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out of compliance with AAHHS-HFAP’s
program requirements. These
monitoring procedures are used only
when AAHHS-HFAP identifies
noncompliance. If noncompliance is
identified through validation reviews or
complaint surveys conducted by the
State survey agency, the State survey
agency monitors corrections as specified
at §488.9.

++ AAHHS-HFAP’s capacity to report
deficiencies to the surveyed facilities
and respond to the facility’s plan of
correction in a timely manner.

++ AAHHS-HFAP’s capacity to
provide CMS with electronic data and
reports necessary for effective validation
and assessment of the organization’s
SUTVey process.

++ The adequacy of AAHHS-HFAP’s
staff and other resources, and its
financial viability.

++ AAHHS-HFAP’s capacity to
adequately fund required surveys.

++ AAHHS-HFAP’s policies with
respect to whether surveys are
announced or unannounced, to assure
that surveys are unannounced.

++ AAHHS-HFAP’s agreement to
provide CMS with a copy of the most
current accreditation survey together
with any other information related to
the survey as CMS may require
(including corrective action plans).

++ AAHHS-HFAP’s policies and
procedures to avoid conflicts of interest,
including the appearance of conflicts of
interest, involving individuals who
conduct surveys or participate in
accreditation decisions.

In accordance with section
1865(a)(3)(A) of the Act, the July 31,
2019 proposed notice also solicited
public comments regarding whether
AAHHS-HFAP’s requirements met or
exceeded the Medicare CoPs for CAHs.
No comments were received in response
to our proposed notice.

IV. Provisions of the Final Notice

A. Differences Between AAHHS-HFAP’s
Standards and Requirements for
Accreditation and Medicare Conditions
and Survey Requirements

We compared AAHHS-HFAP’s CAH
accreditation requirements and survey
process with the Medicare CoPs of part
485, and the survey and certification
process requirements of parts 488 and
489. Our review and evaluation of
AAHHS-HFAP’s CAH application,
which were conducted as described in
section III of this final notice, yielded
the following areas where, as of the date
of this notice, AAHHS-HFAP has
completed revising its standards and
certification processes in order to meet
the requirements at:

® §485.623(c)(6) through
§485.623(c)(6)(ii), to revise its standards
to clarify that either evacuation or a fire
watch is required.

e §485.625(d)(1)(i), to address the
requirement that initial training in
emergency preparedness policies,
procedures, including prompt reporting
and extinguishing of fire, protection,
and where necessary, evacuation of
patients, personnel, and guest, fire
prevention, and cooperation with
firefighting and disaster authorities, to
all new and existing staff, and
individuals providing services under
arrangement, and volunteers, consistent
with their expected roles.

e §485.625(e)(3), to revise its
standard that CAHs that do not maintain
an onsite fuel source to power
emergency generators are not required
to have a plan for maintaining such fuel
source in emergency circumstances.

o §488.26(b), to ensure that surveyors
are assessing compliance with the
hospital CoPs in CAH psychiatric and
rehabilitation Distinct Part Unit (DPUs).

B. Term of Approval

Based on our review and observations
described in section III of this final
notice, we have approved AAHHS/
HFAP’s as a national accreditation
organization for CAHs that request
participation in the Medicare program,
effective December 27, 2019 through
December 25, 2025.

V. Collection of Information
Requirements

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).

Dated: December 11, 2019.

Seema Verma,

Administrator, Centers for Medicare &
Medicaid Services.

[FR Doc. 2019-27836 Filed 12—23-19; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing the availability of a draft
guidance for industry entitled
“Requesting FDA Feedback on
Combination Products.” The purpose of
this guidance is to discuss ways in
which combination product sponsors
can obtain feedback from FDA on
scientific and regulatory questions and
to describe best practices for FDA and
sponsors when interacting on these
topics. These interactions can occur
through application-based mechanisms,
such as the pre-submission process used
in the Center for Devices and
Radiological Health (CDRH) and the
Center for Biologics and Research
(CBER) and the formal meetings used in
the Center for Drug Evaluation and
Research (CDER) and CBER, or through
Combination Product Agreement
Meetings (CPAMs), as appropriate.
DATES: Submit either electronic or
written comments on the draft guidance
by February 24, 2020 to ensure that the
Agency considers your comment 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
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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.

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—
2019-D-4739 for “Requesting FDA
Feedback on Combination Products.”
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.

¢ 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.

You may submit comments on any
guidance at any time (see 21 CFR
10.115(g)(5)).

Submit written requests for single
copies of the draft guidance to the Office
of Combination Products, Food and
Drug Administration, Bldg. 32, Rm.
5129, 10903 New Hampshire Ave.,
Silver Spring, MD 20993. Send one self-
addressed adhesive label to assist that
office in processing your requests. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the draft
guidance document.

FOR FURTHER INFORMATION CONTACT:
Melissa Burns, Office of Combination
Products, Food and Drug
Administration, 301-796-5616,
melissa.burns@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Background

FDA is announcing the availability of
a draft guidance for industry and FDA
staff entitled ‘“Requesting FDA Feedback
on Combination Products.” The purpose
of this guidance is to discuss ways in
which combination product sponsors
can obtain feedback from the Agency on
scientific and regulatory questions.
These interactions can occur through
application-based mechanisms, such as
the pre-submission process used in
CDRH and CBER and the formal
meetings used in CDER and CBER, or
through CPAMs, as appropriate.

We are publishing this guidance
consistent with the Agency’s ongoing
commitment to enhancing clarity and
transparency regarding regulatory
considerations for combination
products, and in accordance with the
mandate under section 503(g)(8)(C)(vi)
of the Federal Food, Drug, and
Cosmetics Act (FD&C Act) (21 U.S.C.
353(g)(8)(C)(vi)), which was added by
section 3038 of the 21st Century Cures
Act (Pub. L. 114-255) (Cures Act).
Section 503(g)(8)(C)(vi) requires FDA to
issue a final guidance addressing: (1)
The structured process for managing
pre-submission interactions with

sponsors developing combination
products; (2) best practices to ensure
FDA feedback in such pre-submission
interactions represents the Agency’s
best advice based on the information
provided during these pre-submission
interactions; and (3) how CPAMs relate
to other FDA meeting types, what
information should be submitted prior
to a CPAM, and the form and content of
agreements reached through a CPAM.

FDA is in the process of
operationalizing the procedures related
to submission and receipt of a CPAM
request. Therefore, if a sponsor wishes
to submit a CPAM request to FDA at this
time, the sponsor should first contact
the Product Jurisdiction Office for the
lead Center (CBERProductjurisdiction@
fda.hhs.gov, CDERProductjurisdiction@
fda.hhs.gov, or
CDRHProductjurisdiction@fda.hhs.gov)
and the Office of Combination Products
(combination@fda.hhs.gov) prior to
submitting a CPAM request to help
ensure that the CPAM request is
efficiently received and processed by
FDA.

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
The draft guidance, when finalized, will
represent the current thinking of FDA
on “Requesting FDA Feedback on
Combination Products.” It does not
establish any rights for any person and
is not binding on FDA or the public.
You can use an alternative approach if
it satisfies the requirements of the
applicable statutes and regulations.

II. Paperwork Reduction Act of 1995

Under the Paperwork Reduction Act
of 1995 (PRA) (44 U.S.C. 3501-3521),
Federal Agencies must obtain approval
from the Office of Management and
Budget (OMB) for each collection of
information they conduct or sponsor.
”Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes Agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
Agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (1) Whether
the proposed collection of information
is necessary for the proper performance
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of FDA'’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Combination Product
Agreement Meetings Under FD&C Act
Section 503(g)(2)(A)(i); Requesting FDA
Feedback on Combination Products.

Description of Respondents:
Respondents to this collection of
information are combination product
sponsors that submit CPAM requests.

Burden Estimate: This draft guidance
includes recommendations regarding
information that sponsors should
include in CPAM requests. Specifically,
the draft guidance states that for CPAM
requests, sponsors should:?

e Product Information.

O Include the product name,
description of the overall combination
product and constituent parts,
indications for use statement, and, as
applicable, route of administration and
dosing information.

© Include, as relevant:

= For a drug- or biological product-led
combination product that includes a
device constituent part, a device
description, design diagram or other
image, and identify components that are
part of the device.

= For a device-led combination
product, provide the chemical name,
established or proper name (if

available), and structure, for the drug
and/or biological product constituent
part(s).

= For a device-led combination
product, provide the route of
administration and/or dosing
information for the drug and/or
biological product constituent part(s).

= For combination products that
contain an active ingredient that is
included in an approved drug product
that the sponsor seeks to cross reference
or rely upon in its submission, identify
the application number of the approved
product.

= For combination products that
contain a device constituent part that is
a cleared or approved device that the
sponsor seeks to cross reference,
identify the application or submission
number for the previously cleared or
approved device.

e Background. Describe the status of
product development, summarize any
previous interactions with FDA on the
product, including applications,
application-based mechanisms, other
meetings, Request for Designations
(RFDs) or pre-RFDs, and identify the
proposed regulatory pathway if not
already established.

o Meeting Request. Include the
requested form of communication (i.e.,
face-to-face meeting, teleconference, or
written response). Summarize why the
specific communication format is
appropriate. If proposing a face-to-face
meeting or teleconference, provide three
proposed meeting dates/times, dates
and times when the sponsor is not
available, and a proposed agenda.

o Agreement Proposals Generally.
Identify the specific proposals for which
the sponsor seeks FDA agreement.
Proposals should be grouped by

discipline (e.g., Pharmacology/
Toxicology, Pharmaceutical Quality/
Chemistry and Manufacturing Controls
(CMC), Engineering, Human Factors)
where possible. The proposals should
be limited to those for which the
sponsor is seeking agreement from FDA.

¢ Rationale and Data Supporting
Proposals. Provide rationale(s) and data
adequate to support FDA’s review of the
agreement proposals. Organize the
rationale(s) and data by topic when
appropriate.

e Attendees. Include a list of planned
participants from the sponsor’s
organization, including names and
titles. A list of names, titles and
affiliations of consultants and
interpreters should also be included. If
this information changes, it should be
updated no later than 5 business days
prior to the meeting. If the sponsor
wishes to request that a specific FDA
staff member or expertise be included in
the meeting, that information should be
included in the CPAM request.

FDA has not received any CPAM
requests since the enactment of the
Cures Act in December 2016. FDA
estimates that less than one CPAM
request will be received per year by
each medical product center (CBER,
CDER, and CDRH). To provide a
conservative estimate of burden, FDA
estimates that approximately one CPAM
request will be submitted per year to
each medical product center. FDA
estimates that it will take sponsors
approximately 25 hours to compile and
draft the information that this draft
guidance recommends should be
included in a CPAM request.

FDA estimates the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1

Number of
Number of Total annual Hours per
FDA center respondents reé%%r;?]edseﬁte r responses response Total hours
1 1 1 25 25
1 1 1 25 25
1 1 1 25 25
TOMAL et enee | eeereesreesneesnennres | seessreesneeseeninees | eesireesneninenreans | teseeeineeseeneeenns 75

1There are no capital costs or operating and maintenance costs associated with this collection of information.

This draft guidance also refers to
previously approved collections of
information found in FDA regulations.
The collections of information
pertaining to orphan drug provisions in
21 CFR part 316 are approved under

1The draft guidance also notes that combination
products must be identified as such in CPAM

OMB control number 0910-0167; the
collections of information pertaining to
investigational device exemption
submission provisions in 21 CFR part
812 are approved under OMB control
number 0910-0078; the collections of

requests under section 503(g)(8)(C)(v)(I) of the
FD&C Act.

information pertaining to investigational
new drug submission provisions in 21
CFR part 312 are approved under OMB
control number 0910-0014; and the
collections of information pertaining to
biologics licensing submission
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provisions in 21 CFR part 601 are
approved under OMB control number
0910-0338.

II1. Electronic Access

Persons with access to the internet
may obtain the draft guidance at either
https://www.fda.gov/combination-
products/guidance-regulatory-
information/combination-products-
guidance-documents or https://
www.regulations.gov.

Dated: December 18, 2019.
Lowell J. Schiller,
Principal Associate Commissioner for Policy.
[FR Doc. 2019-27799 Filed 12—23-19; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
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Food and Drug Administration
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Advisory Committee; Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) announces a
forthcoming public advisory committee
meeting of the Tobacco Products
Scientific Advisory Committee (TPSAC,
the Committee). The general function of
the Committee is to provide advice and
recommendations to the Agency on
FDA'’s regulatory issues. The meeting
will be open to the public.

DATES: The meeting will be held on
February 14, 2020, from 8:30 a.m. to 5
p.m.

ADDRESSES: FDA White Oak Campus,
10903 New Hampshire Ave., Building
31 Conference Center, the Great Room
(Rm. 1503), Silver Spring, MD 20993—
0002. Answers to commonly asked
questions including information
regarding special accommodations due
to a disability, visitor parking, and
transportation may be accessed at:
https://www.fda.gov/Advisory
Committees/AboutAdvisoryCommittees/
ucm408555.htm.

For those unable to attend in person,
the meeting will also be webcast and
will be available at the following link:
https://collaboration.fda.gov/
tpsac021420/.

FOR FURTHER INFORMATION CONTACT:
Serina Hunter-Thomas, Office of
Science, Center for Tobacco Products,
Food and Drug Administration,
Document Control Center, Bldg. 71, Rm.
G335, 10903 New Hampshire Ave.,

Silver Spring, MD 20993-0002, 1-877—
287-1373, email: TPSAC@fda.hhs.gov,
or FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC
area). A notice in the Federal Register
about last minute modifications that
impact a previously announced
advisory committee meeting cannot
always be published quickly enough to
provide timely notice. Therefore, you
should always check the Agency’s
website at https://www.fda.gov/
AdvisoryCommittees/default.htm and
scroll down to the appropriate advisory
committee meeting link, or call the
advisory committee information line to
learn about possible modifications
before coming to the meeting.

SUPPLEMENTARY INFORMATION:

Agenda: On February 14, 2020, the
Center for Tobacco Product’s TPSAC
will convene for one open session,
during which the Committee will
discuss the modified risk tobacco
product applications, submitted by
22nd Century Group Inc. for the
following combusted filtered cigarette
tobacco products:

e MR0000159: VLN™ King

e MR0000160: VLN™ Menthol King

FDA intends to make background
material available to the public no later
than 2 business days before the meeting.
If FDA is unable to post the background
material on its website prior to the
meeting, the background material will
be made publicly available at the
location of the advisory committee
meeting, and the background material
will be posted on FDA’s website after
the meeting. Background material is
available at https://www.fda.gov/
AdvisoryCommittees/Calendar/
default.htm. Scroll down to the
appropriate advisory committee meeting
link.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person on or before February 7, 2020.
Oral presentations from the public will
be scheduled between
approximately10:45 a.m. and 11:45 a.m.
on February 14, 2020. Those individuals
interested in making formal oral
presentations should notify the contact
person (see FOR FURTHER INFORMATION
CONTACT) and submit a brief statement
describing the general nature of the
evidence or arguments they wish to
present and the names and email
addresses of proposed participants on or
before January 30, 2020, by 5 p.m.
Eastern Time. Time allotted for each
presentation may be limited. If the

number of registrants requesting to
speak is greater than can be reasonably
accommodated during the scheduled
open public hearing session, FDA may
conduct a lottery to determine the
speakers for the scheduled open public
hearing session. The contact person will
notify interested persons regarding their
request to speak by January 31, 2020.

Persons attending FDA’s advisory
committee meetings are advised that the
Agency is not responsible for providing
access to electrical outlets.

FDA welcomes the attendance of the
public at its advisory committee
meetings and will make every effort to
accommodate persons with disabilities.
If you require accommodations due to a
disability, please contact Serina Hunter-
Thomas at least 7 days in advance of the
meeting (see FOR FURTHER INFORMATION
CONTACT).

FDA is committed to the orderly
conduct of its advisory committee
meetings. Please visit our website at
https://www.fda.gov/Advisory
Committees/AboutAdvisoryCommittees/
ucm111462.htm for procedures on
public conduct during advisory
committee meetings.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: December 19, 2019.

Lowell J. Schiller,

Principal Associate Commissioner for Policy.
[FR Doc. 2019-27774 Filed 12-23-19; 8:45 am)]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2013-N-0579]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request; Biological
Products: Reporting of Biological
Product Deviations and Human Cells,
Tissues, and Cellular and Tissue-
Based Deviations in Manufacturing

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.
DATES: Fax written comments on the
collection of information by January 27,
2020.
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