From: OC GCP Questions

To:

Subject: RE: Question re: informed consent/Federal preemption of state informed consent laws
Date: Wednesday, October 04, 2017 1:45:45 PM

Attachments:

You raise an important question; however, after discussing with my colleagues in OGCP, we have
determined that this falls outside our scope and we cannot provide legal advice for you regarding
the Pennsylvania Supreme Court rulings or state law. We recommend that you consult with your
Attorney General.

Please contact us again at gcp.questions@fda.hhs.gov should you have additional good clinical
practice questions.

Nicole

Nicole L. Wolanski, CAPT, USPHS

Senior Health Policy Analyst, Office of Good Clinical Practice
Office of Special Medical Programs, FDA, WO32-5108
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

nicole.wolanski@fda.hhs.gov

Phone: 301-796-6570
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This communication does not constitute 3 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: Thursday, September 28, 2017 3:37 PM

To: OC GCP Questions

Subject: RE: Question re: informed consent/Federal preemption of state informed consent laws
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Thank you for your prompt response, Ms. Wokanski. | look forward to hearing from you soon.

From: OC GCP Questions [mailto:gcp.questions@fda.hhs.gov]
Sent: Thursday, September 28, 2017 3:36 PM

To: I

Subject: RE: Question re: informed consent/Federal preemption of state informed consent laws

Thank you for your query. I'd like to discuss your question with my colleagues and will soon follow-
up with a response.

Nicole L. Wolanski, CAPT, USPHS
Senior Health Policy Analyst, Office of Good Clinical Practice
Office of Special Medical Programs, FDA, WO32-5108
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

icole.wolanski@fda.hhs.qo
Phone: 301-796-6570
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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: Thursday, September 28, 2017 12:28 PM

To: OC GCP Questions

Subject: Question re: informed consent/Federal preemption of state informed consent laws

Good afternoon:


mailto:gcp.questions@fda.hhs.gov
mailto:nicole.wolanski@fda.hhs.gov
http://www.fda.gov/
https://www.facebook.com/FDA
https://twitter.com/US_FDA
http://www.youtube.com/user/USFoodandDrugAdmin
http://www.flickr.com/photos/fdaphotos/
http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm

| am seeking clarification re: informed consent. In short, | would like to know whether FDA’s
regulations preempt Pennsylvania law with regard to who can obtain informed consent.

On June 20, 2017, the Pennsylvania Supreme Court held that physicians may not delegate to others
his or her obligation to provide sufficient information in order to obtain a patient’s informed
consent. The Court stated that the duty to obtain informed consent is a non-delegable duty owed by
the physician conducting the surgery or treatment. The Court also indicated that informed consent
requires direct communication between physician and patient, and contemplates a back-and-forth,
face-to-face exchange, which might include questions that the patient feels the physician must
answer personally before the patient feels informed and becomes willing to consent.

The high court’s ruling applies to the procedures specified under the state’s Informed Consent law,
which includes “administering an experimental medication, using an experimental device, or using
an approved medication or device in an experimental manner.” It would appear that the court’s
ruling would apply to federally-sanctioned experiments as well.

As a result of the court’s decision, Pennsylvania physicians may no longer use the assistance of
physician colleagues, residents, physician assistants (PAs), certified registered nurse practitioners
(CRNPs), certified registered nurse anesthetists (CRNAs), or any other qualified health care
practitioners, or staff to perform this duty.

As you know, the FDA also requires investigators to obtain the legally effective informed consent of
the subject or the subject’s legally authorized representative. The FDA’s regulations are clear that
the federal informed consent requirements do not supersede state law, regarding the information
that must be disclosed; however, the FDA’s regulations are silent on who must disclose this
information and whether state law would be superseded with re: to this issue.

Currently, my understanding is that any investigator listed on the FDA 1572 may obtain informed
consent, regardless of whether they will conduct the actual experiment or procedure on the
individual who has provided consent.

So, again, does the FDA’s regulations preempt Pennsylvania law with regard to who can obtain
informed consent?

Your help is greatly appreciated.






