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Good afternoon –
 
Please note that FDA does not require IRBs to stamp the consent form with approval and expiration
dates. From the limited information in your email, it appears the subjects were properly consented and
the specimens can be used. You may want to document the situation you describe in your email as a
note-to-file in case there are questions should a FDA inspection occur at your site.
 
FDA does not have responsibility for the implementation of HIPAA. That is the responsibility of the
Office of Civil Rights. You may wish to consult the Health Insurance Portability and Accountability Act
(HIPPA) For questions regarding issues pertaining to HIPAA, you may contact OCR directly at
OCRPrivacy@hhs.gov. Here also is a link to OCR's general website for HIPAA
www.hhs.gov/ocr/privacy/, and OCR also has HIPAA Frequently Asked Questions that can be accessed
at www.hhs.gov/ocr/privacy/hipaa/faq/index.html.
 
I hope this information is helpful. Please contact us again at gcp.questions@fda.hhs.gov should you
have additional questions.
 
Kind regards,
 
Doreen M. Kezer, MSN
Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
 
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.
 
 
 
From:  
Sent: Wednesday, May 25, 2016 11:42 AM
To: OC GCP Questions
Subject: Question regarding informed consent and specimen usage
 
Hello, GCP experts –
 
I hope that you can help me with a question regarding informed consent and specimen usage.
 
We have an investigator-initiated study at our institution that can be summarized as follows:

·        Head and neck cancer patients are consented. 
·        They gargle with a saline solution to collect any cells from the inside of their mouth.  This

saline sample is then analyzed in the investigator’s lab. 
·        The patients undergo standard of care surgery to remove their head and neck tumor. 
·        If excess fresh tumor tissue is available, it is de-identified and routed back to the






