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Royal Alexandra Hospital for Children 

Human Research Ethics Committee

AMENDMENT FORM

NB: This amendment will be reviewed at the next executive meeting which are held weekly on Fridays (cut off time for submission is 12 midday on Thursdays).  Please note that although reviewed at the first available executive meeting some amendments may need to go to the full committee or other expert reviewers. On our receipt of your form the meeting date will be emailed to you 

Please allow 10 working days after the meeting date before contacting us about your amendment.
Request for Ethical review of your amendment MUST ONLY be submitted to the HREC that approved the study.  The proposed amendment must not be implemented at each site until you have received: 

(i) HREC approval and

(ii) Research Governance approval at that site 

For governance approval at CHW please also complete the CHW Research Governance Amendment section of this form.

	HREC Reference Number:
	     

	Study title:
	     

	Coordinating Investigator:
	     

	Is the study Multi-centre?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, list the NSW sites currently approved (including CHW):

     

	Do you wish to add a NSW site?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, which site(s)?  What elements of the study will be conducted at each new site?
     

	Describe what is currently approved. Only include here the elements that you want to change.
	     

	Describe the amendment in lay terms.
	     

	Please provide the rationale / reasons for the amendment
	     

	Is there is a changed burden / impact on participants? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, provide a rationale as to why this is ethically acceptable.

     

	Are you changing study personnel? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, please specify the change, including the name, position / qualifications and proposed role of each person new to the study? 

     

	Does the amendment consist of protocol / investigator brochure changes from a sponsor / drug company? 


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, please detail the changes in your own words and describe how the changes impact the project and the ethical approval.

     

	Does the amendment involve changes to the eligibility criteria (e.g. lowering age of eligibility)? 


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, please provide a clear rationale with any supporting documentation.

     

	Does the amendment involve the addition of any procedures involving ionising radiation (e.g. x-rays, DEXA scans, etc.)? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, you need to consult the Radiation Safety Officer (RSO) prior to submitting and include the RSO’s feedback.

     

	Does the amendment involve drugs? (e.g. change in dose or administration, addition of new drugs). 


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, you need to consult the Clinical Trials Pharmacist (CTP) prior to submitting and include the CTP’s feedback.

     

	Do any of the changes impact your data and statistical analysis? 


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, please provide updated details of the analysis with rationale. 

     
If no, please provide an explanation as to why the data and statistical analysis are not affected.

     

	Is a change to the information sheets / other study documents required?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, provide the document(s) with tracked changes. A hard copy should be attached to this form and the electronic copy emailed to margard4@chw.edu.au 


Name of Coordinating Investigator:


     
Email address


     
Signature:







Date:






     
Name of person submitting amendment (if not above):
     
Email address


     
Signature:







Date:






     
The Children’s Hospital at Westmead

Research Governance

AMENDMENT FORM

The proposed amendment must not be implemented at this site until you have received: 

(i) Lead HREC approval and

(ii) Research Governance approval (which is a copy of this form signed by an RGM)
	HREC Reference Number:
	     

	CHW SSA approval number:
	     

	Study title:
	     

	Principal Investigator at CHW:
	     

	Contact person email 
	     

	Have you received Lead HREC approval for this amendment:
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

Attach a copy of your amendment and HREC approval letter  

	Are you changing study personnel? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, provide details for each new Investigator:


	Copy and paste this section 

if required
	Name:

Position:

Qualifications:

Phone:

Fax:

Email:

Commencement Date:

CHW employee?         Yes / No

If no, please provide details of their involvement in the study, proposed appointment at CHW and evidence of insurance:

Attach CV and signed Declaration (a)


	Do you have support from the Department Head of the department responsible for the study at CHW?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, a signed Declaration (b) of the relevant dept head signing off on this amendment should be attached

	Does the amendment involve a changed burden/impact on departments? 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, provide details for each affected department: 

     
Please also provide updated Declaration/s (c)

	Does the amendment involve a change to anything that will require an updated contract/CTN i.e. study budget; new drug, CTN?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, provide details and updated contract / CTN, if applicable.

     


Governance Approval: ​​​​​​​​​​​





Date:

RGM: 
