one who is not engaged to advise the institution; and 

f. at least two people with current research experience that is relevant to research proposals to be considered at the meetings they attend. These two members may be selected, according to need, from an established pool of inducted members with relevant expertise. 

 4 
Is the HREC membership constituted in accordance with the National Statement?


 FORMCHECKBOX 
 Yes (go to question 5)
 FORMCHECKBOX 
  No

4a.
If NO, please provide an explanation:

     
 5 
Please indicate how many members your HREC has in each of the following categories?

Please ensure that each individual member is assigned to one category of membership only.  The chairperson, for example, cannot concurrently occupy any other category.  The total number of institutional and non-institutional members should equal the total number of male plus female members.

	
	Number of members

	
	Institutional
	Non-Institutional

	Chairperson


	     
	     

	Person with knowledge of, and current experience in, the
care, counselling or treatment of people
	     
	     

	Layman


	     
	     

	Laywoman


	     
	     

	Person who performs a pastoral care role in the community e.g. a minister of religion or aboriginal elder

	     
	     

	Lawyer


	     
	     

	Research Experience (x2)


	     
	     

	Other/additional

	     
	     

	TOTAL


	     
	     


· Please provide a current CV or details of each Committee Member’s 
experience in relation to the category that they fulfil (e.g. lawyer, 
details of research experience etc). 





Attached 
 FORMCHECKBOX 

 6 
(a) Please briefly describe the role/expertise of “research experience” members:

     

(b) Please briefly describe the role/expertise of “other/additional” members:

     
 7 
What is the gender composition of the HREC?

	Number of Males
	Number of Females

	     
	     


Indemnification of HREC Members

Members must receive a formal notification of appointment and assurances that the organisation/institution will provide legal protection in respect of liabilities that may arise in the course of bona fide conduct of their duties as committee members. [NS 5.1.9 & 5.1.36] 
 8 
Has the primary organisation provided assurances of legal protection for HREC members?


 FORMCHECKBOX 
 Yes (go to question 9)
 FORMCHECKBOX 
  No

8a.
If NO, please provide an explanation of current arrangements:

     
· Please provide evidence of legal protection for Committee Members. Attached 
 FORMCHECKBOX 

 9 
If there are additional organisations that share responsibility for this HREC, does each additional organisation provide assurances of legal protection for HREC members?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No    



 FORMCHECKBOX 
  Not applicable
Please provide an explanation of current arrangements:

     
HREC Procedures
Institutions and organisations and their HRECs must establish working procedures.  [NS 5.1.37]
 10 
Has the organisation and the HREC established working procedures for the following?  (NS 5.1.37)

· Please provide documents to demonstrate the HREC’s Policies and Procedures 
     in relation to each of the items listed below:

	
	YES
	NO
	Attached

	Frequency of meetings 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Attendance at meetings
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Conduct and structure of meetings and deliberations
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Preparation of agendas and minutes 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Timely distribution of papers before meetings
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Presentation of applications for ethical review 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Timely consideration and review of applications
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Managing conflicts of interest (5.4.1 – 5.4.6)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Communicating with researchers, including face to face, by telephone and in writing (including email) (5.2.13 – 5.2.15)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Reporting on its activities to the institution
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Methods of decision making
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Prompt notification of decisions
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Record keeping (5.2.23 – 5.2.27)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Monitoring of approved research (paragraphs 5.5.1 – 5.5.5)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Reporting and handling of adverse events 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Receiving and handling complaints (5.6.1 – 5.6.7)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Advising the institution/s of decisions to withdraw ethical approval of a research project (5.5.7 – 5.5.9)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Attendance as observers, of people other than members or researchers at meetings (5.2.18)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Fees, if any, to be charged
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Appropriate confidentiality of the content of applications and the deliberations of review bodies
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



10a.
If NO to any of these, please provide an explanation of current arrangements:

     
11 
Has the organisation developed procedures and processes to ensure compliance regarding the application of the Guidelines under Section 95 of the Privacy Act 1988 and the Guidelines approved under Section 95A of the Privacy Act 1988?

NB.  These documents are available at: www.nhmrc.gov.au/publications/synopses/e26syn.htm and  www.nhmrc.gov.au/publications/synopses/e43syn.htm

 FORMCHECKBOX 
 Yes (go to question 12)
 FORMCHECKBOX 
  No

12a.
If NO, please provide an explanation of current arrangements:

     
· Please provide relevant Policies and Procedures 



Attached 
 FORMCHECKBOX 

 12 
Has the organisation and the HREC developed procedures and processes to ensure HREC decisions are reached only after the minimum eight (8) HREC members  (as set out in NS 5.1.29 – 5.1.30) have received all papers, had an opportunity to contribute their views, and these views have been recorded and considered?  (NS 5.2.23 – 5.2.31)


 FORMCHECKBOX 
 Yes (go to question 13)
 FORMCHECKBOX 
  No

13a.
If NO, please provide an explanation of current arrangements:

     
· Please provide relevant Policies and Procedures



Attached 
 FORMCHECKBOX 

 13 
Has the organisation and the HREC developed procedures and processes to address conflicts of interest for HREC members and researchers? (NS 5.4)


 FORMCHECKBOX 
 Yes (go to question 14)
 FORMCHECKBOX 
  No

14a.
If NO, please provide an explanation of current arrangements:

     
An HREC shall maintain a record of all research protocols received and reviewed [NS 5.2.24 – 5.2.25]

 14 
Has the organisation developed procedures and processes to maintain records in accordance with the requirements of the National Statement?


 FORMCHECKBOX 
 Yes (go to question 15)
 FORMCHECKBOX 
  No

15a.
If NO, please provide an explanation of current arrangements:

     
 15 
If there is other information relevant to this application that may assist NHMRC in making a decision about the registration of this HREC, please provide it below.

     
Section 3

Declaration


This declaration MUST be completed and signed by the CEO or equivalent

NOTE:  If more than one organisation / institution is responsible for this HREC, you MUST ensure that the CEO or authorised person of each organisation / institution signs a separate Declaration.  If this is the case, you will need to photocopy this page and attach all declarations to this application. 

Part A – Declaration of the organisation submitting this application

I declare and undertake for the organisation:

· that I am duly authorised to sign this declaration;

· that the information supplied on this form and any attachment is true and correct;

· that the HREC is constituted and will operate in accordance with the National Statement on Ethical Conduct in Human Research (2007);
· to ensure that the HREC is adequately resourced and maintained;

· that the HREC will operate under terms of reference which include the scope of its responsibilities, relationship to non-affiliated researchers, accountability, mechanisms of reporting and remuneration, if any, for members;

· to accept legal responsibility for decisions and advice received from the HREC and to indemnify its members;  

· to accept that information contained in this application will be used and disclosed as described on page 1 of this application. 

· to provide information to the NHMRC upon request, in accordance with paragraphs 5.7.4 to 5.7.6 of the National Statement on Ethical Conduct in Human Research (2007).

Name of HREC:
     
Name of Organisation:
     
Name: 
     
Signature: 









Date:
       


APPENDIX 1

Additional organisation with responsibility for the HREC
HRECs can be established by organisations/institutions either individually or jointly (NS 5.1.26).

Some HRECs may review research for more than one organisation and each of those organisations will have some responsibility for the HREC.  For convenience, NHMRC refers to these organisations as additional or secondary organisations.
1. 
Name of HREC:
     
2.
Name of organisation:
     
3.
Name of head of organisation:
       
4. 
Position of head of organisation:
     
5.
Contact details for head of organisation:


Mailing address: All HREC related correspondence will be sent to this address.  

Please provide address exactly as it should appear on a mailing label.
Address line 1
     

Address line 2
     


Address line 3
     

Address line 4
     

Suburb/City 
     


State            Postcode      
Phone
(  )     
Email
     


Website
     



Specific URL for HREC information (if applicable)
6. Please indicate which category best describes the organisation.  (Tick one box only)

 FORMCHECKBOX 

Hospital/health service – public
 FORMCHECKBOX 

Government Department

 FORMCHECKBOX 

Hospital/health service – private
 FORMCHECKBOX 
 Government statutory agency

 FORMCHECKBOX 

University/educational institution – public
 FORMCHECKBOX 

Other organisation/institution – not for profit

 FORMCHECKBOX 

University/educational institution – private
 FORMCHECKBOX 

Other organisation/institution – for profit

This declaration MUST be completed and signed by the CEO or equivalent

Declaration 
I declare and undertake for the organisation:

· that I am duly authorised to sign this declaration;

· that the information supplied on this form and any attachment is true and correct;

· that the HREC is constituted and operates in accordance with the National Statement on Ethical Conduct in Human Research (2007);;

· to commit to the adequate resourcing and maintenance of the HREC;

· to set out the terms of reference and the scope of its responsibilities, relationship to non-affiliated researchers, accountability, mechanisms of reporting and remuneration, if any, for members;

· to accept legal responsibility for decisions and advice received from the HREC and to indemnify its members;  

· to accept that information contained in this application will be used and disclosed as described on page 1 of this application. 

· to provide information to the NHMRC upon request, in accordance with paragraphs 5.7.4 to 5.7.6 of the National Statement on Ethical Conduct in Human Research (2007).

Name (include title):
     
Signature:


Date:
     
Please complete one of these forms for each organisation

which shares responsibility for the HREC.

