IRBMED Repository (REP) Application Supplement Form

ALERT: For a repository submitted to HSBS, download supplement template at IRB repository guidance.

Identification Information

REP# (eResearch ID) and Repository Title

Repository Director

Version Date

I. Intake Procedures for Acceptance of Data/Biospecimens for the Repository
Describe conditions under which data/biospecimens are accepted into the repository: 
1.  Describe application process for submitting materials to the repository, if any.

2. Describe processes for recording and verifying any restrictions on future use. Address as applicable ...  

· Was consent obtained for future research use? Are uses restricted, e.g. by funding mechanism, organ, disease type...?

· Were data/biospecimens collected under IRB oversight? Repository teams can request documentation of IRB approval from submitters of data/biospecimens.

· Other potential incoming restrictions, such as Materials Transfer Agreement(s)

II. Distribution and Dissemination
Describe process for releasing data/biospecimens
1. Describe application process for requesting secondary use of data/biospecimens.
2. For identifiable data/biospecimens, describe processes for verifying that recipient obtains IRB approval.

3. Describe procedures for verifying that that proposed use is consistent with the informed consent under which materials were collected, and any other restrictions imposed.

4. Verify that data/biospecimens will be transferred only using the appropriate institutional agreements (examples: Material Transfer Agreements for biospecimens leaving the University; internal or external Data Use Agreements)
For repositories that hold Protected Health Information (PHI) subject to HIPAA -- NOTE: The repository is NOT directly responsible for tracking additional disclosures made BY secondary users.HOWEVER, the repository is responsible for ensuring via DUAs/MOUs/&c. that secondary users agree to appropriate privacy and confidentiality protections, including appropriate limits on re-disclosure. For further information, see guidance webpage Responsibility for REP Oversight and Compliance
5. Describe methods for ensuring security and confidentiality of data/biospecimens during transfer/release.

6. Explain how the repository will identify and manage proposed research uses that present especially high risk to subjects or groups of which they are members (i.e. ethnic groups, small communities, individuals with rare diseases, etc.)

7. Will the repository allow/assist/facilitate the return of results to individual subjects, and/or recontacting for other reasons? If so, describe the plan and process.

III. Data security plan
1.  Access plan and controls for information systems
· Describe access controls procedures

2. Data security procedures

3. Subject identifiers
· Describe the plan to protect identifiers from improper use or disclosure
· Include information regarding when and how direct identifiers or the code (if any) will be destroyed

4. Long-term donor-subject contact
· How will the repository manage donor-subject requests for withdrawal of data/biospecimens? (examples: destroy records, destroy specimens, keep for record-keeping but disallow future secondary uses, ...) 
· If identifiable or coded data/biospecimens from minors (under the legal age of consent) is included, explain repository plans for reconsent at the age of majority, or justify waiving reconsent. (If the repository includes no identifiable or coded data/biospecimens from minors, answer "N/A.")

IV. Physical Storage and Maintenance of Records and/or Specimens
1. Describe the physical facilities and storage conditions of the repository.
· For biorepositories, include procedures for preserving utility of the biospecimens.
· Describe access control procedures.

V. Governance and oversight
1. Describe the role of the Repository Director

2. Describe the role of the governance committee for your repository, if appropriate. For example, the committee may review applications for use of materials, make decisions about the allocation of rare resources (primarily biospecimens), and resolve disputes. (Do not include detailed procedures.)
· UMHS biorepositories: For requirements for oversight committee members, refer to the Medical School Governing UMMS Research Biorepositories Policy (available through PolicyStat) and to guidance webpage Tips on the REP application and Supplement Form 

3. Describe plan for sustaining repository over time, including
· Expectations for continuing funding
· Retaining access to space
· Transfer of ownership/succession planning
· Data/specimen destruction
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