	APPLICATION FOR SPECIFIC APPROVAL OF RESEARCH 

UNDER WA'S HUMAN REPRODUCTIVE TECHNOLOGY ACT 1991
Name of Licensee       
Licence supervisor: (Full name)       
Address       
Telephone       
Fax       
Human Research Ethics Committee (HREC)-

Name of HREC:       
Address and Contact details:       
Chair (Full name)       
Title of the research project for which SPECIFIC approval is sought:

     
Date submitted      
For Office use only  

Reference No:       
The Reproductive Technology Council has granted its Specific Approval to this research project.

General conditions

Unless any of the following general conditions are struck out, this Approval is subject to the following general conditions, and any other condition specified:

The licensee is to-

i) provide the Council with a progress report on the project annually, at the time of annual reporting (including any publications which have resulted from the research); 

ii) notify the Council if the research is terminated, with a full report of the findings (including any publications which have resulted from the research); and

iii) monitor the literature and other available information about the use of similar research elsewhere, and ensure that Council is notified as soon as practicable of any relevant adverse findings.

Specific conditions (to be specified, if any) 

     
Issued: (Date)      
Signed:                                                                                                       (Chair, Reproductive Technology Council)




INSTRUCTIONS

· This form is available from the Executive Officer of the WA Reproductive Technology Council by email or on the Council website http://www.rtc.org.au under Information for clinics > Forms.

· The information requested may be printed or typed in the shaded boxes, or provided as attachments to be listed in the shaded boxes.

· Please do not include any patient identifying information in the application

· The application may be submitted:

· By e-mail to the Executive Officer at rtc@health.wa.gov.au
· By post to:






The Executive Officer






WA Reproductive Technology Council






PO Box 8172






Stirling Street 






Perth 6849






Telephone (08) 9222 4490






Facsimile:  (08) 9222 4183

· To expedite consideration by the Council please submit at least 2.5 weeks before the next scheduled Council meeting, as set out on the Council’s web site (www.rtc.org.au).

· You may submit your application in advance of HREC approval and the Council is prepared to liaise with you and the HREC in preparation of your proposal. However, the Council’s preference is for HREC approval to be obtained prior to its consideration of your application.

	DETAILS OF PROPOSAL TO CARRY OUT RESEARCH UNDER THE HUMAN REPRODUCTIVE TECHNOLOGY ACT 1991
Before completing please read the sections of the Directions relevant to Research under the WA Human Reproductive Technology Act 1991 (HRT Act) (including Directions 9.5; 9.6; 9.7; 9.8).

Item 1:

Please provide a summary of the proposal in this box (Not more than 1,000 characters).

     



	Item 2: 

Please provide full details of the protocol for the proposed research, including a copy of the information to be provided to participants to assist their informed consent to the research and the consent form.

Provide attachments as necessary and note the attachment numbers in this box. Any attached papers must be referenced in a supporting document or annotated bibliography.

     



	Item 3:

Please specify:

3.1 Is the research to be carried out by the licensee or facilitated by them and, if so, who will carry it out?

Please provide details in this box.
     



	3.2  What or who is the subject of the research-

(a) participant(s);

(b) sperm or eggs intended for use in an artificial fertilisation procedure;

(c) eggs undergoing fertilisation; or

(d) embryos?  

Please specify in this box

     
Please note that if the research involves the use of embryos, the Council may only approve research involving human embryos that are intended for use in the reproductive technology treatment of a woman under s.14(2a) of the HRT Act, or a use of excess ART embryos referred to in s.53W(2)(b) or (f) of the HRT Act (that is: observation only, or a use prescribed in Commonwealth regulations for the purposes of s.10(2)(f) of the Commonwealth Research Involving Human Embryos Act 2002).

A licence from the NHMRC is required for any use of an excess ART embryo that is not an ‘exempt use’.  




	3.3 Has HREC approval been sought?


 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

If yes, provide copies of any approval given and/or comments on the proposal by the relevant HREC. 

Note the attachment numbers in this box.

     



	3.4  Please provide evidence that the procedure to be adopted complies with any relevant standards set out in the National Health and Medical Research Council’s ‘National Statement on Ethical Conduct in Research Involving Humans’ (in particular chapter 13); its ‘Ethical guidelines on the use of assisted reproductive technology in clinical practice and research’ (in particular as relevant, chapters 15, 16, 17.1-17.9); and any relevant professional guidelines.

Provide attachments as necessary and note the attachment numbers in this box.

     



	3.5 If the research is embryo research of the type that the Council may approve (see above), give evidence supporting that-

(a) the embryo is intended for use in the reproductive technology treatment of a woman and existing scientific and medical knowledge indicates that the research is unlikely to leave the embryo unfit to be implanted in the body of a woman (s.14(2a)(a)); or

Where relevant please respond in this box, noting the numbers of any relevant attachments.
     



	(b)
the proposed research or use of an excess ART embryo consists of a use referred to in s.53W(2)(b) or (f) (observation only or a use prescribed in Commonwealth regulations for the purposes of s.10(2)(f) of the Commonwealth Research Involving Human Embryos Act 2002).  

Where relevant please respond in this box, noting the numbers of any relevant attachments.
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