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REP# (eResearch ID) and Repository Title

Repository Director

Version Date

Waiver of Informed Consent
Explain how depositing data/biospecimens into the repository meets each of the following criteria for waiver or alteration of informed consent under 45 CFR 46.116 (d):
1.  The research involves no more than minimal risk to the subjects.

2. Research could not practicably (i.e., feasibly) be carried out without the waiver or alteration.

3. If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format

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

5. Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

Waiver of HIPAA Authorization
Reference: HIPAA – Research (heading: Documented IRB or Privacy Board Approval)

Explain how depositing data/biospecimens into the repository meets each of the following criteria for waiver of HIPAA authorization under 45 CFR 164.512 (i)(2)(ii):
1. PHI use or disclosure involves no more than minimal risk to the privacy of individuals, based on
a.  Adequate plan to protect patient-subject identifiers from improper use or disclosure.

b. Adequate plan to destroy patient-subject identifiers at the earliest opportunity consistent with the research.

c. Repository team’s assurance that this information will not be reused or disclosed to any other person or entity (i.e., outside the repository team), except as required by law, for authorized oversight of the research study, or for other research for which the IRB has granted a waiver of the HIPAA authorization.

2. Why could repository operation not practicably be conducted unless the waiver of HIPAA authorization is granted?

3. Why could repository operation not practicably be conducted without access to and use of the PHI?.

A research repository is defined as a collection of data/biospecimens that have been collected and stored with the intention of using the materials for future research, either by the investigator who collected them or by sharing the materials with other investigators. For further information, see see � HYPERLINK "https://az.research.umich.edu/medschool/search/all?keys=&type=All&topic=65&category=52" ��guidance webpages on repositories�.





IRB approval for the repository (REP application) must include consideration of informed consent/�HYPERLINK "https://az.research.umich.edu/medschool/search/all?keys=&type=All&topic=61&category=52"��HIPAA� authorization, or approval of waiver of consent/authorization, when


A research repository containing identifiable information is created from data/biospecimens collected for clinical purposes, or data/biospecimens collected as part of a research study where the research consent did not contain permissions that would allow for the subject’s information to be placed in the repository 


The research data repository contains identifiable information not collected under prior IRB approval/HIPAA Authorization and identifiable data may be extracted for research purposes (e.g., UMHS Research Data Warehouse [RDW]). Data could be directly identifiable, or could become identifiable if the data recipient has access to codes permitting re-identification.


Repositories may request IRB approval for waiver of informed consent and HIPAA authorization by attaching a waiver request form� in section 8.2 of the REP.








You may delete these blue instruction boxes by clicking on the box border and hitting the “Delete” button.


Fill out this document as a form: only answer spaces are editable.
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