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Thank you for your questions. The FDA regulations at 21 CFR 50.20 require that the investigator seeks consent only under
circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether or not to
participate and that minimize the possibility of coercion or undue influence. The regulations at 21 CFR 50.27(a) require that
informed consent be documented by the use of a written consent form approved by the IRB and signed and dated by the
subject, or the subjectis legally authorized representative at the time of consent. FDA also has some guidance that may be of
assistance to you regarding the informed consent form and process (see
http://www.fda.gov/downloads/Regulatorylnformation/Guidances/UCM405006.pdf and
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/ucm073122.pdf).

Informed consent involves providing a potential subject with adequate information to allow for an informed decision about
participation in the clinical investigation, facilitating the potential subject's comprehension of the information, providing adequate
opportunity for the potential subject to consider whether or not to participate, obtaining the potential subject's voluntary
agreement to participate, and continuing to provide information as the clinical investigation progresses or as the subject or
situation requires. To be effective, the process must provide sufficient opportunity for the subject to consider whether or not to
participate. The person obtaining consent and the subject should exchange information and discuss the contents of the
informed consent document. This process must occur under circumstances that minimize the possibility of coercion or undue
influence.

The regulations do not specifically address the informed consent process in the detail described in your scenario. When the
regulations are silent, IRBs, institutions, sponsors, and investigators are free to develop their own procedures and practices as
long as applicable regulatory requirements are met. It sounds as if your institution/site has developed its own SOP on the
informed consent process and the expectations for documentation.

The questions you sent are related to the fiwhend, fiwhered and fihowo the consent process is delivered at your specific
institution/site. These questions are process questions that appear to be tied to your institution/siteis SOP and the expectations
of how to conduct the informed consent process at your institution/site, including what type of information to document and
when. The regulations require that informed consent be documented at the time of consent and this is typically determined to
be at the time the subject, or the representative, signs the informed consent form, after being provided adequate information to
make an informed decision. You should discuss your questions with the appropriate institutional officials and the IRB at your
institution/site to make sure that you are clear about the expectations of the informed consent process and accompanying
documentation at your institution/site.

| hope this information is useful. If you need further information and/or have additional questions, please feel free to contact us
once again at the official GCP mailbox, gcp.questions@fda.hhs.gov. You may also find it useful to access the set of redacted
GCP e-mails found at

http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/RepliestolnquiriestoFDAonGoodClinicalPractice/default.htm
since we find that many questions and concerns are repeated over time.

Best Regards,
Janet

Janet Donnelly, RAC, CIP
Policy Analyst, Office of Good Clinical Practice
Office of the Commissioner, Food and Drug Administration

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:

Sent: Wednesday, April 22, 2015 9:54 PM

To: OC GCP Questions

Subject: Question regarding informed consent process

Hi,

I work as a SC in oncology clinical trials.

As per GCP when signing consent patient needs to be given adequate time to read and have all questions answered.

Our informed consent process form contains beside the other necessary information , the statement that patient was given
adequate time to read the consent and it gives 2 options on how that happened.

1. patient was given consent at home and came back to clinic on another day to sign

or



2. Patient was given consent in clinic and he came back a couple of hours later after reading to have questions answered before
signing.

For option 1 , Do you consider that the date when the consent was given at home should be noted?
Or for version 2, should the time when the consent was given to patient in clinic and the time he returned to speak to the
physician be noted?

Thank you for your answer.





