
NIH Big Data to Knowledge (BD2K) All Hands Meeting
November 13, 2015

Dina N. Paltoo, Ph.D.,M.P.H.
Office of Science Policy (OSP), NIH

J.P. Kim, J.D.,M.B.A.,M.P.P.,M.Sc.,M.A.
Office of Extramural Research (OER), NIH

Office of the Director, National Institutes of Health (NIH)
U.S. Department of Health & Human Services (HHS)



NIH and Data Sharing
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Sharing research data supports the NIH mission 



Benefits of Data Sharing
 Inform future research and research funding decisions

 For example, more funding for new research, advancement of 
comparable research, etc.

 Enables data generated from one study to be used to 
explore a wide range of additional research questions

 Increases statistical power and scientific value by 
enabling data from multiple studies to be combined

 Facilitates reproducibility and validation of research 
results

 Facilitates innovation of methods and tools for research
 Meet ethical obligation to human subjects (i.e., that results 

inform science)
 Increase access to data about marketed products
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NIH Longstanding Policy
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It is NIH policy that the results and 
accomplishments of the activities that it 
funds should be made available to the 
public. PD/PIs and recipient organizations 
are expected to make the results and 
accomplishments of their activities 
available to the research community and 
to the public at large. 



A Culture of Sharing White House 
Initiative
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NIH Public Access Policy for Publications
 Ensures public access to published results of all 

research funded by NIH since 2005 (by law since 2008)
 Recipients of NIH funds required to submit final peer-

reviewed journal manuscripts to PubMed Central 
(PMC) upon acceptance for publication

 Papers must be accessible to the public on PMC no 
later than 12 months after publication
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NIH Response to Administration Directives
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NIH Plan on Digital Scientific Data

 Describes current policies and procedures and 
future considerations.

 Maximize access by the general public, without 
charge, to digital scientific data.

 Protect privacy, proprietary interests, and preserve 
the balance between the benefits of 
access/preservation and the costs.

9



NIH Plan on Digital Scientific Data 
(continued)  
 Explore steps to require data sharing
 Ensure that all NIH-funded researchers prepare 

data management and sharing plans 
 Ensure that plans are reviewed during peer 

review
 Develop additional policies to increase public 

access to designated data types
 Encourage use of established repositories and 

community-based standards
 Develop approaches to ensure discoverability of 

data 
 Promote interoperability and openness (M-13-13)
 Explore the development of a data commons
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Considerations for Implementation of the 
Plan Goals for Digital Scientific Data 
 Timelines for implementation
 For human data, privacy, confidentiality, informed 

consent issues
 Costs and benefits, for example, establishing suitable 

repositories
 Implementation costs within constraints of existing 

budgets and resources
 Notice and feedback from the community
 Changes to policies, systems, forms, procedures, etc.
 Education, training, and tools for NIH staff, community, 

and others as appropriate
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Next Steps
 Further develop draft policy in conjunction with 

assessment of priorities and costs and benefits   
 Seek input from NIH, HHS, and other Federal 

government staff as appropriate
 Revise and issue draft policy guidance for public 

comment as appropriate
 Review comments and revise policy guidance as 

needed
 Work on implementation for systems, forms, 

procedures, etc.
 Identify and address challenges as appropriate

 Issue final policy and implementation guidance, 
along with education, training, tools, etc.
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Guiding Principle of the NIH GWAS Policy

The greatest public benefit will be 
realized if data from GWAS are made 
available, under terms and conditions 
consistent with the informed consent 
provided by individual participants, in a 
timely manner to the largest possible 
number of investigators.

NIH expectation that data would be shared in the 
NIH database of Genotype and Phenotype (dbGaP)
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Data Submission, Access, and Use Statistics
NIH ICs Sponsoring dbGaP Studies (currently 
607) Data Access and Use Snapshot (since 2007)

32962= Number of Data Access Requests 
submitted
21973= Number of Data Access Requests 
approved

1200+ = Number of publications resulting from 
secondary use of dbGaP data

3843 = Number of PIs requesting data
42 = Number of PI countries 

1,000,000+ = Number of participants represented 
in dbGaP studies, collectively

In an effort to increase transparency, NIH is providing information and statistics on data submitted to dbGaP and 
the subsequent use of that data on the GDS website (“Facts and Figures” tab):
Link to the Facts and Figures tab on the NIH website. 

http://gds.nih.gov/16factsfigures.html
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Purpose and Scope of the NIH Genomic Data 
Sharing (GDS) Policy

 Purpose
 Sets forth expectations and responsibilities that ensure the 

broad and responsible sharing of genomic research data in a 
timely manner

 Scope
 All NIH-funded research generating large-scale human or non-

human genomic data and the use of these data for subsequent 
research

o Data to be submitted to NIH-designated data repositories 
(e.g., dbGaP, GEO, GenBank, WormBase, FlyBase, Rat 
Genome Database)

▫ Applies to all funding mechanisms (grants, contracts, intramural 
support) – Effective date was January 25, 2015

▫ No minimum threshold for cost
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Data Sharing: An Essential Component
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Modernizing NIH Clinical Trials Activities:  The 
Need
 NIH-Funded trials published within 100 months of 

completion

Less than 50% published within 30 months of completion

BMJ 2012;344:d7292 21



Modernizing NIH Clinical Trials 
Activities:  Call to Action
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FDAAA and Clinical Trial reporting
• FDAAA (2007) mandates results 

sharing through ClinicalTrials.gov 
for most FDA-regulated studies

• NPRM and NIH Policy expanding 
this scope (2014 – 2016)

301.496.4299301.496.4299
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NIH Intramural Research Policy 
Human Data Sharing Policy (2015)

 Manual Chapter 3016
 Applies to studies 

beginning Pre-research 
scientific review on or 
after 10/1/2015

 Complements NIH’s 
Genomic Data Sharing 
Policy (GDS Policy) 
(2014)

 Amendable as 
additional mandates 
arise, e.g., from 
Common Rule NPRM 
and OSTP efforts.
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Other Data Sharing Policies

 NIH ICs
 Sharing.nih.go

v
 Proposed 

revisions to the 
Common Rule
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International Efforts and Activities --
Growing

 Wellcome Trust -- Publications and 
datasets shared 
http://www.wellcome.ac.uk/stellent/groups/corpora
tesite/@policy_communications/documents/web_
document/wtp053977.pdf.   
○ See also Gates Foundation, etc.

 European Medicines Agency –
Proactively releasing datasets used in 
marketing applications.

 Global Alliance for Genomics and 
Health (GA4GH) -- Establishing 
common framework of approaches to 
enable effective, responsible sharing 
of genomic and clinical data
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http://www.wellcome.ac.uk/stellent/groups/corporatesite/@policy_communications/documents/web_document/wtp053977.pdf


Data Sharing: Mechanics
 Many choices
 Options growing… 

The Commons!
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Thank you!
NIH Sharing Policies Website: http://sharing.nih.gov
Email: Sharing@nih.gov

NIH Office of Science Policy:  http://osp.nih.gov
 Twitter: @CWolinetzNIH
 OSP Blog - Under the 

Poliscope: http://osp.od.nih.gov/under-the-poliscope
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