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1 Topics for the ICCR–20 meeting were identified 
at the ICCR–19 meeting held on July 8 to 10, 2025, 
in Ottawa, Ontario, Canada. Outcomes of the ICCR– 
19 meeting are available at https://www.iccr- 
cosmetics.org/component/attachments/ 
attachments?id=175&task=download. 

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: 
Deborah Smegal, Office of Cosmetics 
and Colors, Office of the Chief Scientist, 
Food and Drug Administration, 5001 
Campus Dr., College Park, MD 20740, 
240–402–1818, Deborah.Smegal@
fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: 

I. Background 
The intention of the International 

Cooperation on Cosmetics Regulation 
(ICCR) multilateral framework is to pave 
the way for the removal of regulatory 
obstacles to international trade while 
maintaining global consumer protection. 
FDA is soliciting comments from the 
public on various topics pertaining to 
the regulation of cosmetics. We may use 
this input to help us prepare for the 
twentieth ICCR annual meeting (ICCR– 
20) that will be held July 7 to 9, 2026, 
in Tokyo, Japan. 

ICCR is a voluntary international 
group of cosmetics regulatory 
authorities, including the United States. 
These regulatory authority members 
will engage in dialogue with their 
relevant cosmetics industry trade 
associations and other interested 
parties. The current ICCR members can 
be found at: https://www.iccr- 
cosmetics.org/. The ICCR generally 
operates on a consensus-based decision- 
making process (see https://www.iccr- 
cosmetics.org/topics-documents/4-iccr- 
governance). All decisions will be 
compatible with the laws, policies, 
rules, regulations, and directives of the 
respective administrations and 
governments of the ICCR members. 
Members will implement and/or 
promote actions or documents within 

their own jurisdictions and seek 
convergence of regulatory policies and 
practices. Successful implementation 
will need input from interested parties. 

ICCR considers various topics of 
common interest and relevance for 
cosmetics (see https://www.iccr- 
cosmetics.org/topics-documents). 

II. Request for Comments 
FDA is requesting public comment on 

the following questions related to topics 
identified for the ICCR–20 meeting.1 
FDA is also requesting public comment 
on any additional cosmetics topics of 
interest for consideration by ICCR for 
future work. 

1. What new International 
Organization for Standardization (ISO) 
standards and technical reports should 
be considered for inclusion in the 
Updated Annex of International 
Standards in Cosmetics Report (Ref. 1)? 

2. What new non-animal testing 
methods should be considered for 
inclusion in the Inventory of Validated 
Non-Animal Testing Methods 
Applicable for Cosmetic Products and 
their Ingredients in all ICCR Regions 
(Ref. 2)? 

3. What are your suggestions to help 
make risk assessment using non-animal 
data a more common approach for safety 
assessments of cosmetic ingredients? 

4. What general principles should be 
considered for electronic labeling (e- 
labeling) and digital information for 
cosmetics across ICCR member 
jurisdictions? 

5. What are common questions and 
misconceptions and ways to improve 
understanding related to cosmetics use, 
safety, and regulation that arise across 
ICCR member jurisdictions? 

6. What are your suggestions for any 
changes to or considerations for ICCR’s 
purpose, mission, and future direction? 

III. 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. ICCR, ‘‘Updated Annex of International 

Standards in Cosmetics Report.’’ 2025. 
Accessed March 4, 2026. Available at: 

https://www.iccr-cosmetics.org/ 
component/attachments/?task=
download&id=181. 

2. ICCR, ‘‘Inventory of Validated Non-Animal 
Testing Methods Applicable for 
Cosmetic Products and their Ingredients 
in all ICCR Regions.’’ 2025. Accessed 
March 4, 2026. Available at: https://
www.iccr-cosmetics.org//downloads/ 
topics/2025-updated%20annex%20
of%20validated%20non- 
animal%20testing%20methods%20
applicable%20for%20cosmetics.pdf. 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–05280 Filed 3–17–26; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2026–N–0008] 

Advisory Committee; Obstetrics, 
Reproductive and Urologic Drugs 
Advisory Committee; Renewal 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice; renewal of Federal 
advisory committee. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
renewal of the Obstetrics, Reproductive 
and Urologic Drugs Advisory Committee 
by the Commissioner of Food and Drugs 
(the Commissioner). The Commissioner 
has determined that it is in the public 
interest to renew the Obstetrics, 
Reproductive and Urologic Drugs 
Advisory Committee for an additional 2 
years beyond the charter expiration 
date. The new charter will be in effect 
until the March 23, 2028, expiration 
date. 

DATES: Authority for the Obstetrics, 
Reproductive and Urologic Drugs 
Advisory Committee will expire on 
March 23, 2026, unless the 
Commissioner formally determines that 
renewal is in the public interest. 
FOR FURTHER INFORMATION CONTACT: 
Advisory Committee Oversight and 
Management Staff, Office of the Chief 
Scientist, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 31, Rm. 2417, Silver Spring, 
MD 20993–0002, (301) 796–7973, 
ACOMSSubmissions@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: Pursuant 
to 21 CFR 14.40(b) and 41 CFR 102– 
3.65, and following approval by the 
Department of Health and Human 
Services and review by the General 
Services Administration, FDA is 
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1 This number of committee members is an 
estimate that includes potential additional 
temporary voting members who may participate in 
specific advisory committee meetings. 

announcing the renewal of the 
Obstetrics, Reproductive and Urologic 
Drugs Advisory Committee (the 
Committee). The Committee is a 
discretionary Federal advisory 
committee established to provide advice 
to the Commissioner. The Committee 
advises the Commissioner or designee 
in discharging responsibilities as they 
relate to helping to ensure safe and 
effective drugs for human use and as 
required, any other product for which 
FDA has regulatory responsibility. 

The Committee reviews and evaluates 
data on the safety and effectiveness of 
marketed and investigational human 
drug products for use in the practice of 
obstetrics, gynecology, urology and 
related specialties, and makes 
appropriate recommendations to the 
Commissioner. 

The Committee shall consist of a core 
of at least six voting members including 
the Chair. Subject to legal and 
regulatory requirements, members and 
the Chair are selected by and serve at 
the discretion of the Commissioner or 
designee. Each member, including the 
Chair, will be selected from among 
authorities knowledgeable in the fields 
of obstetrics, gynecology, urology, 
epidemiology, or statistics and related 
specialties. 

Members may be invited to serve for 
terms of up to four years, or for less time 
in the discretion of the Commissioner or 
designee. Non-Federal members of this 
committee will serve as Special 
Government Employees or 
representatives. Federal members will 
serve as Regular Government Employees 
or Ex-Officios. 

In addition to the voting members, the 
Commissioner or designee may identify 
consumer and/or industry 
representatives to join the Committee 
(or serve as alternate representatives) as 
non-voting representative member(s), 
via a process consistent with legal and 
regulatory requirements. Individuals 
currently employed at FDA-regulated 
companies, such as pharmaceutical and 
medical device manufacturers, shall not 
be selected to serve as members of the 
Committee unless this Committee is 
expected to address issues for which 
inclusion of an industry representative 
is required by statute. If this Committee 
includes an industry representative, the 
Commissioner or designee will 
determine whether to invite them to 
participate in meetings on a case-by- 
case basis, according to applicable legal 
and regulatory requirements. 

The Commissioner or designee shall 
have the authority to select members of 
other scientific and technical FDA 
advisory committees to serve 
temporarily as voting members and to 

designate Special Government 
Employees to serve temporarily as 
voting members when: (1) expertise is 
required that is not available among 
current voting standing members of the 
Committee (when additional voting 
members are added to the Committee to 
provide needed expertise, a quorum will 
be based on the combined total of 
regular and added members), or (2) to 
comprise a quorum when, because of 
unforeseen circumstances, a quorum is 
or will be lacking. 

A quorum for the Committee is a 
majority of the current voting members 
present at the time, provided that FDA 
may specify a quorum that is less than 
a majority of the current voting 
members because of the size of the 
Committee and the variety in the types 
of issues that it will consider, or other 
reason determined appropriate in 
accordance with legal and regulatory 
requirements. 21 CFR 14.22(d). 

Members appointed to an advisory 
committee serve for the duration of the 
committee, or until their terms expire, 
they resign, or they are removed from 
membership by the Commissioner or 
designee. Committee members’ terms 
may be ended prior to their date of 
expiration, for reasons determined to be 
good cause. Good cause includes 
excessive absenteeism from committee 
meetings, a demonstrated bias that 
interferes with the ability to render 
objective advice, failure to abide by 
established procedures, or violation of 
other applicable rules and regulations. 

Further information regarding the 
most recent charter and other 
information can be found at https://
www.fda.gov/advisory-committees/ 
human-drug-advisory-committees/ 
obstetrics-reproductive-and-urologic- 
drugs-advisory-committee-formerly- 
bone-reproductive-and or by contacting 
the Advisory Committee Oversight and 
Management Staff (see FOR FURTHER 
INFORMATION CONTACT). Because the 
committee’s name and description of 
duties remain unchanged, 21 CFR 
14.100 will not be amended. 

Renewal Requirements and 
Justification: The Commissioner has 
determined that renewal of the 
Obstetrics, Reproductive and Urologic 
Drugs Advisory Committee is in the 
public interest. This determination is 
based on the Committee’s essential role 
in providing independent expert advice 
on complex scientific and regulatory 
matters related to obstetrics, gynecology, 
urology and related specialties, the 
continued need for specialized expertise 
in this therapeutic area, and the 
Committee’s demonstrated value in 
supporting FDA’s regulatory mission. 
The following information supports this 

determination in accordance with 
applicable legal and regulatory 
requirements. 

Public Interest Determination 

FDA estimates the following annual 
operating costs and staff years 
associated with this committee. 

(1) Annual budget and expected costs: 
$88,775. 

(i) Federal personnel (based on full- 
time equivalent (FTE) usage basis) and 
other Federal internal costs. 

The estimated person years of Federal 
staff support required is 0.25 at an 
estimated annual cost of $50,739. 

(ii) Proposed payments to members 
and number of members; and 

The estimated annual payment to 
members is $9,212 for twelve (12) 
committee members.1 

(iii) Reimbursable costs. 
The estimated annual reimbursable 

costs, including travel and related 
expenses for members, is $16,140. 

(2) If applicable, the total dollar value 
of grants expected to be recommended 
during the fiscal year. 

N/A. 
(3) Criteria for selecting members to 

ensure the committee has the necessary 
expertise and fairly balanced 
membership. 

Ensuring Necessary Expertise 

Members must have background, 
education, and experience 
commensurate with the committee’s 
function of advising FDA on the existing 
and relevant evidence of benefits and 
risks of marketed and investigational 
human drug products for use in the 
practice of obstetrics, gynecology, 
urology and related specialties. 
Scientific and technical competence is 
critical. Nominees should be 
acknowledged experts with 
demonstrated skills in critical 
evaluation of data and effective 
communication. As outlined in the 
committee charter, the membership 
should include authorities 
knowledgeable in the fields of 
obstetrics, gynecology, urology, 
epidemiology, or statistics and related 
specialties, as well as needed consumer 
and industry representation. FDA also 
follows the requirements in section 
505(n)(3) regarding membership of drug 
product advisory committees. (21 U.S.C. 
355(n)(3)). 
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Ensuring Fair Balance 

Appointments are made without 
discrimination. The committee is 
reviewed in totality for balance, 
characterized by inclusion of necessary 
knowledge, insight, and scientific 
perspective from the relevant 
community or expertise area. 
Nominations are sought from all 
geographic locations within the United 
States and its territories, and from 
diverse sources including professional 
and scientific societies, academia, 
government agencies, industry and trade 
associations, consumer and patient 
organizations, and current Agency staff. 

Selection Process 

A Federal Register Notice is 
published annually soliciting 
nominations for vacancies. Agency 
Designated Federal Officers and Office/ 
Division Directors review and evaluate 
prospective members for competence 
and suitability. Anyone may nominate 
an individual, including themselves, for 
committee membership. 

(4) List of all other Federal advisory 
committees of the agency. 

FDA maintains the following Federal 
advisory committees: 
• Anesthetic and Analgesic Drug 

Products Advisory Committee 
• Antimicrobial Drugs Advisory 

Committee 
• Blood Products Advisory Committee 
• Cardiovascular and Renal Drugs 

Advisory Committee 
• Cellular Tissue and Gene Therapies 

Advisory Committee 
• Dermatologic and Ophthalmic Drugs 

Advisory Committee 
• Device Good Manufacturing Practice 

Advisory Committee 
• Digital Health Advisory Committee 
• Drug Safety and Risk Management 

Advisory Committee 
• Endocrinologic and Metabolic Drugs 

Advisory Committee 
• Gastrointestinal Drugs Advisory 

Committee 
• Genetic and Metabolic Disease 

Advisory Committee 
• Medical Devices Advisory Committee 
• National Mammography Quality 

Assurance Advisory Committee 
(Administratively Inactive) 

• Nonprescription Drugs Advisory 
Committee 

• Oncologic Drugs Advisory Committee 
• Patient Engagement Advisory 

Committee 
• Pediatrics Advisory Committee 
• Peripheral and Central Nervous 

System Advisory Committee 
• Pharmacy Compounding Advisory 

Committee 
• Pharmacy Compounding Drugs AC 

• Psychopharmacologic Drugs Advisory 
Committee 

• Pulmonary-Allergy Drugs Advisory 
Committee 

• Risk Communication Advisory 
Committee (Administratively 
Inactive) 

• Science Board to the Food and Drug 
Administration 

• Technical and Electronic Products 
Safety Standards Advisory Committee 

• Tobacco Products Scientific Advisory 
Committee 
(5) Justification that the information 

or advice provided by the Federal 
advisory committee is not available 
from another Federal advisory 
committee, another Federal Government 
source, or any other more cost-effective 
and less burdensome source. 

The Obstetrics, Reproductive and 
Urologic Drugs Advisory Committee 
provides independent expert advice to 
FDA on the safety and effectiveness of 
marketed and investigational human 
drug products for use in the practice of 
obstetrics, gynecology, urology and 
related specialties. 

The topics considered by the 
Obstetrics, Reproductive and Urologic 
Drugs Advisory Committee require 
specialized expertise in the practice of 
obstetrics, gynecology, urology and 
related specialties that is not within the 
primary scope of other FDA advisory 
committees. Potential topics that may 
need committee input include products 
related to the topics outlined in Section 
(6) below. These and other issues cannot 
be appropriately addressed by another 
standing committee without 
diminishing the depth and relevance of 
the expert input provided to the 
Agency. 

(6) If the justification relates to a 
renewal, a summary of the previous 
accomplishments of the committee and 
the reasons it needs to continue. 

Summary of Previous Accomplishments 
In 2022, the committee discussed the 

Makena (hydroxyprogesterone caproate 
injection) application. Approved in 
2011 under accelerated approval, 
Makena was the only drug product 
approved to reduce the risk of recurrent 
preterm birth in women with a singleton 
pregnancy who have a history of 
singleton spontaneous preterm birth. As 
a condition of Makena’s approval, the 
applicant was required to conduct a 
confirmatory clinical trial (‘‘the 
PROLONG’’ trial) to verify and describe 
the predicted clinical benefit to 
newborns. The committee discussed 
whether the PROLONG trial verified the 
clinical benefit of Makena and whether 
available evidence demonstrated that 
Makena was effective for its approved 

indication. The Committee discussed 
whether FDA should allow Makena to 
remain on the market while an 
appropriate confirmatory study was 
being designed. Their recommendations 
informed FDA’s decision to withdraw 
approval for Makena in 2023. 

Patients benefit from this committee’s 
review and evaluation of obstetrics, 
reproductive and urologic drugs. Topics 
on which FDA may seek input from this 
committee include the following: 

• Contraception and family planning 
• Treatment for endometriosis and 

adenomyosis 
• Treatment of menstrual disorders 
• Prevention of preterm birth 
• Female and male infertility 
• Female and male sexual dysfunction 
• Testosterone for hypogonadism in 

men 
• Lactation disorders 
• Treatment of menopausal symptoms 
• Medical treatment of cervical 

dysplasia associated with human 
papilloma virus infection 

• Treatment of preeclampsia 
• Bladder pain disorders 
• Overactive bladder disorders 
• Treatment of benign prostate disease 

(7) Explanation of why the committee/ 
subcommittee is essential to the conduct 
of agency business. 

Reasons for Continuation 

The committee plays a critical role in 
enabling FDA to meet the requirements 
of sections 505(n)(1) and (s)(1) of the 
Federal Food, Drug, and Cosmetic Act 
by providing expert scientific advice 
and recommendations. Without the 
Obstetrics, Reproductive and Urologic 
Drugs Advisory Committee, FDA’s 
ability to obtain external expert input on 
issues related to the approval and 
regulation of the safety and effectiveness 
of marketed and investigational human 
drug products for use in the practice of 
obstetrics, gynecology, urology and 
related specialties would be 
significantly limited. 

In conclusion, this public interest 
determination documents that renewing 
the committee is in the public interest, 
essential to the conduct of agency 
business, and that the information to be 
obtained is not already available 
through another advisory committee or 
source within the Federal Government. 

This notice is issued under the 
Federal Advisory Committee Act as 
amended (5 U.S.C. 1001 et seq.). For 
general information related to FDA 
advisory committees, please visit us at 

VerDate Sep<11>2014 17:35 Mar 17, 2026 Jkt 268001 PO 00000 Frm 00026 Fmt 4703 Sfmt 4703 E:\FR\FM\18MRN1.SGM 18MRN1kh
am

m
on

d 
on

 D
S

K
9W

7S
14

4P
R

O
D

 w
ith

 N
O

T
IC

E



13034 Federal Register / Vol. 91, No. 52 / Wednesday, March 18, 2026 / Notices 

1 Over-the-Counter Monograph Drug User Fee 
Amendments, title V of Division F of the 
Continuing Appropriations, Agriculture, Legislative 
Branch, Military Construction and Veterans Affairs, 
and Extensions Act, 2026 (Pub. L. 119–37). 

2 https://www.federalregister.gov/documents/ 
2025/12/29/2025-23852/over-the-counter- 
monograph-drug-user-fee-amendments-otc- 
monograph-order-request-fee-rates-for-fiscal. 

3 Under section 744M(a)(1)(A)(i) of the FD&C Act, 
‘‘Each person that owns a facility identified as an 
OTC monograph drug facility at any time during the 
applicable period . . . for a fiscal year shall be 
assessed an annual fee for each such facility’’. The 
applicable period for FY 2026 is the 12-month 
period ending December 31, 2025. 

4 Assuming that, as we anticipate, the FY 2026 fee 
appropriation will occur prior to June 1, 2026. 
Under section 744M(a)(1)(D)(i), the FY 2026 facility 
fees are due on the later of: (1) the first business 
day of June 2026 (i.e., June 1, 2026) or (2) the first 
business day after the enactment of an 
appropriations Act providing for the collection and 
obligation of FY 2026 OMUFA fees. 

5 These OMUFA facility fees are for FY 2026, per 
section 744M(a) of the FD&C Act. 

http://www.fda.gov/ 
AdvisoryCommittees/default.htm. 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–05313 Filed 3–17–26; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2026–N–2362] 

Over-the-Counter Monograph Drug 
Facility Fee Rates for Fiscal Year 2026 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Federal Food, Drug, and 
Cosmetic Act (FD&C Act), as amended 
by the Over-the-Counter Monograph 
Drug User Fee Amendments (herein 
referred to as ‘‘OMUFA II’’), authorizes 
the Food and Drug Administration 
(FDA, the Agency, or we) to assess and 
collect user fees from qualifying 
manufacturers of over-the-counter 
(OTC) monograph drugs and submitters 
of OTC monograph order requests 
(OMORs) for fiscal years 2026 through 
2030. This notice publishes the OTC 
monograph drug facility (MDF) fee rates 
for fiscal year (FY) 2026. 
DATES: These facility fees are effective 
on October 1, 2025, and will remain in 
effect through September 30, 2026. 
FOR FURTHER INFORMATION CONTACT: 
Olufunmilayo Ariyo, Office of Financial 
Management, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Silver Spring, MD 20993, 240– 
402–4989; or the User Fees Support 
Staff at OO-OFBA-OFM-UFSS- 
Government@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 
Section 744M of the FD&C Act (21 

U.S.C. 379j–72), as amended by OMUFA 
II,1 authorizes FDA to assess and collect, 
for each of fiscal years 2026 through 
2030: (1) facility fees from qualifying 
owners of OTC MDFs and (2) fees from 
submitters of qualifying OMORs. The 
OMOR fee rates for FY 2026 were 
published on December 29, 2025.2 

These fees are to support FDA’s OTC 
monograph drug activities, which are 
detailed in section 744L(6) of the FD&C 
Act (21 U.S.C. 379j–71(6)) and include 
specified FDA activities associated with 
OTC monograph drugs. For OMUFA 
purposes: 

• An OTC monograph drug is a 
nonprescription drug without an 
approved new drug application that is 
governed by the provisions of section 
505G of the FD&C Act (21 U.S.C. 355h) 
(see section 744L(5) of the FD&C Act); 

• An OTC MDF is a foreign or 
domestic business or other entity that, 
in addition to meeting other criteria, is 
engaged in manufacturing or processing 
the finished dosage form of an OTC 
monograph drug (see section 744L(10) 
of the FD&C Act); and 

• A contract manufacturing 
organization (CMO) facility is an OTC 
monograph drug facility where neither 
the owner nor any affiliate of the owner 
or facility sells the OTC monograph 
drug produced at such facility directly 
to wholesalers, retailers, or consumers 
in the United States (see section 744L(2) 
of the FD&C Act). 

Under section 744M(a)(1)(A) of the 
FD&C Act, a facility fee for FY 2026 
shall be assessed with respect to each 
facility that is identified as an OTC 
monograph drug facility during the fee- 
liable period from January 1, 2025, 
through December 31, 2025.3 Consistent 
with the statute, FDA will assess and 
collect facility fees with respect to the 
two types of OTC monograph drug 
facilities—MDF and CMO facilities. A 
full facility fee will be assessed to each 
qualifying person that owns a facility 
identified as an MDF (see section 
744M(a)(1)(A) of the FD&C Act), and a 
reduced facility fee of two-thirds will be 
assessed to each qualifying person that 
owns a facility identified as a CMO 
facility (see section 744M(a)(1)(B)(ii) of 
the FD&C Act). The facility fees for FY 
2026 are due on June 1, 2026 (see 
section 744M(a)(1)(D)(i)(I) of the FD&C 
Act).4 

As discussed in greater detail below, 
OTC monograph drug facilities are 
exempt from FY 2026 facility fees if 

they had ceased OTC monograph drug 
activities, and updated their registration 
with FDA to that effect, prior to January 
1, 2025 (see section 
744M(a)(1)(B)(i)(I)(aa) of the FD&C Act). 

For FY 2026, the OMUFA facility fee 
rates are: MDF facility fees ($19,188) 
and CMO facility fees ($12,792). These 
fees are effective for the period from 
October 1, 2025, through September 30, 
2026.5 This document is issued 
pursuant to section 744M(a)(4) and 
744M(c)(5)(B) of the FD&C Act and 
describes the calculations used to set 
the OMUFA facility fees for FY 2026 in 
accordance with the directives in the 
statute. 

II. Facility Fee Revenue Amount for FY 
2026 

A. Base Fee Revenue Amount 
Under OMUFA, FDA sets annual 

facility fees to generate the total facility 
fee revenues for each fiscal year 
established by section 744M(b) of the 
FD&C Act. The yearly base revenue 
amount is the starting point for setting 
annual facility fee rates. The base 
revenue for FY 2026 is the dollar 
amount of the total revenue amount for 
the previous fiscal year, without certain 
adjustments made for that previous 
year, and is $36,467,438 (see section 
744M(b)(2)(A) of the FD&C Act). 

B. Fee Revenue Adjustment for Inflation 
Under OMUFA, the annual base 

revenue amount for facility fees is 
adjusted for inflation for FY 2026, per 
section 744M(c)(1) of the FD&C Act. 
That provision states that the dollar 
amount of the inflation adjustment is 
equal to the product of the annual base 
revenue for the fiscal year and the 
inflation adjustment percentage. For FY 
2026, the inflation adjustment 
percentage is equal to the sum of: 

• The average annual percent change 
in cost, per full-time equivalent (FTE) 
position of the FDA, of all personnel 
compensation and benefits (PC&B) paid 
with respect to such positions for the 
first 3 years of the preceding 4 FYs, 
multiplied by the proportion of PC&B 
costs to total costs of the OTC 
monograph drug activities for the first 3 
years of the preceding 4 FYs (see section 
744M(c)(1)(C)(i) of the FD&C Act); and 

• The average annual percent change 
that occurred in the Consumer Price 
Index (CPI) for urban consumers 
(Washington-Arlington-Alexandria, DC- 
VA-MD-WV; Not Seasonally Adjusted; 
All items; Annual Index) for the first 3 
years of the preceding 4 years of 
available data multiplied by the 
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