SAINT FRANCIS HOSPITAL AND MEDICAL CENTER

INSTITUTIONAL REVIEW BOARD

WAIVER OF INDIVIDUAL AUTHORIZATION

FOR DISCLOSURE OF PROTECTED HEALTH INFORMATION

QUESTIONNAIRE

In order to access or use an individual's protected health information in the conduct of research without the express authorization of the individual, the Principal Investigator must provide certain information related to the health information requested.  

Please provide an explanation in answer to the following questions.

1.
Does the use or disclosure of protected health information involve a risk to the individuals?


Describe:

2.
Will the use of the protected health information adversely affect the privacy rights and the welfare of the individuals?

3.
Investigators are required to only obtain the minimum necessary data in order to achieve the goals of the research.  Please justify why the data you are obtaining is the minimum necessary.

4.
Can the research practicably be conducted without a waiver of authorization to access or use the protected health information?  If not, why?

5.
Can the research practicably be conducted without access to and use of the protected health information?  If not, why?

6.
Are the privacy risks to individuals whose protected health information is to be used or disclosed reasonable in relation to the anticipated benefits, if any, to the individuals and the importance of the knowledge that may reasonably be expected to result from the research?  Describe:

7.
Is there an adequate plan to protect the identifiers or links from improper use and disclosure?  Describe plan:

8.
Is there an adequate plan to destroy the identifiers or links at the earliest opportunity consistent with conduct of the research?  Describe plan:

9.
Is there a health or research justification for retaining the identifiers, or is such retention otherwise required by law?  Describe:

10.
Are there adequate written assurances that the protected health information will not be re-used 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 is permitted?  Describe:

Signature of Principal Investigator:





Date:

_____________________________________




_______________

Title of Protocol:________________________________________________________________
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