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with incidental food contact (21 CFR
178.3570(a)(3)); and polyethylene film,
such that it does not exceed 1% by
weight of polyethylene polymer and
such that the film is not subjected to a
dose of radiation exceeding 60 kilograys
by gamma, electron beam, or X-radiation
(21 CFR 179.45(d)(2)(i)).

We also note that BHA is listed for
use in the United States Department of
Agriculture (USDA)’s specifications for
butteroil (7 CFR 58.305(b)) and USDA'’s
and FDA'’s standards of identity for
margarine (9 CFR 319.700(b)(6), 21 CFR
166.110(b)(5)). The uses are within the
scope of the GRAS regulation at 21 CFR
182.3169.

As part of our systematic review of
chemicals in food, FDA is beginning a
post-market assessment of the safety of
BHA as used in food and as a food
contact substance (see https://
www.fda.gov/food/food-chemical-
safety/list-select-chemicals-food-supply-
under-fda-review). This assessment
supports the Make America Healthy
Again Commission’s recommendation to
implement an evidence-based
systematic process for post-market
assessment of chemicals in food (see
https://www.whitehouse.gov/wp-
content/uploads/2025/09/The-MAHA-
Strategy-WH.pdf). The objective of our
assessment is to determine if BHA is
safe under its conditions of use in food
or as a food contact substance
considering the latest state of the
science. While FDA previously
concluded the authorized uses to be
safe, new information may require
reconsideration of the regulatory status
or the safe uses of a substance in or on
food.

II. Request for Information

FDA is requesting information on
uses, use levels, dietary exposure, and
safety data on BHA currently used in
food and as a food contact substance.
Information from food manufacturers on
uses and levels is crucial for food
chemical assessments. We encourage
food manufacturers to participate in this
data call, with options for aggregated
submissions through trade groups or
other collaborations. We do not need
information about individual products
and their recipes, but rather data about
the levels of use in general product
categories. Voluntary submission of data
and information on current uses and use
levels will help to refine our dietary
exposure assessments. We use
maximizing assumptions to estimate
dietary exposure (see, e.g., “Guidance
for Industry: Estimating Dietary Intake
of Substances in Food,” available at
https://www.fda.gov/regulatory-
information/search-fda-guidance-

documents/guidance-industry-
estimating-dietary-intake-substances-
food). Without refinements assisted by
manufacturer-use information, this may
lead to overestimation of dietary
exposure that could impact
authorizations for the chemical’s use in
food or as a food contact substance.

Specifically, FDA requests the
following:

1. General food categories in which
BHA is used (for example, cookies, soft
drinks, other categories listed in 21 CFR
170.3(n), USDA’s What We Eat in
America survey (Ref. 2), or the Codex
General Standard for Food Additives
(Ref. 3)).;

2. Typical and maximum use levels of
BHA in each applicable general food
category;

3. Information on the current food
contact uses of BHA, including data on
migration of BHA from food contact
materials into food;

4. Subpopulations with high BHA
dietary exposure or particular safety
concerns relevant to food and food
contact uses of BHA;

5. Other dietary sources of BHA, such
as dietary supplements, natural
occurrence in common foods, residues
in animal products, or as contaminants
in food or drinking water;

6. Market share of foods in each
applicable general food category and
food contact materials that are
formulated with BHA;

7. Biomonitoring data for BHA or its
metabolites;

8. Updated market disappearance or
poundage data for BHA;

9. Information on potential
chemically or pharmacologically related
substances used in food or as food
contact substances;

10. Safety data relevant to use of BHA
in food or as a food contact substance,
especially unpublished data;

11. Documentation of GRAS
conclusions or prior sanctions for uses
of BHA in food or as a food contact
substance that are different from those
described above;

12. Information that may support the
conclusion that BHA is no longer used
for one or more of its authorized
intended uses in food or as a food
contact substance.

I1I. References

The following references are on
display at the Dockets Management Staff
(see ADDRESSES) and are available for
viewing by interested persons between
9 a.m. and 4 p.m., Monday through
Friday; they are also available
electronically at https://
www.regulations.gov. Although FDA
verified the website addresses in this

document, please note that websites are
subject to change over time.

1. Citizen Petition from Roger D.
Middlekauff, dated January 23, 1987,
available at regulations.gov in Docket
No. FDA-2026—-N—-0302.

2. What We Eat in America Food Categories,
available at https://www.ars.usda.gov/
northeast-area/beltsville-md-bhnre/
beltsville-human-nutrition-research-
center/food-surveys-research-group/
docs/dmr-food-categories/.

3. Codex General Standard for Food
Additives, available at https://
www.fao.org/gsfaonline/foods/
index.html.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2026—02761 Filed 2-10-26; 8:45 am|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2023-N-5706]
Voluntary Quality Management

Maturity Prototype Assessment
Protocol Evaluation Program

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for a limited number of
drug manufacturing establishments to
participate in the third year of the
voluntary Quality Management Maturity
(QMM) Prototype Assessment Protocol
Evaluation Program. The Center for
Drug Evaluation and Research (CDER) is
implementing this voluntary program
for manufacturers of CDER-regulated
drug products to gain additional
experience with the assessment tool and
process. The continuation of this
voluntary program is needed to assure
that these assessments enable consistent
and meaningful evaluations of
establishments’ quality management
practices and provide useful feedback
for the establishments. This notice
outlines the types of establishments
FDA is seeking for participation and the
process for submitting a request to
participate in the program.

DATES: FDA intends to accept requests
to participate in the voluntary QMM
Prototype Assessment Protocol
Evaluation Program through April 13,
2026. See the “Participation” section of
this document for instructions on
submitting a request to participate and
for information about the selection
process.
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FOR FURTHER INFORMATION CONTACT: For
questions about the voluntary QMM
Prototype Assessment Protocol
Evaluation Program, contact Djamila
Harouaka, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 51, Rm. 4160, Silver Spring,
MD 20993-0002, 240—402—-0224, CDER-
QMMe@fda.hhs.gov. To submit a request
to participate in the program, contact
Conchetta Newton, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Building 51, Rm. 4144,
240-402-6551, CDER-QMM®@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Background

QMM refers to the extent to which
drug manufacturing establishments
implement quality management
practices that prioritize patients, drive
continual improvement, and enhance
supply chain reliability through the
strategic integration of business
decisions and manufacturing operations
with quality practices and technological
advancements. CDER has developed a
voluntary QMM program to encourage
drug manufacturers to implement
quality management practices that go
beyond current good manufacturing
practice (CGMP) requirements.!

Following completion of the first year
of the program, CDER refined the
prototype QMM assessment tool
(including both a protocol and rubric),
which is used to evaluate how
effectively establishments monitor and
manage quality and quality systems.2 In
CY 2026, CDER intends to continue the
voluntary QMM Prototype Assessment
Protocol Evaluation Program to evaluate
a drug manufacturing establishment’s
quality management practices and
provide actionable feedback for the
establishment. This notice announces
CDER’s intent to continue the QMM
Prototype Assessment Protocol
Evaluation Program, outlines the types
of establishments CDER is seeking for
participation, and describes the process
for submitting a request to participate in
the program.

In 2024, CDER evaluated nine
establishments during the initial year of
the voluntary QMM Prototype
Assessment Protocol Evaluation

1FDA has solicited comments to inform the
development of this program. See 88 FR 63587,
September 15, 2023.

2For additional information, see CDER’s Quality
Management Maturity (QMM) Program: Practice
Areas and Prototype Assessment Protocol
Development (2023), available at https://
www.fda.gov/media/171705/download?attachment.

Program.? CDER used a standardized
prototype assessment protocol and
rubric to evaluate each establishment’s
practices, behaviors, and responses to
specific questions. Feedback from
participants in the first year of the
program indicated that the QMM report,
engagement with the assessment team,
and the ability to have open discussions
provided value to establishments and
highlighted strengths and opportunities
for improvement. In addition,
participating establishments were able
to share challenges and successes
related to their manufacturing sectors.

The 2024 QMM program provided
CDER with experience in the successful
application of the standardized
prototype assessment protocol and
rubric at nine drug manufacturing
establishments. The nine establishments
represented a range of manufacturing
sectors (e.g., generic drug
manufacturers, contract testing
laboratory, brand drug manufacturers)
in the pharmaceutical industry. The
prototype assessment protocol and
rubric distinguished differences in
maturity levels between practice areas at
a single establishment. Differences in
maturity levels were also clearly
discerned between establishments.
Using the insights gained from these
experiences, CDER streamlined the
QMM assessment tool to make the
prototype protocol and rubric clearer
and more concise.

CDER is now evaluating the refined
assessment tool at more establishments
in the second year of the QMM
Prototype Assessment Protocol
Evaluation Program, which is ongoing.
Through this announcement, CDER is
offering an opportunity for additional
establishments to volunteer to
participate. This will allow CDER to
gain further experience with the
assessment tool, expand our knowledge
of quality management practices in the
industry, and provide additional drug
manufacturing establishments with
actionable feedback.

II. Participation

A. Establishment Characteristics

CDER will consider the following
establishment characteristics when
identifying potential participants for the
third year of the QMM Prototype
Assessment Protocol Evaluation
Program:

e The potential participant is an
establishment as defined in 21 CFR
207.1 that registers with FDA under
section 510 of the Federal Food, Drug,
and Cosmetic Act (FD&C Act) and

3 See 89 FR 4950, January 25, 2024.

manufactures, prepares, propagates,
compounds, or processes drugs, or APIs
used in such drugs, subject to approval
or licensure under section 505 of the
FD&C Act or section 351 of the Public
Health Service Act, or that are marketed
pursuant to section 505G of the FD&C
Act without an approved application
under section 505 of the FD&C Act
(often referred to as over-the-counter
(OTC) monograph drug products).

e The establishment received at least
one human drug surveillance
inspection.4

e The current inspection
classification for the establishment at
the time of the request to participate is
No Action Indicated (NAI) or Voluntary
Action Indicated (VAI).

e The establishment manufactures,
prepares, propagates, compounds, or
processes at least one CDER-regulated
drug (API or finished drug product) that
is currently in commercial distribution
in the U.S.

e The establishment is willing to
participate in an onsite or hybrid
assessment.

B. Requests To Participate

Drug product manufacturers that meet
the establishment characteristics
described in section II.A and are
interested in participating in the
voluntary QMM Prototype Assessment
Protocol Evaluation Program should
submit a request directly to Conchetta
Newton (see FOR FURTHER INFORMATION
CONTACT). To be considered for this
program, a request should include all
the following information:

(1) A contact person (name and
email).

(2) Manufacturing establishment
address.

(3) Establishment FDA Establishment
Identifier (FEI) and Data Universal
Numbering System Numbers (DUNS).

(4) A brief description of the business
operations (e.g., manufacturing, testing,
re/packaging, re/labeling, sterilizing,
storing, distributing, or salvaging)
conducted at the establishment. Please
indicate whether the establishment
produces active pharmaceutical
ingredients (APIs), generic drugs,
innovator drugs, over-the-counter (OTC)
drugs, biological drug products, and if
the establishment is a contract
manufacturing or contract testing
organization.

(5) Confirmation that the
establishment features the
characteristics discussed in section II.A
of this notice.

4Inspections conducted by FDA or by Mutual
Recognition Agreement (MRA) partners and
classified by FDA would fulfill this criterion.
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C. Selection Process

CDER intends to select participants
that reasonably reflect the diversity of
the industry. CDER intends to notify
each establishment of a decision on
their request to participate within 60
days of receipt. CDER intends to select
up to nine volunteer participants for
this program.

D. FDA-Participant Interactions

CDER intends to notify participants of
their selection and confirm their
willingness to participate. Selected
participants will receive orientation
materials which will contain additional
information about program timelines,
milestones, and expectations.
Participating establishments will also
receive a pre-assessment questionnaire,
which will provide them with specific
topic areas that will be covered during
the assessment. The pre-assessment
questionnaire is intended to help
establishments prepare for the
assessment and identify the relevant
subject matter experts to support the
assessment. CDER will also provide
each establishment with options for
dates and times to schedule the
assessment which may take up to five
days.

Each assessment will be conducted by
a team of three assessors. The
assessment team will be composed of
CDER staff and will not include FDA
personnel from the Office of Inspections
and Investigations charged with the
responsibility of ensuring CGMP
compliance. In advance of the
assessment, the establishment will
receive an agenda so that they can
assure the appropriate subject matter
experts are available at the requested
times. The entire leadership team does
not need to be present for the full
assessment. If necessary, personnel may
participate remotely as the
establishment deems appropriate.

Following completion of the
assessment, each participating
establishment will receive a QMM
assessment report that provides their
score in each practice area and
underlying topics covered along with
context for how the score was
determined. The report will highlight 2—
3 areas of strength and 2-3 actionable
opportunities for improvement in each
practice area. Participating
establishments are encouraged to select
at least one opportunity for
improvement identified in the QMM
assessment report and develop a plan to
implement improvement(s).
Establishments are requested to share
their improvement plan with CDER, and
a meeting will be scheduled to discuss

the proposed plan 3 months after the
assessment. Approximately 6 months
after the assessment, CDER will
schedule a final check-in meeting to
discuss any progress made toward the
improvement goals. CDER will solicit
feedback from each establishment on
the assessment, the QMM assessment
report, and invites any suggestions or
input to improve the program. This
information will help CDER evaluate the
QMM assessment tool and process to
determine whether it enables a
meaningful assessment of the
establishment’s quality management
practices and if feedback for the
establishment is actionable.

Lowell M. Zeta,

Acting Deputy Commissioner for Policy,
Legislation, and International Affairs.

[FR Doc. 2026—-02768 Filed 2—10-26; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of General Medical
Sciences; Cancellation of Meeting

Notice is hereby given of a change in
the meeting of the National Institute of
General Medical Sciences, March 18,
2026, 9:30 a.m. to 4:30 p.m., National
Institutes of Health, NIGMS, Natcher
Building, 45 Center Drive, Bethesda, MD
20892 which was published in the
Federal Register on December 29, 2025,
FR Doc. 2025-23835, 90 FR 60733.

This meeting notice is to cancel the
meeting scheduled for March 18, 2026.
This meeting will not be rescheduled.

Dated: February 9, 2026.
David W. Freeman,

Supervisory Program Analyst, Office of
Federal Advisory Committee Policy.

[FR Doc. 2026—02726 Filed 2—10-26; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

Pursuant to section 1009 of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and

the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel;
Fellowships: Risk, Prevention, and Health
Behavior.

Date: March 11-12, 2026.

Time: 9:00 a.m. to 5:30 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Trina Colleen Salm Ward,
Ph.D., Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 594—-5254, salmwardtc@
csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Career
Development K Awards: Clinical Scientists,
Bioengineering, Surgery and Imaging.

Date: March 11, 2026.

Time: 10:00 a.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Evon Sami Abisaid, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, Bethesda, MD 20892, (227) 259-7968,
evon.abisaid@nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; PAR-23—
242: NCI Research Specialist (Laboratory-
based Scientist) Award (R50).

Date: March 11, 2026.

Time: 11:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.

Meeting Format: Virtual Meeting.

Contact Person: Bruce Daniel Hissong,
Ph.D., Scientific Review Officer, Cancer
Therapeutics Branch, Division of
Translational and Clinical Sciences, Center
for Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Rm. 806E,
Bethesda, MD 20892, (240) 276-7752,
bruce.hissong@nih.gov.

Name of Committee: Bioengineering
Sciences & Technologies Integrated Review
Group; Drug and Biologic Therapeutic
Delivery Study Section.

Date: March 16-17, 2026.

Time: 9:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Address: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892.
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