	DATA SHARING REGULATIONS/POLICY/GUIDANCE CHART FOR NIH AWARDS


	This chart is designed as a quick guide only for the purpose of identifying various data sharing regulation/policy/guidance documents applicable to NIH funding.  The information provided in the chart is not to be used without referring to the entirety of the source documents.  Therefore, links are provided to the source documents for all references noted below:

	Regulation/Policy/Guidance 
	Applicable To:
	Applied How?

	OMB Circular A-110 

http://www.whitehouse.gov/omb/circulars/a110/a110.html
 
	· Uniform Administrative Requirements for Grants and (Cooperative) Agreements with Institutions of Higher Education, Hospitals, and Other Non-Profit Organizations 

· Does not apply to data collected by commercial organizations

· Does not apply to most data collected by State and Local Governments

	· This Circular sets forth standards for obtaining consistency and uniformity among Federal agencies in the administration of grants and cooperative agreements.

· Federal Government has the right to obtain, reproduce, publish, or otherwise     use data first produced under a grant.

· Federal Government has the right to authorize others to receive, reproduce, publish, or otherwise use such data for Federal purposes.
 

	The following Regulation/Policy/Guidance applies to all organizations COVERED by OMB Circular A-110

	· Shelby Amendment

       (Provision of Public Law 105-277 – 

          Interim Final Rule effective                                   April 17, 2000)
http://grants.nih.gov/grants/policy/a110_fed_reg_20000316.pdf

	· Institutions of Higher Education, Hospitals, and Other Non-Profit Organizations that receive grants and other financial assistance provided by Federal agencies 
· Amends OMB Circular A-110 and applies only to data that is:

1. First produced in a project that is supported in whole or in part with Federal funds, and 

2. Cited publicly and officially by a Federal agency in support of an action that has the force and effect of the law (i.e. Regulations and Administrative Orders).
· Amendment applies only to data first produced under a new or competing award issued after the effective date.

	· Amendment codified in OMB Circular A-110, Section 36 to require Federal awarding agencies to ensure that all data produced under an award will be made available to the public through the procedures established under the Freedom of Information Act (FOIA) - http://www.nih.gov/icd/od/foia/  

· Permits Federal Agency to impose a user fee on the requestor.


	· NIH Data Sharing Policy
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-03-032.html

	· Application seeking $500K or more in direct costs in any single year of the project period, or

· As a special requirement of a Funding Opportunity Announcement (FOA)
· Applies to the sharing of Final Research Data for applications submitted on or after October 1, 2003


	· Data sharing plan expected and included in application
· NIH acceptance of the grantee’s submitted or negotiated sharing plan is incorporated as a term and condition of the award.

	NIH Grants Policy Statement: Access to Research Data http://grants.nih.gov/grants/policy/nihgps_2003/

	· Any application
· Not a special requirement of a Funding Opportunity Announcement
	· NIH will communicate its expectations with respect to data sharing and facilitate and encourage communication among the parties involved to promote sharing.

	The following Regulation/Policy/Guidance applies to all organizations NOT COVERED by OMB Circular A-110

	Not Applicable to                        OMB Circular A-110
	· Commercial, State or Local Government 


	· State or local governments are covered by OMB Circular No. A-102 – “Grants and Cooperative Agreements with State and Local Governments”  http://www.whitehouse.gov/omb/circulars/a102/a102.html
· Commercial organizations are covered under FAR 31.2 (48 CFR) http://www.gpoaccess.gov/cfr/index.html


	· NIH Data Sharing Policy
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-03-032.html

	· Application seeking $500K or more in direct costs in any single year of the project period, or

· As a special requirement of a Funding Opportunity Announcement (FOA)
· Applies to the sharing of Final Research Data for applications submitted on or after October 1, 2003


	· Data sharing plan expected inand in included in application
· NIH acceptance of the grantee’s submitted or negotiated sharing plan is incorporated as a term and condition of the award.

	· NIH Grants Policy Statement: Access to Research Data
http://grants.nih.gov/grants/policy/nihgps_2003/

	· Any applications
· Not a special requirement of a Funding Opportunity Announcement
	· NIH will communicate its expectations with respect to data sharing and facilitate and encourage communication among the parties involved to promote sharing.


Definition of Research Data:  Recorded factual material commonly accepted in the scientific community as necessary to validate research findings. It does not include preliminary analyses; drafts of scientific papers; plans for future research; peer reviews; communications with colleagues; physical objects (e.g., laboratory samples, audio or video tapes); trade secrets; commercial information; materials necessary to be held confidential by a researcher until publication in a peer-reviewed journal; information that is protected under the law (e.g., intellectual property); personnel and medical files and similar files, the disclosure of which would constitute an unwarranted invasion of personal privacy; or information that could be used to identify a particular person in a research study.
Additional Resources:
· NIH Data Sharing Policy and Implementation Guidance: http://grants2.nih.gov/grants/policy/data_sharing/data_sharing_guidance.htm
· NIH Data Sharing Policy Website (i.e. FAQs, Data Sharing Workbook, related Guide Notices, etc): http://grants1.nih.gov/grants/policy/data_sharing/index.htm
· NIH Grants Policy Statement (Rev. 12/03) - Availability of Information (i.e. FOIA, Privacy Act, Access to Research Data):  http://grants2.nih.gov/grants/policy/nihgps_2003/NIHGPS_Part5.htm
· NIH Grants Policy Statement (Rev. 12/03) – Availability of Research Results:  Publications, Intellectual Property Rights, and Sharing Research Resources -  http://grants2.nih.gov/grants/policy/nihgps_2003/NIHGPS_Part7.htm#_Availability_of_Research
· NIH Notice of Amendment to A-110: (Shelby Amendment - Applicability, Definitions, Overview, FAQs): http://grants.nih.gov/grants/policy/a110/a110_guidance_dec1999.htm
· NIH Grants Policy Statement (Rev. 12/03) - Access to Research Data - http://grants.nih.gov/grants/policy/nihgps_2003/NIHGPS_Part5.htm#_Access_to_Research
