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NICHD DASH Overview
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DASH Study Submission and Request - Overview
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Data Submission - DASH Policy Requirements

1. Data are de-identified of the 18 HIPAA identifiers and coded, and keys to the
code are retained by the submitting institutions

2. Submissions are accompanied by an Institutional Certification from an
Authorized Organizational Representative at the submitting institution attesting
that an IRB or equivalent Privacy Board has determined that sharing data through
NICHD DASH is consistent with relevant policies, regulations, and participant
consents, and that the data have been de-identified as per NICHD DASH Policy

3. Submissions should comprise high-quality individual level data that is cleaned,
de-identified, and usable for secondary analysis

4. Study documentation should be provided to ensure meaningful use of the data

— Required: Study Protocol, Codebook/Data Dictionary, Data Collection
Instruments, De-identification Methodology

— Optional: Data Collection Methodology, Data Analysis Plan, Project Summary,
Publications, etc.

DASH Policy: https://dash.nichd.nih.gov/resource/policies



https://dash.nichd.nih.gov/resource/policies
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Controlled Data Access in DASH
Process & DASH Policy Requirements



DASH Data Access - High Level Process

1. Data Requester

_| Submit data request in DASH:

" 1. Data Request Form

2. Data Use Agreement

3. IRB Approval (if applicable)
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2. Study-Specific YES
Approval
Required? l
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4. NICHD DASH Data |
Access Committee Review

3. Study-Specific Review
(based on informed consent)

NO 5. Approve Data
Request?
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6. Request Approved in DASH

Legend:
Blue (1 and 7): Requester actions

Green (2-6): DASH actions
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7. Download Data and Study Documentation from DASH




Controlled Data Access - DASH Policy Requirements

= Users requesting access to DASH data must comply with the following requirements:

1. Research Plan — a brief description of the proposed research use for the data, which
is provided by the data requesters in the online DASH Data Request Form

2. DASH Data Access Committee Approval — a data request must be approved by
the Committee prior to obtaining access to data from DASH

3. Data Use Agreement (DUA) — signed by the institutional Authorized Organizational
Representative (AOR) and the Data Recipient (Lead Investigator)

« Institutions are responsible for the terms and conditions of the DUA
« DUA is valid for three years; recipients can renew their DUA for continued use

« Each Data Recipient is permitted to have multiple data users from their own
institution working on the same research plan (known as Affiliates)

« Collaborators from different institution/s working with the Data Recipient on the
same research plan must execute a separate DUA




DASH Data Access Committee - Overview

= The objective of the Data Access Committee (DAC) review is to ensure that access to
data from studies available through DASH aligns with the DASH Policy

= The DAC consists of NICHD staff with relevant expertise in scientific disciplines,
human subject data management, and research participant protection and privacy

= The DAC will review requests for data to determine whether the proposed use is
scientifically and ethically appropriate based on these criteria:

Does not conflict with research data use limitations identified by the study
submitters per the informed consent

Meets any IRB requirements as defined by the study submitters per the informed
consent

The requested study contains datasets that are appropriate to address the
requester’s proposed research plan

Consistent with the terms of the informed consent and compliant with applicable
regulations for human subjects research protection and privacy protection



https://dash.nichd.nih.gov/resource/policies

Controlled Data Access - DUA Terms & Conditions

= DUA is executed between the Recipient Institution and NICHD, with the following terms
and conditions:

* Use the research data only for the approved research plan

* Must not share research data with individuals other than those listed in the DUA
* Protect research data and biospecimen confidentiality

* Must not attempt to identify individual study participants

* Follow appropriate security protections for data

* Follow all applicable laws, regulations, and local institutional policies and
procedures for handling data

« Agree to report violations of the DUA to DASH and, for non-material breaches,
remediate them for continued use of the data

* Material breaches may lead to termination and requirement to destroy data

* Provide Annual Use Report each year for the three-year term of the DUA to ensure
there are no changes to research plan and that Recipient is with the institution that
signed the DUA

* Must destroy all data when the term of a DUA is completed

&

@—


https://dash.nichd.nih.gov/download-api/resource?fileName=NICHD-DASH-Data-Use-Agreement.pdf

Resources for Data Requesters



DASH Resources

General DASH Resources

= NICHD DASH Policy: Outlines DASH policies and governance for data submission and
request: https://dash.nichd.nih.gov/resource/policies

= DASH User Agreement: Outlines the terms and conditions users must agree to for
using DASH: https://dash.nichd.nih.gov/resource/DASHUserAgreement

= Frequently Asked Questions: Provides answers to common user questions:
https://dash.nichd.nih.gov/resource/FAQs

= DASH Tutorial: Step-by-step instructions on how to create a DASH account, search for
and/or request data and biospecimens, and submit studies:
https://dash.nichd.nih.gov/resource/tutorial

Request Resources

= Data Request Checklist

= DASH Data Use Agreement — Sample Template
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