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SWINBURNE RESEARCH
Human Research
Modifications/Additions to Approved Projects 

SECTION A:
PROJECT DETAILS

	SUHREC Project No:
	yyyy/nnn

	Project Title:

	

	
	

	Chief Investigator/

Supervisor:
	

	Faculty/Div:
	


	Current Approved Duration:
	dd/mm/yyyy
	to
	dd/mm/yyyy

	
	
	
	

	Student Investigators:


	

	Co-Investigators:


	


SECTION B:
SUMMARY OF PROJECT PROGRESS
Please provide a brief outline of project progress to date, particularly as relevant to this application for ethics approval.
	


SECTION C:
PROJECT MODIFICATIONS/ADDITIONS
C1  Research project title(s), aims and methods
Are there any changes or additions to any of the following:

Project Title(s), particularly on consent documents?

 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

Project aims as given on current ethics clearance documentation?
 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

Project methods/procedures/instruments?


 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

Project participant cohort(s) or number(s)?


 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

If YES, please sufficiently explain and justify any modification in relation to what has currently been approved, if need be correlating with information given elsewhere on this form or attached. Please also note information to be given elsewhere on this form.

	


C2
Project personnel changes
Are there any changes/additions to or departures re:

Responsible chief investigator/supervisor of the project?

 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

Co-investigators other than students?
 



 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

Student investigators (ie students researching for their course)?
 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

Other project personnel accessing identifiable data?

 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

If YES, please sufficiently outline per named individual using the following form:

· Name, title, gender and institutional affiliation(s)
· Brief summary of project role and qualifications and experience to perform the role including supervision
· What (if any) academic, research or other benefits may accrue to the individual, including whether or to what extent there can be any perceived, potential or actual conflicts of interest and how this can be addressed (information may need to be correlated with C3 and C4)
· With additional researchers, consideration should be given to amending the consent/other instruments to disclose  the added interests, more so with regard to identifiable information being collected, used and/or disclosed for research purposes. Student status and outcomes constitute an interest which should ordinarily be disclosed for consent purposes.

	


C3  Changes to project resourcing and interests

Have there any been any changes/additions or developments re

Financial or other resourcing for the project?

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

Researcher interests++?



 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

(++ eg, staff researcher now using research for a qualification; researcher now has association with key project funder; etc)
 If YES, please provide a brief explanation and rationale (where appropriate) including with respect to any reporting to Swinburne or other organisation/authority:

	


C4  Changes to recruitment and consent arrangements
Are there any changes/additions to? [consider with regard to detail given at C1, C2 and C3 above]
Participant recruitment / selection?



 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a
Consent arrangements / instruments?
 



 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
n/a

If YES, please sufficiently outline relative to type of participant or participant group:

	


C5  Variation/extension to project duration

Is an extension to ethics clearance needed?





 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 YES. If YES, please give the new date for end of data collection/access: 

[NB Maximum duration of ethics clearance is for up to five years, after which a fresh ethics clearance application may be needed using current proforma.]

	Extension/Further extension to
	dd / mm  / yyyy


If YES, please also provide a brief explanation for the request:

	


C6  Ethical and review issues
With respect to any modification or extension of the project (as per information given above), are there any ethical, governance or other significant issue(s) which now require attention?





 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 YES 

If YES, please provide a brief explanation including with respect to any reporting of project progress or outcomes to Swinburne or other authority:

	


Nb Please note that modification(s) requested might require a higher level of ethical review and/or additional expertise to complete the ethical review.
SECTION D:
CHECKLIST FOR THIS FORM
Are any of the following attached (as applicable):





Additional/revised research instruments (questionnaires, interview schedule, etc) 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No   FORMCHECKBOX 
n/a
Additional/revised consent instruments (info statement, consent form, etc)

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No   FORMCHECKBOX 
n/a

Additional/revised recruitment or publicity instruments (flyer, advert, etc)

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No   FORMCHECKBOX 
n/a

Additional/revised debriefing instrument 




 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No   FORMCHECKBOX 
n/a

Additional/revised external permissions/authority




 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No   FORMCHECKBOX 
n/a

NB Revised procedures/instruments should preferably be submitted using tracked changes, As well, a ‘clean’ version using version control should be submitted. Cross reference info supplied on this form with clearly delineated/paginated/headed attachments.
SECTION E:
DECLARATION BY CHIEF INVESTIGATOR(s)/STUDENT SUPERVISOR(s)
	DECLARATION BY CHIEF INVESTIGATOR(s)/STUDENT SUPERVISOR(s)

I declare that the above report accurately reflects the outcome or progress of the project to date

I acknowledge that an internal Swinburne or external audit may be conducted on the conduct of the project and as regards secure data retention/disposal.

Signature & Date:
……………………………………………………………………………….…

Name of Signatory & Position:
…………………………………………………………………………….……


For official use only:

One or more type/level of ethical review needed
 FORMCHECKBOX 
 SUHREC 
 FORMCHECKBOX 
SHESC 
 FORMCHECKBOX 
 Delegate 
 FORMCHECKBOX 
Other 
 Research Ethics Office Notes:
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