From: Brown. Sheila (OGCP)

To: ]
Subject: RE: question regarding waivers of consent

Date: Tuesday, July 18, 2017 1:43:00 PM

Attachments:

Thank you, . Based on the limited information provided, you indicate that the intent

of collecting these specimens is for use of the specimens in a clinical investigation.
Collection of the specimens is an integral part of the study, and cannot be considered
separately from that study. Although you indicate the studies that will use the collected
specimens are FDA-regulated, it is unclear what the intent of the research is (e.g., product
development), and how the results obtained from the specimens will be used (e.g., will the
results be submitted to FDA).

FDA's regulations don’t have any options for exception from the informed consent
requirements other than for emergency research, which is only for life-threatening
situations. Since you indicate that written informed consent will be obtained within 24-48
hours, and then the clinical investigation will start, this does not appear to fit the
requirements for emergency research.

If the study protocols using the specimens are determined by the IRB to meet the
requirements for minimal risk, and involve no procedures for which consent is normally
required outside of the research context, the IRB may want to consider permitting a waiver
of documentation of informed consent under 21 CFR 56.109(c). If the studies are more than
minimal risk, this is not an option, and written documentation must be obtained prior to
obtaining the specimens.

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.



From:

Sent: Monday, July 17, 2017 9:56 AM

To: Brown, Sheila (OGCP)

Subject: RE: question regarding waivers of consent

Hi Sheila,
Thanks for your response. These would be emergent situations.

For the cord blood collection, it would be an unexpected emergency delivery with the possibility that
the baby would be deprived of oxygen for a short period of time during delivery (making it
inappropriate to attempt to obtain consent during the emergency delivery when the cord blood
would need to be collected).

For the blood draw, the collection would be from children who present to the emergency
department with suspected systemic infection. The blood sample must be drawn prior to antibiotics
being started and they are started within 60 minutes of presentation, hopefully even sooner. The
blood would be drawn at the same time as a clinical sample is obtained — they would just be taking
an extra 1-3 ml for research purposes (likely in a separate tube). In some cases, parents/guardians
may not be present yet or the urgency of initiating clinical treatment might prevent the ability to
obtain consent for the blood draw prior to starting the antibiotic regimen.

In both cases, written consent would be obtained at some point after the specimen collection but
before the sample is used in a clinical investigation (I believe both study teams that have asked
about this option proposed within 24-48 hours of specimen collection). Because written consent
would be obtained prior to use of the specimens in the clinical investigation, it did not seem that
these situations would fall under the planned emergency research regulations.

| appreciate your assistance with this issue.




From: Brown, Sheila (OGCP) [mailto:Sheila.Brown@fda.hhs.gov]
Sent: Monday, July 17, 2017 9:45 AM

To

Subject: RE: question regarding waivers of consent

Dear ,

It is not clear from your email why consent cannot be obtained prior to obtaining a blood
sample or collection of umbilical cord blood, when informed consent will be obtained before
the specimen is used for research, or why waiver criteria would apply if consent can be
obtained.

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.

From:

Sent: Monday, July 10, 2017 4:37 PM

To: OC GCP Questions

Subject: question regarding waivers of consent

Good afternoon,

| work in the IRB office a_. We have a general question regarding the
permissibility of waivers of informed consent for specific minimal risk study procedures conducted in

the context of an FDA regulated clinical investigation.



We have had a number of investigators recently request permission to perform a specific, minimal
risk study procedure, such as drawing a tube of blood or collection of umbilical cord blood, prior to
obtaining informed consent. In these proposals, it would not be feasible to obtain consent prior to
the collection of the sample. However, prior to using the sample in the clinical investigation, written
informed consent would be obtained from the subject. If the subject does not consent, the sample
would be discarded and the subject would not be enrolled in the clinical investigation. It could not
be argued that collection of the sample is a clinical procedure — this collection is only being
performed for potential research purposes.

Would a waiver of informed consent for the initial sample collection be permissible in this setting?
To date, our IRB has not granted waivers in these situations for FDA regulated studies, but the
request is becoming more common.

Please direct this to another staff person/department as appropriate. | was unsure of the best
person to send this question to.






