
IRD /The Indus Hospital Data Sharing Agreement
(for external recipients)

(To be signed once the data request/collaborating application has been approved)

The undersigned hereby enter into this Data Sharing/collaborating Agreement for the below-mentioned Research Project.  Interactive Research and Development (IRD) / The Indus Hospital (TIH) (select appropriate owner of data) is willing to grant said access under the following terms and conditions:

AGREED TERMS AND CONDITIONS

It is mutually agreed as follows:

1. The designated organization’s representative hereforth called “Contact Researcher” agrees to provide the main applicant of the research project hereforth called “Recipient” with the requested variables.  The variables will be issued as a consolidated dataset hereforth called “Research Dataset”.  The organization owning the dataset will hereforth be called “Organization”.
2. The “Recipient” agrees that his/her project will use the requested Research Dataset (or data, as appropriate) according to the terms in Appendix A.   

3. The “Recipient” agrees that both s/he and collaborators will abide by the terms and conditions in Appendix A.

4. The “Recipient” agrees that failure to comply with these terms and conditions will result in refusal to consider any future data sharing applications from recipient and/or recipient’s core research team.

	Signature of Recipient:
	

	Name in block capitals:
	

	Recipient Organization:
	

	Email:
	

	Title of Research Project 
	<Insert title of Recipient’s research project>

	Date:
	


	Signature of the designated Contact Researcher:
	

	Name in block capitals:
	

	Designation:
	

	Email:
	

	Title of Database Project
	<Insert name of database project>

	Date:
	


Please sign, date and return to the Contact Researcher for counter-signature

Appendix A

 IRD/ IHRC Data Sharing Terms and Conditions
Data Application

· Only the main investigator of the research project can apply for data.

· The applicant and their collaborators must be bona fide academic researchers with an established scientific record, who must conduct high quality, ethical research when using the Research Dataset or conducting research.

· A precise list of the variables required for the project must be provided when request for data is submitted along with its dates. In case, data is being collected, a detailed questionnaire must be submitted.
· Major changes to the project will require a new data sharing application.

· If the main investigator/data user applies for funding once the application has been approved, and the grant application is based on the Research Dataset, they must inform the Contact Researcher.

Data usage and security 

· Users will NOT have sole and exclusive access to their required dataset. Contact Researcher cannot guarantee that the data request in the application will be for exclusive use of the applicant and their research team. 

· Data errors must be notified to the Contact Researcher.

· Users must offer their derived variables to enrich the <Insert name of database project> database; and supply the appropriate documentation. 

· Secure data access must be ensured by using secure networks, passwords, firewalls and/or highly encrypted devices.

· Research Dataset users working on the same project should use a shared drive (eg. Dropbox, Google Drive) for exchanging files, and avoid the use of memory sticks or attachments in e-mails. 
· Research Dataset users must be aware that the data may allow individuals to be identified. Therefore, it will be the data user’s responsibility to ensure that the participants’ identity is not disclosed under any circumstances.  

· A request for Honest Broker Certification to de-identify data can be made to the Contact Researcher.

Publications

· Prompt publication of the results of the Research Project is encouraged.

· Authorship on papers should reflect the normal convention of including in appropriate order of the investigator(s) of the idea of the paper, the person(s) carrying out the research and the writer(s) of the manuscript.  (See authorship guidelines section below)

· If the research project involves collaboration with the Contact Researcher, and/or project database co-investigators, then Recipient will acknowledge said investigators as co-authors, as appropriate, on any publication. 
· Recipient agrees to acknowledge the contribution of <Insert name of database project> in any and all oral and written presentations, disclosures, and publications resulting from any and all analyses of shared research data.

· The <Insert name of database project> team should receive credit for the vast amount of work carried out. Therefore, a suitable note of acknowledgement should be agreed with the Contact Researcher along the following lines:

The epidemiological data used in this manuscript was supplied by <Insert name of database project>. This manuscript has been reviewed for scientific content and consistency of data interpretation with previous project publications and significant comments have been incorporated prior to submission for publication.”

· It is expected that the Contact Researcher will be updated on the progress of the project and will be sent all material accepted for publication.

· If requested, the applicant must prepare a summary of their main findings.
· Recipient agrees to provide Contact Researcher a copy of any abstract twenty (20) days in advance of submission for publication and any manuscript forty-five (45) days in advance of submission for publication, in order to permit review and comment and ensure compliance with the confidentiality requirements of this Agreement.
Authorship
Individual authorship: Authorship guidelines for individual authorship are based on and must comply with the latest guidelines of the International Committee of Medical Journal Editors (ICMJE “Uniform Requirements for Manuscripts Submitted to Biomedical Journals: Writing and Editing for Biomedical Publications”) published online at www.icmje.org/roles_a.html.  Additional guidance was incorporated from the Committee on Publication Ethics (COPE) published online at  http://publicationethics.org/resources/guidelines.
Authorship position is usually based on level of active participation. Individual authorship should be based on the following conditions:

1. Substantial contributions to the conception or design of the work; or the acquisition, analysis, or interpretation of data for the work; AND
2. Drafting the work or revising it critically for important intellectual content; AND
3. Final approval of the version to be published; AND
4.  Agreement to be accountable for all aspects of the work in ensuring that questions related to the accuracy or integrity of any part of the work are appropriately investigated and resolved.
In addition to being accountable for the parts of the work he or she has done, an author should be able to identify which co-authors are responsible for specific other parts of the work.  

All those designated as authors should meet all four criteria for authorship, and all who meet the first criterion should have the opportunity to participate in the review, drafting and final approval of the manuscript.  

Acquisition of funding, collection of data, or general supervision of the research group or individual members, alone, does not justify authorship. The authorship criteria are intended to reserve the status of authorship for those who deserve credit and can take responsibility for the work.  All individuals designated as authors should qualify for authorship, and all those who qualify should be listed. 
The core project team should collectively make decisions about contributors/authors at the start of the project as soon as possible but certainly before the first draft of any manuscript is completed. The project leaders and/or corresponding author should be prepared to explain the presence and order of authors to any journal submission or other inquiries related to publication. It is not the role of anyone outside the core project team (e.g. journal editors, funding agencies, non- participating specialties, Scientific Advisory Board) to make authorship decisions or to arbitrate conflicts related to authorship.

Non-Identification 

· Recipient agrees that Research Dataset will not be used, either alone or in conjunction with any other information in any effort whatsoever to establish the individual identities of any of the subjects from whom data was obtained.

Non-Transferability

· This Data Sharing Agreement is non-transferable and may only be used for the specified research project.  

· Data cannot be used by persons not mentioned in the application or distributed to third parties.

· Data cannot be transferred to persons not working on the application research project

· Recipient agrees that substantive changes made to the research project described at time of application, and/or appointment by Recipient of another Principal Investigator to complete the research project, requires the execution of a new Data Sharing Agreement in which the new Principal Investigator and/or new Research Project are designated.

No Distribution  

· Recipient agrees not to transfer Research Dataset, with or without charge, to any other entity or individual.

· On completion of the project publications, all electronic copies of the Research dataset must be deleted.

· There can be no more copies of the data than is reasonable for backing up work. 

Recipient’s Compliance with IRB Requirements 

· Recipient represents and warrants that the Research Project for use of this Research Dataset (double-click to check box).

 FORMCHECKBOX 
 have been approved by an Institutional Review Board (IRB)#
 FORMCHECKBOX 
 is in process of being reviewed by an Institutional Review Board (IRB)# as

       FORMCHECKBOX 
 exempt         FORMCHECKBOX 
 expedited         FORMCHECKBOX 
 full board       FORMCHECKBOX 
 undetermined at time of agreement signing

 FORMCHECKBOX 
 are not subject to IRB review.  This applies only to either 

 FORMCHECKBOX 
 a) preliminary/exploratory analysis from and existing database or 

 FORMCHECKBOX 
 b) data used for quality assurance/audit purposes only

#Provide a copy of the IRB proposal and a letter of approval, when available
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