NIH Data Management and Sharing (DMS) Policy
Tip sheet (FAQs) for Sharing of Human Data 
What is the NIH DMS policy? 
The DMS Policy requires the submission of a Data Management and Sharing (DMS) Plan for all new or competing renewal grant applications. All Applications for receipt dated on or after January 25, 2023, must have a DMS plan. Data must be shared at the time of publication or at the end of the award, whichever comes first. The DMS Policy applies to all research, funded, or conducted in whole or in part by NIH, that results in the generation of scientific data. This includes research funded or conducted by extramural grants, contracts, Intramural Research Projects, or other funding agreements regardless of NIH funding level or funding mechanism. The DMS Policy does not apply to research and other activities that do not generate scientific data, including training, infrastructure development, and non-research activities. 
What is Scientific Data?
The NIH defines “scientific data” as follows: Scientific Data is the recorded factual material commonly accepted in the scientific community as sufficient quality to validate and replicate research findings, regardless of whether the data are used to support scholarly publications. Scientific data do not include laboratory notebooks, preliminary analyses, completed case report forms, drafts of scientific papers, plans for future research, peer reviews, communications with colleagues, or physical objects, such as laboratory specimens.
Where do I create a DMS Plan? 
NIH has developed an optional DMS Plan format that aligns with the recommended six elements of a DMS Plan:
1. Data Type
2. Related Tools, Software and/or Code
3. Standards
4. Data Preservation, Access, and Associated Timelines
5. Access, Distribution, or Reuse Considerations
6. Oversight of Data Management and Sharing
UTSW has created an institutional account with DMPTool.org, which you can access with your UTSW credentials. Template language for UTSW PIs to use in their DMS plans is added to DMPTool.org.
What is the requirement for DMS Plan Compliance?
Noncompliance with DMS Plans over the course of the award can result in the termination of funding and may also impact future funding decisions.

How to select an acceptable data repository? 
NIH strongly encourages the use of established NIH-sponsored repositories for the preservation and sharing of scientific data. For a list of NIH-supported repositories, visit Repositories for Sharing Scientific Data. NIH encourages researchers to select the repository that is most appropriate for their data type and discipline. UTSW is in the process of developing a closed repository for the sharing of data.
What are expectations at UTSW for sharing Human Data?
Data can be shared in a closed (controlled) access repository or in an open access repository. With IRB approval, de-identified human data may be shared in a closed access repository. In rare occasions, human data may be shared in open access with explicit informed consent from subjects and approval with the IRB.
Will the IRB review DMS plans?
Yes. However, DMS plans are approved by the NIH.
What will the IRB review consist of?
The IRB will review the data management and sharing plan described in the IRB protocol and consent form and check for consistency between the plan and what is included in the consent form, protocol, and COC (certificate of confidentiality) certification. The IRB will also review the risk of the data sharing participants or groups. 
What information regarding the NIH DMS policy must be included in the consent form?
The consent form should include information on the types of data that will be shared, if the data shared will be identifiable or de-identified, a statement that a participant’s individual level data will be shared through a controlled (closed) access or open access repository, and the risks and benefits associated with each sharing method.
Submit a modification to update the consent form with the above information to inform participants of the NIH DMS policy. The HRPP will have language added to the informed consent form template available on our website Research Consent . Consenting/reconsenting of subjects may be required if the study receives new NIH funding. 
What is the difference between controlled (closed) access and open access repository? 
Controlled Access refers to measures such as requiring data requesters to verify their identity and the appropriateness of their proposed research use to access protected data. There are explicit limitations on subsequent use (laws, regulations, policies, informed consent, and/or data use agreements). Controlled access repositories are for data that is sensitive, can’t be fully de-identified, and have unknown risks to participant privacy. The Investigator will be responsible for de-identifying the data. Controlled access is the gold standard and Investigators are encouraged to share in controlled access repositories as much as possible. The consent form must specify that the data will be shared in a controlled repository and the consent form should specify the type and identifiability of the data to be shared. 
Open Access is when data is available to data requesters without additional restriction. Scientific data are de-identified AND institutional review has determined that they pose very low risk when shared and used. Participants explicitly consent to share data openly without restrictions. The identifiers must be removed, and the consent form should specify the type and identifiability of the data to be shared. The consent form must also specify that the sharing will be open access (allows anyone to access and use the dataset). 
Will I need to update the eIRB application? 
Yes, update the appropriate section that asks about the NIH DMS plan and upload the approved DMS plan. This can be done when submitting a modification or during a new study submission.  Update question 10.1.1 of the eIRB smartform to indicate that you are sharing data in accordance with the NIH data sharing requirements. 
Will I need to update the grant application?
If the IRB requires changes to your data sharing plan, you will need to modify with NIH and receive approval from your program officer. 
Will I be required to provide progress updates to the IRB?
Yes. At continuing review, you will be required to provide summary of what you’ve shared in accordance with this plan. 
What if I need to change my data sharing plan after initial approval?
First, you may want to consult with the IRB to determine an acceptable sharing plan. Next, submit the modified data sharing plan to the NIH program officer for approval. Once approved by the NIH, you will need to submit a modification to the IRB for approval of the new sharing plan. Your modification should include your revised DMS plan (approved by the NIH), revised protocol, revised smartform application, and revised informed consent. The IRB must approve your plans for sharing data before any data are shared.
Resources: 
UTSW Intranet NIH DMS Policy 
Reach out to DataSharing@utsouthwestern.edu if you have questions or need assistance with developing a plan for a grant submission.
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