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Explain the purpose of the repository/database (expected medical, scientific and research benefits of the data repository)

Explain source(s) of the data (include sources from within and from outside Partners)

Explain the data collection process (how and by whom data are collected)

Explain the process for obtaining informed consent and copy of consent form, if applicable (how, when and by whom potential subjects are identified and approached about the repository and how, when and by whom informed consent is obtained)

Explain the Data storage and security (how privacy and confidentiality is protected)

Explain the access to and planned use of data by individuals listed on the protocol

Explain the process for releasing identifiable or non-identifiable data to Partners researchers not listed on the protocol (how data are labeled/coded, and how and by whom IRB approval is verified when identifiable information is requested)

Explain the process for releasing identifiable and non-identifiable data to researchers outside Partners, including commercial collaborators, if applicable (how data are labeled/coded, and how and by whom IRB approval is verified when information is requested)

Explain the process for tracking disclosures of identifiable information outside Partners when the data are released with a waiver of authorization (HIPAA tracking requirement) 

NOTE: All disclosures of identifiable health information to persons or entities outside Partners must be tracked in accordance with the Partners policy: 

“Accounting of Disclosures” (PHS internal link).  

A Research Tracking Tool is available on the PHRC website.

http://healthcare.partners.org/phsirb/hipaa/1_PH128_2.xls
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