


[bookmark: _GoBack]AHA response to proposed NIH Data Management and Sharing Policy
Background: On October 10, 2018, the NIH released a notice in its Guide to Grants and Contracts to solicit public input on proposed key provisions that could serve as the foundation for a future NIH policy for data management and sharing.  Comments will be accepted until December 10, 2018.  The feedback we obtain will help to inform the development of a draft NIH policy for data management and sharing, which is expected to be released for an additional public comment period upon its development.  
Respondents are free to address any or all of the topics listed below, or any other relevant topic for NIH to consider.  Respondents should not feel compelled to address all items.
	Section I
	The definition of Scientific Data

	Section II
	The requirements for Data Management and Sharing Plans

	Section III
	The optimal timing, including possible phased adoption, for NIH to consider in implementing various parts of a new data management and sharing policy and how possible phasing could relate to needed improvements in data infrastructure, resources, and standards



NIH will consider all public comments before taking any next steps. No proprietary, classified, confidential, or sensitive information should be included in your response.  Comments received, including any personal information, will be posted without change to here.  Comments may also be mailed to: Office of Science Policy, National Institutes of Health, 6705 Rockledge Drive, Suite 750, Bethesda, MD 20892, 301-496-9838.
To ensure consideration, responses must be submitted by: December 10, 2018 11:59:59 PM EDT.

AHA proposed comments
Section I 	The definition of Scientific Data
· The definition includes all the factual data necessary to replicate the research, but in the Scope and Requirement section (p. 2 of proposed provisions document) it only references sharing scientific data that results from the research.  This does not address the fact that in many cases a research question is assessed through further analysis of a previously generated data set (i.e., starting data) obtained from another investigator.  It may or may not be the case that the starting data would have been generated in a manner such that it would have been subject to the proposed policy.  To that end, we suggest the policy should encourage awardees, when applicable, to seek approval to share all data.  

Section II	The requirements for Data Management and Sharing Plans
· Item 4.  Data Preservation and Access 
· Acceptable data repositories – A number of data repositories that are not NIH-supported may be appropriate sites for data storage.  We suggest that NIH work with outside groups to publish a best-practices guide for data repositories that include minimal standards and accepted processes for data storage, data access, technology, security, harmonization, etc. 
· Additionally, we request it be clear that, whereas journals can include language about data sharing, they not be required to police data repositories.    
· Data Format -we request that the data format be preserved in a way that is interactable by researchers for software and computer coding.
· While we acknowledge NIH’s efforts around data standards, we recommend a move towards international data standards.
· We suggest a data preservation and data sharing policy that is more accessible by patients and consumers.
· We suggest a data preservation and sharing policy that is modifiable for all types of data including but not limited to wearable device data, online application data, and social determinants of health data.
· We suggest the NIH work with the electronic health record vendors on making this data more accessible to all researchers.
· We suggest that NIH build in a timetable around GDPR.
· Item 5.  Data Preservation and Access Timeline 
· Timeline for data deposits – The draft policy does not require awardees to deposit their data in a specific timeline.  We recommend a maximum of 12 months after the award ends.  An open data policy is designed to provide the researcher with prolonged – but not indefinite - first use of the data. 
·  Item 6.  Data Sharing Agreements, Licensing, and Intellectual Property
· Section 6.3.  One could infer from the policy as written that the existence of or potential for intellectual property may be an appropriate reason for precluding data sharing.  While investigators/institutions should be afforded reasonable time to protect intellectual property, the policy should more clearly convey that data sharing shall still occur when IP is present or anticipated. 

Additional Comments 
· re: Data Management and Sharing Plans
· Whereas it is always desired that publication(s) should result from funded research, we encourage NIH to make clear that even if research does not result in publications, that research is not exempt from the data sharing policy. 
· Potential subject identification issues – Our experience has been that some awardees seek exemption from data sharing because of concern that study participants could potentially be identified.  When/if this is suggested by an investigator, we encourage NIH to both design and enforce a process and policy that require the investigator to provide the levels of justification for exemption that may require the investigator’s IRB approval.
· re: Compliance and Enforcement/During the Funding or Support Period
· Addressing how data plans can be modified throughout the life of the project – As the research, data, and/or available repositories may change throughout the course of a funded project, we encourage NIH to consider approaches that allow researchers to modify their data plan, i.e., treat it as a living document.


Section III The optimal Timing…
· We do not take a position on a specific timeline for implementation, but do encourage it to occur in the earliest timeline that is feasible for investigators and institutions.  




