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Attachments:

Dear ,

From the limited information provided, the consent process described appears to be
acceptable. FDA's regulations only require the subject (or the subject's legally authorized
representative) to sign and date the consent form (21 CFR 50.27(a)), unless a short form
written consent is used, in which case the witness to the consent process will also sign the
short form consent document (21 CFR 50.27(b)(2)).

If the study protocol or your IRB require the investigator (or site staff obtaining consent) to
also sign and date the consent form, then the investigator/site staff is expected to comply
with these requirements in the manner prescribed by the sponsor or the IRB.

As noted by your IRB, informed consent must be obtained prior to initiation of any clinical
screening procedures that are performed solely for the purpose of determining eligibility for
research (e.g., medication washout), and documentation of the consent process
preserved.

You may find the following FDA guidance documents helpful:
Use of Electronic Informed Consent Questions and Answers

https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-
gen/documents/document/ucm436811.pdf

Recruiting Study Subjects - Information Sheet
https://www.fda.gov/Regulatorylnformation/Guidances/ucm126428.htm

Screening Tests Prior to Study Enroliment - Information Sheet
https://www.fda.gov/Regulatorylnformation/Guidances/ucm126430.htm

We recommend discussing any informed consent processes with the study sponsor and
IRB, to be sure your process is in compliance with all of their specific SOPs and local
laws/regulations.

| hope this information is helpful to you. If you need further assistance, please feel free to

contact the GCP mailbox at gcp.questions@fda.hhs.gov .
Best regards,
Sheila

Sheila Brown, RN, MS
Policy Analyst

Office of the Commissioner (OC)



Office of Good Clinical Practice (OGCP)
U.S. Food and Drug Administration
Tel: 301-796-6563

sheila.brown@fda.hhs.gov
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This communication does not constitute a written advisory opinion under Title 21 CFR 10.85, but rather is an
informal communication under Title 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.

gre?mT::Tuesday, March 28, 2017 4:36 PM

To: OC GCP Questions

Subject: Inform Consent Question

MY site recently consented a patient for a clinical trial who was
in . They emailed her the consent. She had many
questions the site answered via email plus they had a couple of
phone conversations with her. Once satisfied with the answered
questions she agreed to participate, signed the consent in

and scanned and emailed the consent to the site. Once they
received the consent they entered the subject into the sponsors
EDC system as consented. She arrived to the site for screening
on 3/24/17 and brought the original consent she signed. The site
signed the consent on 3/24/17 after re-reviewing the study with
her, before she had any screening procedures. The site intends on
keeping the email correspondence as documentation of the
consent process plus a lengthy consent note written to explain all
this and explain the discrepancy in date between when the
patient signed and when we signed. Considering all that, the site
asked the IRB, "can you confirm that the above described
consent process is acceptable according to IRB/GCP guidelines?
(Can you reply with your full signature at bottom with your title
so | can forward to the sponsor)”. Per the IRB, "I think that the
process used is acceptable, primarily because screening



procedures were not 1nitiated before consent was documented.
I agree that you must maintain documentation of the emails and
phone conversations to explain the date discrepancy".

My question, 1s this an acceptable process to obtain consent?





