Resource Sharing Plan for NIH grants

Goal: Explain how resources developed with NIH funds will be made available in the scientific community
The Resource Sharing Plan generally does not affect the impact score, but some FOAs do score this section
· This section is still important, as your application may not be considered without it

DO NOT use this section to circumvent page limits. Your application may be rejected without review!

Part 1. What data will be shared

Final research data, metadata, and descriptors should be shared

· List the types of data to be collected and shared (e.g., genetic, clinical, etc.)

· Indicate whether individual-level and/or aggregate data (e.g., summary statistics, tables) will be shared
· Describe quality control, data standards, and other methods that will be used to improve data interpretation, interoperability with other data systems, and prevent misinterpretation

· Indicate whether data will be encoded, and if the encoding format is consistent with current standards

Part 2. Who will have access to the data
Data should be shared as broadly as possible within the confines of laws, regulations, rules, and policies
· Specify which data will be publically available, and which data will have restricted or limited access
· Justify any restricted or limited access

· Local, State, or Federal laws, regulations, or rules

· Institutional policies

· IRB approvals, consent documents

· Indicate who will have access to restricted data, and what they must do to comply with the restrictions

· Describe the data sharing agreements that will be used

· Name the party responsible for ensuring that personally identifiable information is not shared
Part 3. Where will the data be available

· An existing database, repository, or archive (if non-NIH, indicate compliance with NIH policies)
· A new repository developed in the course of the project (indicate who will maintain the repository)
· Directly from the investigator (indicate the mode of sharing, such as on a CD)

Part 4. When will the data be shared
· Describe the schedule for the release of data (generally upon acceptance for publication)
· Indicate when data will be released/ submitted to a repository

· Name any relevant policies that will influence the timing of data sharing, including FOA requirements

· Describe plans and support for sharing after the award ends

Part 5. How will researchers locate and access the data

Describe how the availability of data will be publicized (e.g., reporting at conferences and in manuscripts) 

Address specific requirements for certain resources
· Model organisms, including mammalian and non-mammalian models 
· Genomic data, including GWAS, SNP arrays, sequencing, epigenomics, gene expression, etc.
Check for policy updates and specific requirements

· https://grants.nih.gov/policy/sharing.htm
· https://grants.nih.gov/grants/policy/data_sharing/data_sharing_guidance.htm
· Application guide for your FOA/RFA

See the following page for examples

Example 1

RESOURCE SHARING PLAN: DATA SHARING

What data will be shared

Coded clinical, demographic, therapeutic and experimental information will be collected from patients with select diseases and healthy controls. The final datasets to be shared will include individual-level demographics (i.e., race, gender, age, disease status), clinical information, (i.e., disease symptoms, medication use, disease activity and disease damage), serological information (i.e., presence of autoantibodies and/or other serum biomarkers), and immunophenotyping data (i.e., distribution of cells within immune cell subsets and select signaling results. Prior to sharing, all data will be subject to our standard quality control process following guidelines from the College of American Pathologists and Clinical Laboratory Standards Institute. Final datasets will be de-identified prior to the release of information; there will be no reference of names, identifying geographic information, elements of dates (e.g., birth dates), addresses, or telephone, social security, or insurance policy numbers. The PI will be responsible for ensuring that personally identifiable information are not shared.
Who will have access to the data

The PI will oversee and coordinate the distribution of data sharing information and procedures to appropriate individuals. De-identified data collected on subjects is entered by study coordinators, or pulled from electronic medical records or other data sources.  Access to data is defined at the project and cohort levels in accordance with IRB approvals and patient consents.  

Where will the data be available

Data sharing protocols are already in place through the OMRF Biorepository, which will process data requests and maintain the data to be shared. Briefly, resource sharing is done through our customized Autoimmune Disease Institute Data System, which was built with OSCTR funding based on the Biomaterial Tracking and Management system by Daedalus Software, Inc. When data are requested, data queries are completed by Biorepository staff, and data are made available in .csv files or other formats, subject to the relevant materials and data transfer agreements and compensation agreements. Data are shared externally by protected compact discs.

When will the data be shared
Data will be available for sharing among OMRF investigators once data validity has been checked. Data will be available more widely for sharing once the results have been published. Data and/or physical samples will be shared only with the appropriate documentation and approvals, in accordance with our goal of ensuring patient protection and maintaining strict compliance with HIPPA and other regulations. Requests for physical samples (DNA, cell lines, etc.) will be evaluated based in part on other ongoing collaborations and availability of the requested samples.

Data and resource sharing is also subject to the standard OMRF Materials Transfer Agreement, which is based on the Agency for Healthcare Quality and Research agreement for the National Inpatient Sample. The Materials Transfer Agreement will specify who may use the dataset(s) and how. Materials will be sent after receipt of this signed agreement. 

How will researchers locate and access the data

Research data generated through the project will be discussed at departmental seminars prior to presentation at national or international conferences or manuscript publication. 

Example 2
Resource Sharing Plan

The proposed research will involve a small sample (less than 20 subjects) recruited from clinical facilities in the New York City area with Williams syndrome. This rare craniofacial disorder is associated with distinguishing facial features, as well as mental retardation. Even with the removal of all identifiers, we believe that it would be difficult if not impossible to protect the identities of subjects given the physical characteristics of subjects, the type of clinical data (including imaging) that we will be collecting, and the relatively restricted area from which we are recruiting subjects. Therefore, we are not planning to share the data. 
From https://grants.nih.gov/grants/policy/data_sharing/data_sharing_guidance.htm 
Example 3
Resource Sharing Plan

The proposed research will include data from approximately 500 subjects being screened for three bacterial sexually transmitted diseases (STDs) at an inner city STD clinic. The final dataset will include self-reported demographic and behavioral data from interviews with the subjects and laboratory data from urine specimens provided. Because the STDs being studied are reportable diseases, we will be collecting identifying information. Even though the final dataset will be stripped of identifiers prior to release for sharing, we believe that there remains the possibility of deductive disclosure of subjects with unusual characteristics. Thus, we will make the data and associated documentation available to users only under a data-sharing agreement that provides for: (1) a commitment to using the data only for research purposes and not to identify any individual participant; (2) a commitment to securing the data using appropriate computer technology; and (3) a commitment to destroying or returning the data after analyses are completed.
From https://grants.nih.gov/grants/policy/data_sharing/data_sharing_guidance.htm 
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