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OBJECTIVE:

To describe the procedures to follow to review and approve a study involving specimen banking and/or high risk genetic testing. Additional information is available in AG 3-7.  
PROCEDURE:

Follow FLOWCHART , the summary in Appendix A and other appropriate guidance documents when reviewing and approving a study involving specimen banking and/or genetic testing.  A study involving high risk genetic research must be reviewed by the full IRB-HSR.  

DOCUMENTATION:

Documentation will take place via appropriate guidance documents on approval of exempt, expedited and full board approvals of studies. 

REFERENCES:

3-1 Exempt Studies

3-2 Expedited Studies

3-3 New Study by Full Board
3-7 Waiver of Consent Approval

HIPAA

 Appendix B:  Summary of IRB-HSR policy 

Common Rule Definitions

Previously collected/ existing specimens - specimens that are already in storage at the time the research project is conceived

Prospectively collected / leftover specimens - clinical specimens that are collected after the research project was conceived

Specimens expressly collected for research purposes - all specimens that are collected specifically for research purposes, or any specimen collected in the clinical setting where the person collecting the specimen is acting in conjunction with the research project

Anonymous - samples are stored without any identifying data

Unidentifiable - samples retain only limited amounts of clinical data that could not be linked to donor (the tissue depository sends the samples to the investigator without identifiers and does not keep a record linking the samples to the sources)

Linked/ coded - any sample that is stored with individual information but has been coded so as to protect confidentiality

Identified - samples retain personally identifying information; participant is identifiable due to the size of the specimen pool or rarity of trait

HIPAA Definitions

De-Identified-Data does not include any identifiers listed under 45CFR164.514(b)(2)(i) and (ii)

Limited Data Set-Data does not include any identifiers listed under 45CFR164.514(e)

May qualify for exemption via 45CFR46.101(b)(4)

1) Non-high risk genetic research involving anonymous or unidentifiable specimens that were previously collected

2) Non-high risk genetic research involving previously collected specimens coded by a third party such that the code cannot be broken, IF the research does not involve the study of a rare trait/disorder, such that there is some risk of exposing the identity of sample donors / meets criteria of minimal risk.

May qualify for expedited review via expedited Research Category # 2, 3 or 5.

1) Research involving previously collected specimens coded by a third party such that the code cannot be broken, if there is some risk of exposing the identity of sample donors*

2) Research involving prospectively collected, anonymous or unidentifiable specimens*

3) Research involving prospectively collected specimens coded in such a way that the code could be broken upon request*

4) Research involving anonymous or unidentifiable specimens collected expressly for research purposes*

5) Research involving coded specimens collected expressly for research in such a way that the code cannot be broken*

*IF certain criteria are met, including but not limited to the following:

The research does not involve the study of a rare trait/disorder, such that there is some risk of exposing the identity of sample donors;

The tissue depository has an adequate policy regarding confidentiality;

Accidental disclosure of the results would pose only minimal risk to participants;

The research poses no risk of community or cultural harm; 

No high risk genetic research is involved; and

Meets criteria of minimal risk.

May qualify for a waiver of consent via 45CFR46.116

1) High risk genetic research involving anonymous or unidentifiable specimens that were either previously or prospectively collected*

2) Research involving previously collected, coded specimens, IF either no high risk genetic research is involved or getting consent would be impractical or impossible*

3) Research involving prospectively collected, anonymous or unidentifiable specimens*

*IF certain criteria are met, including but not limited to the following:

The research is not conducted under a FDA IND or IDE; 
The research involves no more than minimal risk to the subjects; 

The waiver or alteration will not adversely affect the rights and welfare of the subjects; 

The research could not practicably be carried out without the waiver or alteration.

May qualify for a waiver of consent via HIPAA 45CFR164.512(i)(2)

(ii) Waiver criteria  A statement that the IRB or privacy board has determined that the alteration or waiver, in whole or in part, of authorization satisfies the following criteria:

(A) The use or disclosure of protected health information involves no more than minimal risk to the privacy of individuals, based in, at least, the presence of the following elements;

(1) An adequate plan to protect the identifiers from improper use and disclosure;

(2) An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and

(3) Adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of protected health information would be permitted by this subpart. 

(B) The research could not practicably be conducted without the waiver or alteration and

(C) The research could not practicably be conducted without access to and use of the protected health information.



























































































