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APPENDIX C

CRITERIA FOR ALTERNATE METHOD/WAIVER OF CONSENT FOR RESEARCH &

PRIVACY OF INDIVIDUALLY IDENTIFIABLE HEALTH INFORMATION (HIPAA)

Researchers using identifiable health information must provide the following for IRB review to obtain a waiver of consent.

1) Use or disclosure is sought solely to review protected health information as necessary to prepare a research protocol or for similar purposes preparatory to research.

2) Assurance that no protected health information will be removed from RowanSOM by the researcher in the course of the review.

3) The protected-health information for which use is sought is necessary for research purposes.

4) Research on descendant's information includes a representation that the use or disclosure is sought solely for research on the protected health information of descendants.

5) That the use or disclosure of protected information involves no more than minimal risk to individuals.


6) The waiver provided by the IRB will not adversely affect the privacy rights and welfare of individuals.


7) The research could not practically be conducted without the alteration or waiver.

8) The privacy risks to individuals whose protected health information is to be used or disclosed are reasonable in relation to the anticipated benefits, if any, to individuals and the importance of the knowledge that may reasonably be expected to result from the research.

9) There is an adequate plan to protect the identifiers from improper use and disclosures.

10) There is 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.

11) There is adequate written assurances that the protected information will not be reused or disclosed to any other person or entity except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted.

12) Protected health information needed.  A brief description of the protected health information for which use or access is requested.
