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meeting must register at the following
weblink http://CMS-APOE-
September2023.rsvpify.com by
contacting the DFO at the address or
telephone number listed in the FOR
FURTHER INFORMATION CONTACT section of
this notice by the date specified in the
DATES section of this notice.

This meeting will be held in a federal
government building, the Hubert H.
Humphrey (HHH) Building; therefore,
federal security measures are applicable.

The REAL ID Act of 2005 (Pub. L.
109-13) establishes minimum standards
for the issuance of state-issued driver’s
licenses and identification (ID) cards. It
prohibits federal agencies from
accepting an official driver’s license or
ID card from a state for any official
purpose unless the Secretary of the
Department of Homeland Security
determines that the state meets these
standards. Beginning October 2015,
photo IDs (such as a valid driver’s
license) issued by a state or territory not
in compliance with the Real ID Act will
not be accepted as identification to enter
federal buildings. Visitors from these
states/territories will need to provide
alternative proof of identification (such
as a valid passport) to gain entrance into
federal buildings. The current list of
states from which a federal agency may
accept driver’s licenses for an official
purpose is found at http://www.dhs.gov/
real-id-enforcement-brief.

We recommend that confirmed
registrants arrive reasonably early, but
no earlier than 45 minutes prior to the
start of the meeting, to allow additional
time to clear security. Security measures
include the following:

e Presentation of a government-issued
photographic identification to the
Federal Protective Service or Guard
Service personnel.

¢ Inspection, via metal detector or
other applicable means, of all persons
entering the building. We note that all
items brought into the HHH Building,
whether personal or for the purpose of
presentation or to support a
presentation, are subject to inspection.
We cannot assume responsibility for
coordinating the receipt, transfer,
transport, storage, set up, safety, or
timely arrival of any personal
belongings or items used for
presentation or to support a
presentation.

Note: Individuals who are not registered in
advance will not be permitted to enter the
building and will be unable to attend the
meeting.

1V. Collection of Information

This document does not impose
information collection requirements,

that is, reporting, recordkeeping, or
third-party disclosure requirements.
Consequently, there is no need for
review by the Office of Management and
Budget under the authority of the
Paperwork Reduction Act of 1995 (44
U.S.C. chapter 35).

The Administrator of the Centers for
Medicare & Medicaid Services (CMS),
Chiquita Brooks-LaSure, having
reviewed and approved this document,
authorizes Evell J. Barco Holland, who
is the Federal Register Liaison, to
electronically sign this document for
purposes of publication in the Federal
Register.

Dated: August 11, 2023.
Evell J. Barco Holland,

Federal Register Liaison, Centers for Medicare
& Medicaid Services.

[FR Doc. 2023-17569 Filed 8—-15-23; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA or the Agency) is
reopening the comment period for the
notice of availability that published in
the Federal Register of June 8, 2023. In
that notice, FDA requested comments
on the draft guidance for industry (GFI)
#279 entitled “Demonstrating
Bioequivalence for Type A Medicated
Articles Containing Active
Pharmaceutical Ingredient(s)
Considered To Be Poorly Soluble in
Aqueous Media, That Exhibit Little to
No Systemic Bioavailability, and Are
Locally Acting.” The Agency is taking
this action in response to a request for
an extension to allow interested persons
additional time to develop and submit
comments.

DATES: FDA is reopening the comment
period on the notice of availability
published June 8, 2023 (88 FR 37551).
Submit either electronic or written

comments on the draft guidance by
October 16, 2023 to ensure that the
Agency considers your comments on
this draft guidance before it begins work
on the final version of the guidance.
ADDRESSES: You may submit comments
on any guidance at any time as follows:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.

e If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see ‘“Written/Paper
Submissions” and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand Delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

e For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted
as detailed in “Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2023-D-1275 for “Demonstrating
Bioequivalence for Type A Medicated
Articles Containing Active
Pharmaceutical Ingredient(s)
Considered To Be Poorly Soluble in
Aqueous Media, That Exhibit Little to
No Systemic Bioavailability, and Are
Locally Acting.” Received comments
will be placed in the docket and, except
for those submitted as “Confidential
Submissions,” publicly viewable at
https://www.regulations.gov or at the
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Dockets Management Staff between 9
a.m. and 4 p.m., Monday through
Friday, 240—402-7500.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
https://www.regulations.gov. Submit
both copies to the Dockets Management
Staff. If you do not wish your name and
contact information to be made publicly
available, you can provide this
information on the cover sheet and not
in the body of your comments and you
must identify this information as
“confidential.” Any information marked
as “confidential” will not be disclosed
except in accordance with 21 CFR 10.20
and other applicable disclosure law. For
more information about FDA’s posting
of comments to public dockets, see 80
FR 56469, September 18, 2015, or access
the information at: https://
www.govinfo.gov/content/pkg/FR-2015-
09-18/pdf/2015-23389.pdf.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to https://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852, 240-402-7500.
FOR FURTHER INFORMATION CONTACT: lan
Hendricks, Center for Veterinary
Medicine (HFV-172), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 240-402-5661,
Ian.Hendricks@fda.hhs.gov.
SUPPLEMENTARY INFORMATION: In the
Federal Register of June 8, 2023 (88 FR
37551), FDA published a notice
announcing the availability of draft GFI
#279 entitled “Demonstrating
Bioequivalence for Type A Medicated
Articles Containing Active
Pharmaceutical Ingredient(s)
Considered To Be Poorly Soluble in
Aqueous Media, That Exhibit Little to
No Systemic Bioavailability, and Are
Locally Acting.” Interested persons

were originally given until August 7,
2023, to comment on the draft guidance.
The Agency received a request for a
60-day extension of the comment period

for the draft guidance. The requestor
indicated they needed more time to
complete development of comments to
submit in response to the draft
guidance. FDA has considered the
request and is reopening the comment
period for the draft guidance for 60
days, until October 16, 2023. The
Agency believes that a 60-day reopening
of the comment period allows adequate
time for interested persons to submit
comments to ensure that the Agency can
consider the comments on this draft
guidance before it begins work on the
final version of the guidance.

Dated: August 10, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023-17507 Filed 8—-15-23; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2006-D-0031]

Informed Consent: Guidance for
Institutional Review Boards, Clinical
Investigators, and Sponsors;
Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing the availability of a final
guidance for industry entitled
“Informed Consent: Guidance for
Institutional Review Boards, Clinical
Investigators, and Sponsors.” The
guidance announced in this notice is
intended to assist institutional review
boards (IRBs), clinical investigators, and
sponsors involved in clinical
investigations of FDA-regulated
products in carrying out their
responsibilities related to informed
consent. The guidance provides the
Agency’s recommendations regarding
informed consent and describes FDA
regulatory requirements to help assure
the protection of the rights and welfare
of human subjects in clinical
investigations. This guidance finalizes
the draft guidance entitled, “Informed
Consent Information Sheet: Guidance
for Institutional Review Boards, Clinical
Investigators, and Sponsors,” issued on
July 15, 2014, and supersedes FDA’s
guidance entitled “A Guide to Informed
Consent,” issued in September 1998.

DATES: The announcement of the
guidance is published in the Federal
Register on August 16, 2023.

ADDRESSES: You may submit either
electronic or written comments on
Agency guidances at any time as
follows:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.

¢ If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see ‘“Written/Paper
Submissions’ and ‘“Instructions’).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand Delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

¢ For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted
as detailed in “Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2006-D—0031 for the final guidance
entitled “Informed Consent: Guidance
for Institutional Review Boards, Clinical
Investigators, and Sponsors.” Received
comments will be placed in the docket
and, except for those submitted as
“Confidential Submissions,” publicly
viewable at https://www.regulations.gov
or at the Dockets Management Staff
between 9 a.m. and 4 p.m., Monday
through Friday, 240—-402-7500.
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