
Australian Childhood Diabetes DNA Repository

Access to study repository samples and data


This Access Policy applies until the end of the Australian Childhood Diabetes DNA Repository (the ‘Repository’) study, 404107. At that time, requests for access to ACDDR samples and data will be governed by policies determined by the Repository Management Committee. 

TIMETABLE

· Samples and data will not be available until 1000 complete trio families have been established. 

· Samples and corresponding data can be accessed by Chief Investigators 4 months after the samples have been included in the Repository. Outside researchers can access samples and data 6 to 8  months after inclusion.

Access Investigator Categories

The Repository recognizes three types of investigators:

1. Repository Investigators (as noted in NHMRC application) directly involved in the development of the Repository;

2. NHMRC Investigators who will have free access to samples and data (subject to amounts required) until the end of data collection (2010-2011); and

3. External researchers not involved in NHMRC research who will have access to buy samples. 

All requests for access to samples or data will be handled by the ACDDR Committee.

The ACDDR web site [http://www.acddr.org.au] will be used to notify investigators of samples and data available for access applications. 

RENEWABLE AND NON-RENEWABLE RESOURCES 
There are two types of Repository resources: renewable and non-renewable. Data are considered renewable resources. Whole-genome amplified DNA are considered non-renewable resources. 

DATA 

Data, referring to information obtained or generated as a result of Repository activities, is considered a renewable resource. Examples of such data include medical information. 

SAMPLES

· Because access depends on sample availability, requests for access to samples may be made only according to a determined schedule. This applies to both renewable and non-renewable sample resources. 
· The investigator who receives access to the Repository samples will bear the costs for sample transfer. 
APPLYING FOR ACCESS TO ACDDR RESOURCES
To apply for access to Repository samples and data, you should complete the Access Application form posted in the “Researcher” section of the Repository web site. 

GENERAL GUIDELINES

· All applications will be reviewed by the Repository Management Committee for concordance with the aims of the Repository and security. 
· The Repository Management Committee will keep confidential records of all applications and will provide the NHMRC regular summary reports of its activities.
· Access is conditional on availability of samples and data, and agreement to abide by ACDDR policies related to publication, specimen disposal, custodianship, ethical approval and informed consent, patenting, and confidentiality.
· Access to each sample will be governed by the provisions of its associated informed consent form.
· Access to samples and data from the Repository is conditional on the investigator agreeing to submit results to Chief Investigator A (GM) for incorporation among the Repository data holdings, which enhances the scientific value of these samples and extends opportunities for collaborative research. This reporting must occur within one year after receipt of the samples and data.
· The Repository Management Committee will notify the Network Co-ordinator of all successful applications so that s/he can begin the process of data and sample transfer. Transfer will be accompanied by documentation related to sample collection and storage. Transfer of required data from the Repository database will be negotiated directly with the applicants. The Network Co-ordinator will regularly report to the Repository Management Committee on the status of sample and data transfers.
· Unsuccessful applicants may revise their application and re-apply to the Repository Management Committee. If the application is denied a second time, the unsuccessful applicant may appeal the decision. 
· The Repository Network Co-ordinator will track publications derived from Repository samples and data. Investigators granted access to samples and data will be requested to provide updated information on such publications.
· Study publications policy will govern the citation and release of this information to the general public. The nature and content of these reports are determined by the Repository Management Committee and its sponsors.
APPROVAL PROCESS FOR RENEWABLE RESOURCES 

For renewable sample resources, the main criterion for approval of applications is scientific appropriateness.  

· Applications for samples will be considered approved if approved by majority vote of a quorum of the members of the Repository Management Committee. Applications will be decided within twelve weeks of receipt. The Repository Management Committee Chair will notify applicants of the final decision.
· Approval for access to Repository data will provide continuing access to subsequent versions of the database. This is in keeping with Repository’s philosophy of making its data available to investigators.

· Factors considered by the Repository Management Committee for non-renewable specimens include the scientific merit of the application, its uniqueness and potential contribution, synergy with the goals of the Repository, and the research experience of the applicant. Overlapping applications may result in recommendation that collaborations be implemented.

APPENDIX A.

APPLICATION FOR ACCESS TO ACDDR DATA AND SAMPLES
Date of submission:      
Resource Requested: (Mark all that apply.) 

Renewable Resources: 

 FORMCHECKBOX 

Data 

Non-Renewable Resources: 

 FORMCHECKBOX 

Whole Genome Amplified DNA (200ng) 

Project title:      
Corresponding investigator and full contact information: 

Title:

 FORMDROPDOWN 

Name: 
     
Address: 
     
Telephone:
(  ) XXXX-XXXX
FAX: 
(  ) XXXX-XXXX
E-mail: 
     
Name(s), affiliation(s) and address(es) of major co-investigator(s) and/or collaborator(s): 

1.      
2.      
3.      
4.      
Name(s), affiliation(s) and address(es) of project analyst(s): 

1.      
2.      
3.      
4.      
Abstract (250 words or less):      
Specific aims:      
Previous peer review of the project:      
Source(s) of funds for the project:      
Number of samples to be analyzed and the projected timeline for obtaining the samples 

from ACDDR:      
Brief outline of the plan for the next phase of the project if linkage or association is found (if applicable) - Attach letters of collaboration:      
Description of core data required from the T1DGC central databases, including process and phenotypic data:      
Measures to ensure the security of specimens and data.  Plans for disposal of any unused specimens and data required:      
Background information about the disease/trait including the rationale for carrying out this particular study:      
Analysis strategy for the resulting information and choice of analytic methods and software -  Attach letters of collaboration:      
Assurance that the project has been reviewed for human subject protection by an 

appropriate Institutional Ethics Committee:      
Description of any commercial aims and likely benefits ensuing from the project:       
Have all of co-investigators and collaborators approved the final version of this 

application?




 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
No

Is there a deadline for submission of this material to an external agency?




 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
No

If yes, what is the deadline and when would you like comments back?      
I have read and agree to abide by the Repository Access Policy and the consent guidelines conferred by study participants.   




 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
No

I have signed and submitted the Repository Confidentiality Certification to the Network 

Co-ordinator. 
 


 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
No

I understand that samples will be restricted to non-commercial use only.  



 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
No

Applications for samples and data must include submission of the following items: 
• CV(s) for key personnel involved in the project; 
• Letter(s) of support/commitment from major collaborator(s) and/or co- investigator(s); and 
• Essential reprints or preprints (no more than 3). 

APPENDIX B.

ACDDR CONFIDENTAILITY CERTIFICATION
All individuals with any access to the Australian Childhood Diabetes DNA Repository (the ‘Repository’) data must sign a Confidentiality Certification. This includes, but is not limited to, the following groups of 

individuals: 

· Principal Investigators 

· Co-Investigators and Investigators 

· Coordinating Center staff, including any data entry, data management, data analysis and support staff 

· Laboratory staff and support staff 

· Data analysts (on-site and off-site) 

· Fellows and students 

· Consultants 

· Ancillary study investigators 

Each individual with access to Repository data must read, sign and date the Confidentiality Certification. A copy of the completed certification should be forwarded to the Network Co-ordinator. 

The Principal/Chief Investigators are responsible for ensuring that all individuals currently affiliated with the Repository Study through their site sign the Confidentiality Certification. The Principal/Chief Investigators are responsible for ensuring that all individuals who become affiliated with the Repository Study through employment or consulting in the future sign the Confidentiality Certification at the time he/she joins the Study.
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Australian Childhood Diabetes DNA Repository

CONFIDENTIALITY CERTIFICATION


As an employee of, consultant to, or fellow/student involved with the Australian Childhood Diabetes DNA Repository (the ‘Repository’) funded by the National Health & Medical Research Council (NHMRC), the Western Australian Institute for Medical Research (WAIMR) and the University of Western Australia (UWA), I am aware of the confidential nature of data on research participants maintained by the Repository, and the necessity of maintaining that confidentiality. 

I agree not to transfer or disclose any confidential data, nor any information about individual Repository participants, except as necessary for data/safety monitoring or programmatic management, in the course of my responsibilities at work nor in private, either during or after my affiliation with the Repository. I agree not to transfer any Repository data or biological specimens to individuals outside the Repository Study Group without the written permission of the Repository Management Committee. Further, I agree to return all Repository data to the Principal Investigator or delete/destroy all Repository data upon termination of my affiliation with the Study.
I also agree to acknowledge suitably the Repository in any publications that arise from the use of Repository samples. 

Name (print): ____________________________________________________________ 

Signature: _______________________________________________________________ 

Date: _______________________________ 

Repository Site: ____________________________________________________________ 

Principal Investigator’s Signature: ____________________________________________ 

Date: _______________________________
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