From: OC GCP Questions

To:
Subject: Questions regarding July 2017 Guidance regarding waiver of informed consent (and Opt-In requirements of IRB)
Date: Wednesday, January 10, 2018 2:09:09 PM

From: OC GCP Questions
Sent: Wednesday, November 01, 2017 9:23 AM

To: I

Subject: Questions regarding July 2017 Guidance regarding waiver of informed consent (and
Opt-In requirements of IRB)

Dear- -

Please see our response below. Sorry for the delay. We have had computer problems with a
new application instillation over the past couple of days. Thank you for your patience.

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.
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Based on the limited information provided in your question, there could be multiple options for an IRB in
the situation described. Any final process for obtaining informed consent would ultimately be dependent
on the determinations made by the IRB when considering a waiver or alteration of the elements of
informed consent. For example, depending on the circumstances, it may be appropriate for an IRB to (i)
waive all elements of consent and allow the study to proceed without informed consent from subjects; or
(ii) waive certain elements of consent and require particular information to be presented to subjects based
on the IRB’s determination. If you have additional questions about specific clinical investigations, you
should contact the appropriate Center, as listed on pages 4-5 of the 2017 FDA guidance referenced in
your guestion.

Best regards,
Janet Norden

Office of Good Clinical Practice, FDA
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301-796-1127
janet.norden@fda.hhs.gov

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.
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Sent: Tuesday, October 31, 2017 9:32 AM

To: OC GCP Questions <gcp.questions@fda.hhs.gov>

cc: I

Subject: Fw: Questions regarding July 2017 Guidance regarding waiver of informed consent
(and Opt-In requirements of IRB)

Dear FDA GCP Group,
Do you have a timeline on when we should expect a response to this e-mail?

I o is the P for this study is looking forward to a rapid response. She is copied on
this e-mail.

Best,

—
rrom: I

Sent: Thursday, October 26, 2017 6:28 PM

To: gcp.questions@fda.hhs.gov

Subject: Questions regarding July 2017 Guidance regarding waiver of informed consent (and
Opt-In requirements of IRB)

Dear FDA GCP Group:

Our IRB is reviewing a research project that involves obtaining about 8,000 discarded
identifiable adult urine samples from the pathology laboratory. The investigator is a
pathologist who does not have direct access to the patients at the time of urine collection so it
is not feasible to obtain informed consent. She would like the urine to identify new
biomarkers for prostate and bladder cancer and will need to review medical records of the
patients at several points for up to 5 years to confirm the diagnosis and course of disease in
the patient. The goal is to develop an in-vitro diagnostic test so this study is FDA regulated,
but an IDE is not required because it is exempted from 21 CFR 812. The Pl will confirm the
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diagnosis of the patients through diagnostic pathology reports.

Our IRB is willing to grant both a HIPAA waiver and Waiver of Informed Consent to use
identifiable urines and check the medical records (which she will code for data analysis), as the
investigator has provided an adequate justification for why it is not practicable to obtain
informed consent and HIPAA Authorization. This is in line with the July 2017 FDA guidance:
https://www.fda.gov/downloads/Regulatoryinformation/Guidances/UCM566948.pdf

For more details, please see the attached HIPAA waiver/Wavier of Informed Consent request.

Even though the IRB is willing to grant the waiver, the IRB is requiring an "Opt-In" notice to be
given to the patients. After reading the "Opt-In" notice, the patient would place an "X" on the
top of their urine specimen container, to permit the research use of their discarded urine after
clinical testing is complete.

The investigator has indicated that the "Opt-In" notice is too onerous, paternalistic, and
impracticable as it would be virtually impossible for the investigator to provide the notice to
all patients as the urine will be collected from both out-patients and in-patients (hence the
waivers). It will result in discontinuation of the study.

| have a few questions based on the above scenario that | would like you to opine:

1) Isit standard practice for an IRB to require an "Opt-In" notice to use identifiable discarded
specimens when a waiver of informed consent is granted?

2) Isitappropriate for the IRB to require an "Opt-In" notice be given to patients as a
condition to approve the study if the IRB has already determined it is not even practicable to
obtain inform consent?

3) Do you think IRB approval of this study with a waiver and an "Opt-Out" notice would be
sufficient for this study to go forward.


https://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM566948.pdf

4) Do you have any recommendations for other approaches that could be taken that would
provide additional protections to the research participants?

Thanks for your feedback in advance,






