Portland VA Medical Center

Writing an SOP for Establishing a Bio- or Data Repository 

In order to apply to the IRB to become Director of a bio- or data repository, the potential Director must submit their planned standard operating procedure (SOP) to the IRB for review. The SOP should describe research protections that permit multiple uses of the specimens/information/data by multiple investigators for multiple research projects with minimal additional review by the IRB. In order to provide the IRB with adequate information to assure the necessary protections and desired flexibility, it is suggested the following topics be addressed. If the bio- or data repository is solely for the use of one principal investigator (PI) and his/her research team, then the PI will be fulfilling all three roles involved in the activities of a bio- or data repository (contributing investigator, Director, and recipient investigator). However, these three roles would each require a separate IRB-approved protocol or SOP. An SOP should be submitted to establish a new repository from scratch or to convert an existing collection of specimens/information/data into a formal, free-standing, IRB-approved bio- or data repository.
Description

-
Provide a specific name for the proposed bio- or data repository

-
State the purpose of the bio- or data repository

Receiving Specimens and/or Data from Contributing Investigators 
-
Will the bio- or data repository solely be for the use of the research program of the repository Director submitting this SOP? 

-
Will the data repository accept data from non-Veterans? If yes, describe how these will be obtained and from where.

-
Describe the process by which an investigator requests permission to contribute data and/or specimens to the repository you are proposing. [Contributing investigators must have a protocol approved by the IRB for this purpose.] Describe what type of documentation will be obtained from the contributing investigator, and where that paperwork will be maintained.
-
Explain the record keeping which will be used for data/specimens received from contributing investigators. If necessary, include as part of the SOP a template for recording the information required. Note: you are required to keep track of the following:
1) Source of data/specimens deposited in the repository (e.g., medical record, data warehouse, direct collection)
2) Type of data/specimens (e.g., labs, x-rays, diagnostic codes, medications, blood samples)
3) Date of deposit

4) Copies of the protocols under which data/specimens were collected

5) Approved consent form and HIPAA authorization under which original data were collected

Informed Consent 

-
Describe the process that ensures the repository Director will never accept a specimen and/or data unless it was collected under an IRB-approved protocol. 
-
Describe the procedure to be used to document appropriate informed consent for each specimen and/or all data received. 
-
Describe the process to be used to track specimens/data when, in the consent, the subject expressed a wish to be notified of information learned from the collected specimen/data. How will this be communicated and implemented between the repository Director and Recipient Investigator?
Protected Health Information (PHI)

-
Will the bio- or data repository store PHI if the consent form signed by the donor allows collection of PHI? 

-
Will PHI be in a hard copy format? If yes, outline the procedures that will be implemented to protect the confidentiality of the subjects. 
-
Will PHI be in an electronic format? If yes, describe the computer system and location of the server where the data will be stored.
Releasing Data and/or Specimens to Recipient Investigators

-
Describe the process by which a potential recipient investigator requests data and/or specimens. [Recipient investigators must have a protocol approved by the PVAMC IRB for this purpose or a Certificate of Exemption from the IRB.]
-
State that the Director will be responsible for determining the adequacy of the request. 

-
Describe how the review process for each request to obtain data and/or specimens will be documented to verify that the consent signed by the donor allows the data/specimen to be released for the specific research in question. 
-
Describe the process that will be used by the Director of the repository before PHI stored in the repository will be released to a recipient investigator. Describe acceptable mechanisms by which the PHI may be transmitted to the recipient investigator.
-
Will specimens/data ever be released to non-VA investigators? If yes, state that the Director will always consult with the PVAMC ACOS/R&D for current guidance regarding VA privacy and information security requirements.

-
Describe the process of record-keeping regarding releasing data/specimens to recipient investigators. If necessary, include as part of the SOP a template for recording the information required. Be sure to comment on the following, required by VA regulations:

1) Information regarding new use of the data/specimens (including a copy of the new use protocol, the protocol’s PI, and IRB approval of the new protocol, etc.)

2) Information regarding specimen/data distribution, including where the specimen/data will be stored and the name(s) and location(s) of the individual receiving the specimen/data.
3) All communication with investigators requesting and receiving permission to use specimen/data

4) Data disclosure to a subject, subject’s family, subject’s physician, or a third party

Change in Repository Director

-
Describe how the repository will be maintained if the repository Director leaves the PVAMC. A new Director must be approved by the IRB prior to departure of the current Director.

Conflict of Interest

-
To apply to establish a repository, the Director must complete the conflict of interest section of the VA Proposed Project Questionnaire (PPQ)]
-
Describe any circumstances when specimens/data would be considered for release to a for-profit entity.

Additional Record Keeping

Section 6.b of the applicable policies on bio- and data repositories require that the following be addressed. Do so now in cases that they have not already been addressed by one of the items above:

1) How records will be maintained.

2) Whether the data will be identifiable or de-identified. If the repository includes de-identified data that may be re-identified, VHA Handbook 1200.12, section 6.c must be followed.

3) Policies and procedures for releasing data from the repository

4) Mechanisms for verifying approval of the research by the IRB of record for the recipient investigator.

5) Administrative activities, such as hiring, training and supervising employees

6) Conflict of interest

7) Tracking of data

8) Reuse of data including who may approve the reuse

9) Disclosure to subjects and conditions under which disclosure is or is not allowed

10) Destruction of data due to the repository’s termination

11) Access agreements (i.e., data use agreements)

12) Requiring and maintaining IRB and other committee approvals

13) Security and oversight

For Biorepositories, also address the following:

Biosafety Issues

-
A statement should be provided that the location of the Biorepository is within a lab that has been reviewed and approved by the Biosafety subcommittee, that all biosafety issues have been disclosed to the subcommittee, and that any new procedures or uses will be submitted to the biosafety committee before being initiated.
Labeling of Specimens and Codes

· Will specimens be labeled with PHI?

-
Will specimens be coded?  If yes:

-
Describe how the specimens are coded, 

-
Explain where the link is stored, 

-
Identify the person(s) who have access to the link
-
Will specimens be anonymized/deidentified? If yes:

-
Describe the process of anonymization

-
Describe whether anonymization occurs prior to anyone in the Biorepository handling the specimens 
Storing Specimens

-
Describe the type(s) of specimens to be collected.

-
If surgical or post-mortem specimens will be collected, describe the documentation that the Director will require to be certain specimens were appropriately released by Pathology Service.

-
If specimens must be processed in the Biorepository before storage (e.g., such as separation of white blood cells from blood), where this will be performed and by whom?

-
Describe where each tissue type will be stored.
-
Will the Biorepository accept specimens from non-Veterans? If yes, describe how these will be obtained and from where.
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