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From: Woollen, Stan - OC on behalf of OC GCP Questions
Sent: Tuesday, July 29, 2003 6:00 PM
To: [purged]
Subject: RE: Attention: Stan Woollen - HIPAA/Telephone Screening

Dear [purged] 

My contact here in FDA strongly encourages you to contact the Office for Civil Rights hotline, at 866-627-7748, or to call Sue McAndrew in the Office for Civil Rights at (202) 260-3314, or Julie Kaneshiro in OHRP at (301) 496-7005.  Those individuals can provide authoritative answers regarding HIPAA.

I was also referred to a link to the existing guidance relating to study recruitment which may be considered an "activity preparatory to research," which is on the NIH website. Also below you will find a Q & A taken from the OCR website.

Here's the link:

http://privacyruleandresearch.nih.gov/pr_08.asp#8e

Here's the Q and A:

  Question
  Can the preparatory research provision of the HIPAA Privacy Rule at 45 CFR 164.512(i)(1)(ii) be used to recruit individuals into a research study? 
 
  Answer 
  The preparatory research provision permits covered entities to use or disclose protected health information for purposes preparatory to research, such as to aid study recruitment. However, the provision at 45 CFR 164.512(i)(1)(ii) does not permit the researcher to remove protected health information from the covered entity’s site. As such, a researcher who is an employee or a member of the covered entity’s workforce could use protected health information to contact prospective research subjects. The preparatory research provision would allow such a researcher to identify prospective research participants for purposes of seeking their authorization to use or disclose protected health information for a research study. In addition, the Rule permits a covered entity to disclose protected health information to the individual who is the subject of the information. See 45 CFR 164.502(a)(1)(i). Therefore, covered health care providers and patients may continue to discuss the option of enrolling in a clinical trial without patient authorization, and without an Institutional Review Board (IRB) or Privacy Board waiver of the authorization. See the fact sheet and frequently asked questions about the research provisions on this web site for more information about Institutional Review and Privacy Boards. However, a researcher who is not a part of the covered entity may not use the preparatory research provision to contact prospective research subjects. Rather, the outside researcher could obtain contact information through a partial waiver of individual authorization by an IRB or Privacy Board as permitted at 45 CFR164.512(i)(1)(i). The IRB or Privacy Board waiver of authorization permits the partial waiver of authorization for the purposes of allowing a researcher to obtain protected health information as necessary to recruit potential research subjects. For example, even if an IRB does not waive informed consent and individual authorization for the study itself, it may waive such authorization to permit the disclosure of protected health information as necessary for the researcher to be able to contact and recruit individuals into the study. 

I hope this information is helpful and again I encourage you to contact those offices, individuals, and web sites identified above for authoritative answers to your HIPAA questions.

Sincerely,
Stan W. Woollen
Associate Director for Bioresearch Monitoring
Good Clinical Practice Programs
OSHC, Office of the Commissioner

This communication does not constitute a written advisory opinion under 21 CFR 10.85, but rather is an informal communication under 21 CFR 10.85(k) which represents the best judgment of the employee providing it.  This information does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the views expressed.
 

-----Original Message-----
From: [purged]
Sent: Monday, July 28, 2003 3:42 PM
To: gcpquestions@oc.fda.gov
Subject: Attention: Stan Woollen - HIPAA/Telephone Screening

Dear Mr. Woollen:

I would appreciate any guidance you can give me on the following issue.

A client has clinical study sites that are using IRB-approved telephone 
screening questionnaires.  Potential subjects call into the site in 
response to an advertisement.  They are then asked a few questions 
related to the disease under study.  If appropriate, an appointment is 
then set up for the potential subject to visit the site.

The screening questionnaire involves the collection of a potential 
subject's name, contact information, and some Personal Health 
Information, e.g., the diagnosis of the disease under study.

How, if at all, is such a screening process, and the resulting data,  
affected by HIPAA?  Does it differ, depending on whether or not the 
caller does or does not ultimately become a study subject?

Regards,

[purged]
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