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A Study Amendment Form is required if researchers wish to:

· Vary the original study protocol in any way, including changes to procedures or instruments

· Re-approach twins for additional components to the original study

· Re-approach twins for a subsequent or follow-up study

· Use the study data/samples for further analysis by the same research group 

· Use the study data/samples in a way that departs the purpose/s stated in the original Application and previous Amendments.

e.g. use of study data/samples by another research group, or use of study data/samples to investigate a different area of research.

This form must be submitted to Twins Research Australia (TRA) for approval prior to commencement or implementation of changes. 

Please note TRA reserves the right to request the submission of a Full Application if it considers it appropriate.  

	Submission of Study Amendment Form

	Email:
	info@twins.org.au
	Post:
	Twins Research Australia

Level 3 / 207 Bouverie Street

Carlton VIC 3010

	Fax:
	+61 3 9349 5815
	
	

	If you have any questions or require further information please contact the ATR Study Coordinator on 1800 037 021 or info@twins.org.au.


	Office use only
	Registry Study Number:
	
	
	
	
	-
	
	
	


	1. TITLE OF PROJECT
	

	


	2.
CONTACT DETAILS

	2.1
Lead Researcher / Principal Investigator

	Name:
	

	Title & appointment:
	

	Department & institution:
	

	Email address:
	

	Phone:
	(w):
	
	(m):
	

	
	(h):
	
	Fax:
	

	Mailing address:
	


	2.2
Primary Contact Person

	If someone other than the Lead Researcher will interact with TRA, please provide details.

	Name:
	

	Title:
	

	Department & institution:
	

	Email address:
	

	Phone:
	(w):
	
	(m):
	

	
	(h):
	
	Fax:
	

	Mailing address:
	


	3.
AMENDMENT REASON

	Please indicate what this amendment relates to? Please check all relevant items. 

	Inclusion of additional researchers into the investigation team.
	 FORMCHECKBOX 


	Change of eligibility criteria
	 FORMCHECKBOX 


	Variation in the original study protocol such as addition or removal of new procedures or instruments.
	 FORMCHECKBOX 


	Inclusion of non-identified data collected by TRA. Note: please liaise with the TRA Study Coordinator regarding restrictions on linking of data.
	 FORMCHECKBOX 


	Re-approach of twins for a subsequent or follow-up study, related to the original project.
	 FORMCHECKBOX 


	Use of study data/samples for further analysis by the same research group.
	 FORMCHECKBOX 


	Use of study data/samples in a way that departs from the purpose/s stated in the original application.
	 FORMCHECKBOX 


	Other reason (please describe):
	
	 FORMCHECKBOX 



	Complete this section if this amendment relates to changes to the research team.

	4.
COLLABORATIONS/RESEARCH TEAM

	4.1 Please indicate name, title and appointment, and institution of any additional researchers to be incorporated into the investigator team or otherwise involved in this study as a result of this Protocol Amendment.

	


	Complete this section if this amendment relates to variation in the original study protocol, inclusion of non-identifiable data collected by TRA, re-approaching twins for a subsequent or follow up study, use of study data/samples for a different purpose or analysis for a different purpose than originally proposed.

	5.
RESEARCH PROGRAM

	5.1 Please specify the additional research aims that will be addressed via this Study Amendment.

	

	5.2 Summary of previous work in this field relevant to the Study Amendment.

	

	5.3 What will your study ask twins to do that differs from the current approved protocol?

	

	5.4 Description of additional questionnaires/tests/instruments involved:

Please attach a copy of all additional questionnaires/tests/instruments and list procedures you will be asking twins to undergo, including the associated risks and an indication of which procedures, if any, are invasive.

	


	Complete this section if this amendment will require recruitment of twin participants by TRA.

	6.
APPROACH AND FOLLOW UP BY TRA

	Approach Protocols

Please attach a draft copy of a letter inviting eligible twin members to participate in further phases of your study. As described below, this will be included in a new approach package to eligible twins. The letter must describe any additional tests and procedures associated with the additional phase of the study.

	Excerpt from TRA Operations Manual as approved by the University of Melbourne Human Research –page 9

Trust is maintained between the TRA and its members by providing potential participants with the opportunity to understand the study fully before consenting. This trust is vital to ensure that twins are willing to consider participation in future studies, and therefore secures the continuance of the facility for other researchers. The TRA requires transparency in explaining in appropriate language the likely full study burden to potential twin participants at the time they receive the invitation from the TRA. 

For studies in which additional phases are planned, this information must be provided to twin members upfront. The TRA acknowledges that, in some instances, researchers may later elect to add an additional phase(s) to a study, especially when extra funding or resources become available. In these cases, the TRA makes an approach to the twins eligible for the additional phase unless alternate arrangements are agreed. Importantly, in these situations there is no initial anticipation on the part of the researchers for participants’ involvement in an additional phase - it is made clear to the twins that they are being approached for additional involvement only after the researcher’s situation has changed. 

In other studies in which subjects are initially screened for eligibility for a further detailed study, this information is included in the initial approach so that each twin can make an informed choice regarding his/her potential involvement across the full study.

The documentation must state that members are free to withdraw from the study at any time, and to decline to answer any question or to undertake any test that makes them feel uncomfortable. Registry members display genuine willingness to help, and interest in being involved in studies. Under no circumstances are participants to be pressured to keep going with a study just because they have already begun participation. 

	6.1 Please nominate your preferred timing (if any) for mail outs (frequency, number of letters to be sent out in each batch).

	

	6.2 Please nominate your preferred number and timing of follow up letters (i.e. number of weeks between initial mail out and follow up letter).

	

	6.3 Do you wish to utilise the TRA Telephone Follow Up Service for contacting Non-Responders?

Please note this attracts additional charges. For further information please contact TRA Administration.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


	Complete this section if this amendment will require recruitment of twin participants by TRA.

	7.
SELECTION CRITERIA FOR SAMPLE

	7.1 How many twins / twin pairs in total have you identified as eligible for the next phase of your study?
	

	7.2 What parameters have you used to define eligibility for the next phase of your study?
Zygosity (identical/MZ or fraternal/DZ or Unknown)
Sex Combination (male/male; female/female; or male/female)
Age Range (please stipulate an upper and lower age limit)
Place of Residence (whether for at least one twin or both twins; nominate by state or postcode)

	

	7.3 List any other relevant inclusion criteria.

	

	7.4 Indicate if there are different requirements for Junior or Adult twins.

	

	7.5 Are you able to provide a list of the Member ID’s for all members eligible for additional phases of your study?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


	Complete this section if this amendment relates to the inclusion of de-identified data collected by TRA.

	8.
REQUEST FOR EXISTING DATA

	Please use the Data Request Form to indicate which data variables you would like access to.

Please liaise with the TRA Study Coordinator regarding restrictions on the linking of data.


	9.
FUNDING

	9.1 Is this Protocol Amendment to be the subject of additional funding applications?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	9.2 Is this Protocol Amendment the result of award of additional funding to the project?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No      (If YES, please provide information below)

	9.3 Source:
	

	9.4 Principle Investigator:
	

	9.5 Years:
	

	9.6 Amounts:
	


	10.
ETHICS

	It is a requirement of use of Twins Research Australia that HREC Ethics approval is gained for all research activities, this includes protocol amendments. 
TRA involvement in ethics submission development is strongly encouraged. 

	10.1 Have you submitted a protocol amendment application to your institution’s Human Research Ethics Committee (HREC) for this project?  
	 FORMCHECKBOX 
  YES     FORMCHECKBOX 
  NO

	If NO:

	We would be pleased to provide feedback and work with you so that your HREC application has the input and support of TRA. Please provide us with drafts as soon as you are able so we can work together.

	If YES; Ethics submission is already in deliberation:

	Please attach a copy of all relevant Ethics Applications you have made for the project and any reviewer comments you may have received.

	If YES; Ethics Approval has already been granted by an HREC for this program:

	Please attach a copy of the Ethics Application, review comments, letter(s) of Ethics approval and all approved documents for the project.


	11.
CHECKLIST

	I have attached: 

	Copy of all additional questionnaires/tests/instruments and procedures you will be asking twins to undergo, including the associated risks and an indication of which procedures, if any, are invasive.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO    FORMCHECKBOX 
 N/A

	Draft Letter inviting eligible twins to participate in the next phase of your study.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO    FORMCHECKBOX 
 N/A

	HREC Amendment Application, reviewer comments, approvals (if any).
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO    FORMCHECKBOX 
 N/A

	Data Request Form.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO    FORMCHECKBOX 
 N/A


	12.
SIGNATURE

	Lead researcher 

	I certify that the above information is correct and that the proposed research will not vary from that outlined above without prior approval from Twins Research Australia.

	Signature:
	Date:
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