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119TH CONGRESS REPORT " ! HOUSE OF REPRESENTATIVES 1st Session 119–300 

OVER-THE-COUNTER MONOGRAPH DRUG USER FEE 
AMENDMENTS 

SEPTEMBER 17, 2025.—Committed to the Committee of the Whole House on the 
State of the Union and ordered to be printed 

Mr. GUTHRIE, from the Committee on Energy and Commerce, 
submitted the following 

R E P O R T 

[To accompany H.R. 4273] 

The Committee on Energy and Commerce, to whom was referred 
the bill (H.R. 4273) to amend the Federal Food, Drug, and Cos-
metic Act to revise and extend the user fee program for over-the- 
counter monograph drugs, and for other purposes, having consid-
ered the same, reports favorably thereon with an amendment and 
recommends that the bill as amended do pass. 
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The amendment is as follows: 
Strike all after the enacting clause and insert the following: 
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Strike all after the enacting clause and insert the fol-
lowing: 

SECTION 1. SHORT TITLE. 

This Act may be cited as the ‘‘Over-the-Counter Monograph Drug User Fee 
Amendments’’. 
SEC. 2. FINDING. 

Congress finds that the fees authorized by the amendments made in this Act will 
be dedicated to OTC monograph drug activities, as set forth in the goals identified 
for purposes of part 10 of subchapter C of chapter VII of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 379j–71 et seq.), in the letters from the Secretary of 
Health and Human Services to the Chairman of the Committee on Energy and Com-
merce of the House of Representatives and the Chairman of the Committee on 
Health, Education, Labor, and Pensions of the Senate, as set forth in the Congres-
sional Record. 
SEC. 3. DEFINITIONS. 

Section 744L(9)(A) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379j– 
71(9)(A)) is amended— 

(1) in clause (v), by striking ‘‘; or’’ and inserting a semicolon; 
(2) in clause (vi)— 

(A) by striking ‘‘addition’’ and inserting ‘‘the addition’’; and 
(B) by striking the period and inserting ‘‘; or’’; and 

(3) by adding at the end the following: 
‘‘(vii) the addition or modification of a testing procedure applicable to one 

or more OTC monograph drugs, provided that such additional or modified 
testing procedure reflects a voluntary consensus standard with respect to 
pharmaceutical quality that is— 

‘‘(I) established by a national or international standards development 
organization; and 

‘‘(II) recognized by the Secretary through a process described in guid-
ance for industry, initially published in July 2023, or any successor 
guidance, publicly available on the website of the Food and Drug Ad-
ministration, which addresses voluntary consensus standards for phar-
maceutical quality.’’. 

SEC. 4. AUTHORITY TO ASSESS AND USE OTC MONOGRAPH FEES. 

(a) TYPES OF FEES.—Section 744M(a)(1) of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 379j–72(a)(1)) is amended— 

(1) in subparagraph (A)— 
(A) by striking ‘‘on December 31 of the fiscal year or at any time during 

the preceding 12-month period’’ and inserting ‘‘at any time during the appli-
cable period specified in clause (ii) for a fiscal year’’; 

(B) by striking ‘‘Each person’’ and inserting the following: 
‘‘(i) ASSESSMENT OF FEES.—Each person’’; and 

(C) by adding at the end the following: 
‘‘(ii) APPLICABLE PERIOD.—For purposes of clause (i), the applicable 

period is— 
‘‘(I) for fiscal year 2026, the 12-month period ending on December 

31, 2025; 
‘‘(II) for fiscal year 2027, the 9-month period ending on Sep-

tember 30, 2026; and 
‘‘(III) for fiscal year 2028 and each subsequent fiscal year, the 12- 

month period ending on September 30 of the preceding fiscal 
year.’’; 

(2) in subparagraph (B)(i), by amending subclause (I) to read as follows: 
‘‘(I) has ceased all activities related to OTC monograph drugs 

prior to— 
‘‘(aa) for purposes of fiscal year 2026, January 1, 2025; 
‘‘(bb) for purposes of fiscal year 2027, January 1, 2026; and 
‘‘(cc) for purposes of fiscal year 2028 and each subsequent fis-

cal year, October 1 of the preceding fiscal year; and’’; and 
(3) by amending subparagraph (D) to read as follows: 

‘‘(D) DUE DATE.— 
‘‘(i) FISCAL YEAR 2026.—For fiscal year 2026, the facility fees required 

under subparagraph (A) shall be due on the later of— 
‘‘(I) the first business day of June of such year; or 
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‘‘(II) the first business day after the enactment of an appropria-
tions Act providing for the collection and obligation of fees under 
this section for such year. 

‘‘(ii) FISCAL YEAR 2027.—For fiscal year 2027, the facility fees required 
under subparagraph (A) shall be due— 

‘‘(I) in a first installment representing 50 percent of such fee, on 
the later of— 

‘‘(aa) October 1, 2026; or 
‘‘(bb) the first business day after the enactment of an appro-

priations Act providing for the collection and obligation of fees 
under this section for such year; and 

‘‘(II) in a second installment representing the remaining 50 per-
cent of such fee, on— 

‘‘(aa) February 1, 2027; or 
‘‘(bb) if an appropriations Act described in subclause (I)(bb) 

is not in effect on February 1, 2027, the first business day after 
enactment of such an appropriations Act. 

‘‘(iii) SUBSEQUENT FISCAL YEARS.—For fiscal year 2028 and each sub-
sequent fiscal year, the facility fees required under subparagraph (A) 
shall be due on the later of— 

‘‘(I) the first business day on or after October 1 of the fiscal year; 
or 

‘‘(II) the first business day after the date of enactment of an ap-
propriations Act providing for the collection and obligation of fees 
under this section for the fiscal year.’’. 

(b) FEE REVENUE AMOUNTS.—Section 744M(b) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 379j–72(b)) is amended to read as follows: 

‘‘(b) FEE REVENUE AMOUNTS.— 
‘‘(1) IN GENERAL.—For each of the fiscal years 2026 through 2030, fees under 

subsection (a)(1) shall be established to generate a total facility fee revenue 
amount equal to the sum of— 

‘‘(A) the annual base revenue for the fiscal year (as determined under 
paragraph (2)); 

‘‘(B) the dollar amount equal to the inflation adjustment for the fiscal 
year (as determined under subsection (c)(1)); 

‘‘(C) the dollar amount equal to the operating reserve adjustment for the 
fiscal year, if applicable (as determined under subsection (c)(2)); 

‘‘(D) additional direct cost adjustments (as determined under subsection 
(c)(3)); 

‘‘(E) an additional dollar amount equal to— 
‘‘(i) $2,373,000 for fiscal year 2026; 
‘‘(ii) $1,233,000 for fiscal year 2027; and 
‘‘(iii) $854,000 for fiscal year 2028; and 

‘‘(F) in the case of a fiscal year for which the Secretary applies the one- 
time facility fee workload adjustment under subsection (c)(4), the dollar 
amount equal to such adjustment. 

‘‘(2) ANNUAL BASE REVENUE.—For purposes of paragraph (1), the dollar 
amount of the annual base revenue for a fiscal year shall be— 

‘‘(A) for fiscal year 2026, the dollar amount of the total revenue amount 
established for fiscal year 2025 under this subsection as in effect on the day 
before the date of enactment of the Over-the-Counter Monograph Drug 
User Fee Amendments, not including any adjustments made for such fiscal 
year 2025 under subsection (c)(2), as so in effect; and 

‘‘(B) for fiscal years 2027 through 2030, the dollar amount of the total 
revenue amount established under this subsection for the previous fiscal 
year, not including any adjustments made for such previous fiscal year 
under subsection (c)(2) or (c)(3).’’. 

(c) ADJUSTMENTS; ANNUAL FEE SETTING.—Section 744M(c) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 379j–72) is amended— 

(1) in paragraph (1)— 
(A) in subparagraph (A), in the matter preceding clause (i)— 

(i) by striking ‘‘subsection (b)(2)(B)’’ and inserting ‘‘subsection 
(b)(1)(B)’’; and 

(ii) by striking ‘‘fiscal year 2022 and each subsequent fiscal year’’ and 
inserting ‘‘each fiscal year’’; 

(B) in subparagraph (B), by striking ‘‘fiscal year 2022’’ and all that follows 
through the period at the end and inserting the following: ‘‘a fiscal year 
shall be equal to the product of— 

‘‘(i) for fiscal year 2026— 
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‘‘(I) the fee for fiscal year 2025 under subsection (a)(2); and 
‘‘(II) the inflation adjustment percentage under subparagraph 

(C); and 
‘‘(ii) for each of fiscal years 2027 through 2030— 

‘‘(I) the applicable fee under subsection (a)(2) for the preceding 
fiscal year; and 

‘‘(II) the inflation adjustment percentage under subparagraph 
(C).’’; and 

(C) in subparagraph (C)— 
(i) in the matter preceding clause (i), by inserting ‘‘the sum of’’ after 

‘‘is equal to’’; 
(ii) by striking clause (i); 
(iii) by redesignating subclauses (I) and (II) of clause (ii) as clauses 

(i) and (ii), respectively, and adjusting the margins accordingly; 
(iv) by striking ‘‘(ii) for each of fiscal years 2024 and 2025, the sum 

of—’’; and 
(v) in clause (ii), as so redesignated, by striking ‘‘Washington-Balti-

more, DC–MD–VA–WV’’ and inserting ‘‘Washington–Arlington–Alexan-
dria–DC–VA–MD–WV’’; 

(2) in paragraph (2)— 
(A) in subparagraph (A)— 

(i) by striking ‘‘fiscal year 2021 and subsequent fiscal years’’ and in-
serting ‘‘each fiscal year’’; 

(ii) by striking ‘‘subsections (b)(1)(B) and (b)(2)(C)’’ and inserting 
‘‘subsection (b)(1)(C)’’; and 

(iii) by striking ‘‘the number of weeks specified in subparagraph (B)’’ 
and inserting ‘‘10 weeks’’; 

(B) by striking subparagraph (B); 
(C) by redesignating subparagraphs (C) and (D) as subparagraphs (B) and 

(C), respectively; and 
(D) in subparagraph (C), as so redesignated, by striking ‘‘paragraph (4) 

establishing’’ and inserting ‘‘paragraph (5) publishing’’; 
(3) in paragraph (3)— 

(A) in the matter preceding subparagraph (A), by striking ‘‘subsection 
(b)(2)(D)’’ and inserting ‘‘subsection (b)(1)(D)’’; and 

(B) by striking subparagraphs (A) through (E) and inserting the fol-
lowing: 

‘‘(A) $135,000 for fiscal year 2026; 
‘‘(B) $300,000 for fiscal year 2027; 
‘‘(C) $55,000 for fiscal year 2028; 
‘‘(D) $30,000 for fiscal year 2029; and 
‘‘(E) $0 for fiscal year 2030.’’; and 

(4) by striking paragraph (4) and inserting the following: 
‘‘(4) ONE-TIME FACILITY FEE WORKLOAD ADJUSTMENT.— 

‘‘(A) IN GENERAL.—In addition to the adjustments under paragraphs (1), 
(2), and (3), the Secretary may further increase the fee revenues and fees 
through a one-time adjustment made for fiscal year 2028, 2029, or 2030, in 
accordance with this paragraph. 

‘‘(B) ADJUSTMENT DESCRIBED.— 
‘‘(i) CONDITIONS FOR ADJUSTMENT.—An adjustment under this para-

graph may be made for a fiscal year only if— 
‘‘(I) an adjustment under this paragraph had not been made for 

any prior fiscal year; 
‘‘(II) the average number of OTC monograph drug facilities sub-

ject to a facility fee under subsection (a)(1) over the period of the 
preceding 3 fiscal years exceeds 1,625; and 

‘‘(III) with respect to facilities described in subclause (II), the av-
erage number of such facilities (expressed as a percentage) that ap-
peared on the arrears lists pursuant to subsection (e)(1)(A)(i) over 
the period of the preceding 3 fiscal years is less than 30 percent. 

‘‘(ii) AMOUNT OF ADJUSTMENT.—An adjustment under this paragraph 
for a fiscal year shall equal the product of— 

‘‘(I) the total facility revenue amount determined under sub-
section (b) for the fiscal year, exclusive of the adjustment under 
this paragraph for such fiscal year; and 

‘‘(II) the excess facility percentage described in clause (iii). 
‘‘(iii) EXCESS FACILITY PERCENTAGE.—The excess facility percentage 

described in this clause is— 
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‘‘(I) the amount by which the average number of OTC monograph 
drug facilities subject to a facility fee under subsection (a)(1) over 
the preceding 3 fiscal years exceeds 1,625; divided by 

‘‘(II) 1,625. 
‘‘(5) ANNUAL FEE SETTING.—The Secretary shall, not later than 60 days before 

the first day of each fiscal year— 
‘‘(A) establish for such fiscal year, based on the revenue amounts under 

subsection (b) and the adjustments provided under this subsection— 
‘‘(i) OTC monograph drug facility fees under subsection (a)(1); and 
‘‘(ii) OTC monograph order request fees under subsection (a)(2); and 

‘‘(B) publish such fee revenue amounts, facility fees, and OTC monograph 
order request fees in the Federal Register.’’. 

(d) CREDITING AND AVAILABILITY OF FEES.—Section 744M(f) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 379j–72(f)) is amended— 

(1) in paragraph (2)(D)— 
(A) in the subparagraph heading, by striking ‘‘IN SUBSEQUENT YEARS’’; 

and 
(B) by striking ‘‘(after fiscal year 2021)’’; and 

(2) in paragraph (3), by striking ‘‘2021 through 2025’’ and inserting ‘‘2026 
through 2030’’. 

SEC. 5. REAUTHORIZATION; REPORTING REQUIREMENTS. 

Section 744N of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379j–73) 
is amended— 

(1) in subsection (a)— 
(A) by striking ‘‘Beginning with fiscal year 2021, and not later than 120 

calendar days after the end of each fiscal year thereafter’’ and inserting 
‘‘Not later than 120 calendar days after the end of each fiscal year’’; and 

(B) by striking ‘‘section 3861(b) of the CARES Act’’ and inserting ‘‘section 
2 of the Over-the-Counter Monograph Drug User Fee Amendments’’; 

(2) in subsection (b), by striking ‘‘fiscal year 2021 and each subsequent fiscal 
year’’ and inserting ‘‘each fiscal year’’; and 

(3) in subsection (d), by striking ‘‘2025’’ each place it appears and inserting 
‘‘2030’’. 

SEC. 6. REGULATION OF CERTAIN NONPRESCRIPTION DRUGS THAT ARE MARKETED WITH-
OUT AN APPROVED DRUG APPLICATION. 

(a) DEVELOPMENT ADVICE TO SPONSORS OR REQUESTORS.—Section 505G(h) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355h(h)) is amended by striking 
‘‘sponsors or requestors’’ and inserting ‘‘sponsors, requestors, or organizations nomi-
nated by sponsors or requestors to represent their interests in a proceeding’’. 

(b) TECHNICAL CORRECTION.—Section 505G(b)(2)(A)(iv)(III) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355h(b)(2)(A)(iv)(III)) is amended by striking ‘‘re-
questors’’ and inserting ‘‘sponsors or requestors’’. 
SEC. 7. SUNSET DATES. 

(a) AUTHORIZATION.—Sections 744L and 744M of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 379j–71; 379j–72) shall cease to be effective October 1, 
2030. 

(b) REPORTING REQUIREMENTS.—Section 744N of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 379j–73) shall cease to be effective January 31, 2031. 
SEC. 8. EFFECTIVE DATE. 

The amendments made by this Act shall take effect on October 1, 2025, or the 
date of the enactment of this Act, whichever is later, except that fees under part 
10 of subchapter C of chapter VII of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 379j–71 et seq.) shall be assessed beginning October 1, 2025, regardless of 
the date of the enactment of this Act. 
SEC. 9. SAVINGS CLAUSE. 

Notwithstanding the amendments made by this Act, part 10 of subchapter C of 
chapter VII of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379j–71 et seq.), 
as in effect on the day before the date of enactment of this Act, shall continue to 
be in effect with respect to assessing and collecting any fee required by such part 
for a fiscal year prior to fiscal year 2026. 

PURPOSE AND SUMMARY 

H.R. 4273 reauthorizes the Over-the-Counter Monograph Drug 
User Fee Program (OMUFA) for fiscal years 2026 to 2030. 
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1 U.S. FOOD AND DRUG ADMIN., Over-The-Counter Monograph Drug User Fee Program 
(OMUFA) (2025), https://www.fda.gov/industry/fda-user-fee-programs/over-counter-monograph- 
drug-user-fee-program-omufa. 

BACKGROUND AND NEED FOR LEGISLATION 

The Coronavirus Aid, Relief, and Economic Security Act (CARES 
Act), signed into law in March 2020, authorized the Food and Drug 
Administration (FDA) to assess and collect user fees dedicated to 
over-the-counter (OTC) monograph drug activities through the OTC 
Monograph Drug User Fee Program (OMUFA I). 

Under OMUFA, fees paid by the regulated industry support 
FDA’s regulatory activities related to OTC monograph drugs, while 
the FDA commits to adhere to certain negotiated performance goals 
and procedures related to various OTC monograph activities.1 

Reauthorization of this program would include the negotiated 
agreement on performance goals and procedures between FDA and 
industry for the upcoming five-year period. This would be the first 
reauthorization of OMUFA (OMUFA II). 

COMMITTEE ACTION 

On July 16, 2025, the Subcommittee on Health held a hearing on 
H.R. 4273. The title of the hearing was ‘‘Legislative Proposals to 
Maintain and Improve the Public Health Workforce, Rural Health, 
and Over-the-Counter Medicines.’’ The Subcommittee received tes-
timony from: 

• Dr. Jacqueline Corrigan-Curay, JD, MD, Acting Director 
for Center for Drug Evaluation and Research (CDER), U.S. 
Food and Drug Administration; 

• Dr. Candice Chen, MD, MPH, Acting Associate Adminis-
trator for Health Workforce, U.S. Health Resources and Serv-
ices Administration; and 

• Tom Morris, MPA, Associate Administrator for Rural 
Health Policy, U.S. Health Resources and Services Administra-
tion. 

On July 23, 2025, the full Committee on Energy and Commerce 
met in open markup session and ordered H.R. 4273, as amended, 
favorably reported to the House by a record vote of 51 yeas and 0 
nays. 

COMMITTEE VOTES 

Clause 3(b) of rule XIII requires the Committee to list the record 
votes on the motion to report legislation and amendments thereto. 
The following reflects the record votes taken during the Committee 
consideration: 
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OVERSIGHT FINDINGS AND RECOMMENDATIONS 

Pursuant to clause 2(b)(1) of rule X and clause 3(c)(1) of rule 
XIII, the Committee held hearings and made findings that are re-
flected in this report. 

NEW BUDGET AUTHORITY, ENTITLEMENT AUTHORITY, AND TAX 
EXPENDITURES 

Pursuant to clause 3(c)(2) of rule XIII, the Committee finds that 
H.R. 4273 would result in no new or increased budget authority, 
entitlement authority, or tax expenditures or revenues. 

CONGRESSIONAL BUDGET OFFICE ESTIMATE 

Pursuant to clause 3(c)(3) of rule XIII, at the time this report 
was filed, the cost estimate prepared by the Director of the Con-
gressional Budget Office pursuant to section 402 of the Congres-
sional Budget Act of 1974 was not available. 

FEDERAL MANDATES STATEMENT 

The Committee adopts as its own the estimate of Federal man-
dates prepared by the Director of the Congressional Budget Office 
pursuant to section 423 of the Unfunded Mandates Reform Act. 

STATEMENT OF GENERAL PERFORMANCE GOALS AND OBJECTIVES 

Pursuant to clause 3(c)(4) of rule XIII, the general performance 
goal or objective of this legislation is to reauthorize the Over-the- 
Counter Monograph Drug User Fee Program (OMUFA) for fiscal 
years 2026 to 2030. 

DUPLICATION OF FEDERAL PROGRAMS 

Pursuant to clause 3(c)(5) of rule XIII, no provision of H.R. 4273 
is known to be duplicative of another Federal program, including 
any program that was included in a report to Congress pursuant 
to section 21 of Public Law 111–139 or the most recent Catalog of 
Federal Domestic Assistance. 

RELATED COMMITTEE AND SUBCOMMITTEE HEARINGS 

Pursuant to clause 3(c)(6) of rule XIII, the following related hear-
ings were used to develop or consider H.R. 4273: 

• On April 1, 2025, the Subcommittee on Health held a 
hearing on H.R. 4273. The title of the hearing was ‘‘Examining 
the FDA’s Regulation of Over-the-Counter Monograph Drugs.’’ 
The Subcommittee received testimony from: 

» Kevin Menzel, Member, Board of Directors, Consumer 
Healthcare Products Association; President, Focus Con-
sumer Healthcare; 

» Douglas M. Troutman, Interim Co-Chief Executive Of-
ficer, American Cleaning Institute; 

» Kim Wezik, MPH, Director of Advocacy, Melanoma 
Research Foundation; 

» Scott Faber, Senior Vice President, Government Af-
fairs, Environmental Working Group; and 
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» Carl D’Ruiz, MPH, Senior Science, Advocacy, and 
Business Development Manager for Beauty and Care, 
North America, dsm-firmenich. 

• On July 16, 2025, the Subcommittee on Health held a 
hearing on H.R. 4273. The title of the hearing was ‘‘Legislative 
Proposals to Maintain and Improve the Public Health Work-
force, Rural Health, and Over-the-Counter Medicines.’’ The 
Subcommittee received testimony from: 

» Dr. Jacqueline Corrigan-Curay, JD, MD, Acting Direc-
tor for Center for Drug Evaluation and Research (CDER), 
U.S. Food and Drug Administration; 

» Dr. Candice Chen, MD, MPH, Acting Associate Ad-
ministrator for Health Workforce, U.S. Health Resources 
and Services Administration; and 

» Tom Morris, MPA, Associate Administrator for Rural 
Health Policy, U.S. Health Resources and Services Admin-
istration. 

COMMITTEE COST ESTIMATE 

Pursuant to clause 3(d)(1) of rule XIII, the Committee adopts as 
its own the cost estimate prepared by the Director of the Congres-
sional Budget Office pursuant to section 402 of the Congressional 
Budget Act of 1974. At the time this report was filed, the estimate 
was not available. 

EARMARK, LIMITED TAX BENEFITS, AND LIMITED TARIFF BENEFITS 

Pursuant to clause 9(e), 9(f), and 9(g) of rule XXI, the Committee 
finds that H.R. 4273 contains no earmarks, limited tax benefits, or 
limited tariff benefits. 

ADVISORY COMMITTEE STATEMENT 

No advisory committees within the meaning of section 5(b) of the 
Federal Advisory Committee Act were created by this legislation. 

APPLICABILITY TO LEGISLATIVE BRANCH 

The Committee finds that the legislation does not relate to the 
terms and conditions of employment or access to public services or 
accommodations within the meaning of section 102(b)(3) of the Con-
gressional Accountability Act. 

SECTION-BY-SECTION ANALYSIS OF THE LEGISLATION 

Section 1. Short title 
Section 1 provides a short title of ‘‘Over-the-Counter Monograph 

Drug User Fee Amendments.’’ 

Section 2. Finding 
Section 2 reports that Congress finds the fees authorized in this 

legislation will be dedicated to OTC monograph drug activities. 

Section 3. Definitions 
Section 3 amends the definition of a Tier 2 OTC monograph 

order request to add a new category of such requests, specifically 
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for the addition or modification of certain testing procedures in the 
applicable monograph(s). 

Section 4. Authority to assess and use OTC monograph fees 
Section 4 authorizes the Secretary to continue to assess and col-

lect fees as determined by an annual base revenue amount with 
certain permitted adjustments, as well as to continue the 10-week 
operating reserve. This Section also makes certain changes to the 
process of setting annual facility fees, including changes to the re-
quired timelines. 

Section 5. Reauthorization; reporting requirements 
Section 5 reauthorizes the requirements included in OMUFA I 

for the Secretary to prepare and issue certain reports to Congress 
related to OTC monograph drug activities, including progress made 
towards the negotiated performance goals. 

Section 6. Regulation of certain nonprescription drugs that are mar-
keted without an approved drug application 

Section 6 clarifies that organizations nominated by sponsors or 
requestors to represent their interests are permitted to meet with 
FDA officials related to obtaining advice on certain information to 
support submissions relevant to nonprescription drugs. This section 
also makes a technical correction to clarify that both sponsors and 
requestors are permitted to pursue formal dispute resolutions re-
lated to certain administrative orders. 

Section 7. Sunset dates 
Section 7 establishes sunsets for certain authorities outlined 

within this legislation. 

Section 8. Effective date 
Section 8 specifies the effective date for the amendments in this 

legislation and ensures that certain fees can be assessed and col-
lected beginning October 1, 2025. 

Section 9. Savings clause 
Section 9 preserves the applicability of the previous OMUFA I 

fee authority with respect to fees due and payable prior to enact-
ment of the amendments made by this legislation. 

CHANGES IN EXISTING LAW MADE BY THE BILL, AS REPORTED 

In compliance with clause 3(e) of rule XIII of the Rules of the 
House of Representatives, changes in existing law made by the bill, 
as reported, are shown as follows (existing law proposed to be omit-
ted is enclosed in black brackets, new matter is printed in italics, 
and existing law in which no change is proposed is shown in 
roman): 

FEDERAL FOOD, DRUG, AND COSMETIC ACT 

* * * * * * * 
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CHAPTER V—DRUGS AND DEVICES 

SUBCHAPTER A—DRUGS AND DEVICES 

* * * * * * * 
SEC. 505G. REGULATION OF CERTAIN NONPRESCRIPTION DRUGS 

THAT ARE MARKETED WITHOUT AN APPROVED DRUG AP-
PLICATION. 

(a) NONPRESCRIPTION DRUGS MARKETED WITHOUT AN APPROVED 
APPLICATION.—Nonprescription drugs marketed without an ap-
proved drug application under section 505, as of the date of the en-
actment of this section, shall be treated in accordance with this 
subsection. 

(1) DRUGS SUBJECT TO A FINAL MONOGRAPH; CATEGORY I 
DRUGS SUBJECT TO A TENTATIVE FINAL MONOGRAPH.—A drug is 
deemed to be generally recognized as safe and effective under 
section 201(p)(1), not a new drug under section 201(p), and not 
subject to section 503(b)(1), if— 

(A) the drug is— 
(i) in conformity with the requirements for non-

prescription use of a final monograph issued under 
part 330 of title 21, Code of Federal Regulations (ex-
cept as provided in paragraph (2)), the general re-
quirements for nonprescription drugs, and conditions 
or requirements under subsections (b), (c), and (k); and 

(ii) except as permitted by an order issued under 
subsection (b) or, in the case of a minor change in the 
drug, in conformity with an order issued under sub-
section (c), in a dosage form that, immediately prior to 
the date of the enactment of this section, has been 
used to a material extent and for a material time 
under section 201(p)(2); or 

(B) the drug is— 
(i) classified in category I for safety and effective-

ness under a tentative final monograph that is the 
most recently applicable proposal or determination 
issued under part 330 of title 21, Code of Federal Reg-
ulations; 

(ii) in conformity with the proposed requirements for 
nonprescription use of such tentative final monograph, 
any applicable subsequent determination by the Sec-
retary, the general requirements for nonprescription 
drugs, and conditions or requirements under sub-
sections (b), (c), and (k); and 

(iii) except as permitted by an order issued under 
subsection (b) or, in the case of a minor change in the 
drug, in conformity with an order issued under sub-
section (c), in a dosage form that, immediately prior to 
the date of the enactment of this section, has been 
used to a material extent and for a material time 
under section 201(p)(2). 

(2) TREATMENT OF SUNSCREEN DRUGS.—With respect to sun-
screen drugs subject to this section, the applicable require-
ments in terms of conformity with a final monograph, for pur-
poses of paragraph (1)(A)(i), shall be the requirements specified 
in part 352 of title 21, Code of Federal Regulations, as pub-
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lished on May 21, 1999, beginning on page 27687 of volume 64 
of the Federal Register, except that the applicable require-
ments governing effectiveness and labeling shall be those spec-
ified in section 201.327 of title 21, Code of Federal Regulations. 

(3) CATEGORY III DRUGS SUBJECT TO A TENTATIVE FINAL 
MONOGRAPH; CATEGORY I DRUGS SUBJECT TO PROPOSED MONO-
GRAPH OR ADVANCE NOTICE OF PROPOSED RULEMAKING.—A drug 
that is not described in paragraph (1), (2), or (4) is not required 
to be the subject of an application approved under section 505, 
and is not subject to section 503(b)(1), if— 

(A) the drug is— 
(i) classified in category III for safety or effective-

ness in the preamble of a proposed rule establishing a 
tentative final monograph that is the most recently 
applicable proposal or determination for such drug 
issued under part 330 of title 21, Code of Federal Reg-
ulations; 

(ii) in conformity with— 
(I) the conditions of use, including indication 

and dosage strength, if any, described for such 
category III drug in such preamble or in an appli-
cable subsequent proposed rule; 

(II) the proposed requirements for drugs classi-
fied in such tentative final monograph in category 
I in the most recently proposed rule establishing 
requirements related to such tentative final mono-
graph and in any final rule establishing require-
ments that are applicable to the drug; and 

(III) the general requirements for nonprescrip-
tion drugs and conditions or requirements under 
subsection (b) or (k); and 

(iii) in a dosage form that, immediately prior to the 
date of the enactment of this section, had been used 
to a material extent and for a material time under sec-
tion 201(p)(2); or 

(B) the drug is— 
(i) classified in category I for safety and effective-

ness under a proposed monograph or advance notice of 
proposed rulemaking that is the most recently applica-
ble proposal or determination for such drug issued 
under part 330 of title 21, Code of Federal Regula-
tions; 

(ii) in conformity with the requirements for non-
prescription use of such proposed monograph or ad-
vance notice of proposed rulemaking, any applicable 
subsequent determination by the Secretary, the gen-
eral requirements for nonprescription drugs, and con-
ditions or requirements under subsection (b) or (k); 
and 

(iii) in a dosage form that, immediately prior to the 
date of the enactment of this section, has been used to 
a material extent and for a material time under sec-
tion 201(p)(2). 

(4) CATEGORY II DRUGS DEEMED NEW DRUGS.—A drug that is 
classified in category II for safety or effectiveness under a ten-
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tative final monograph or that is subject to a determination to 
be not generally recognized as safe and effective in a proposed 
rule that is the most recently applicable proposal issued under 
part 330 of title 21, Code of Federal Regulations, shall be 
deemed to be a new drug under section 201(p), misbranded 
under section 502(ee), and subject to the requirement for an 
approved new drug application under section 505 beginning on 
the day that is 180 calendar days after the date of the enact-
ment of this section, unless, before such day, the Secretary de-
termines that it is in the interest of public health to extend the 
period during which the drug may be marketed without such 
an approved new drug application. 

(5) DRUGS NOT GRASE DEEMED NEW DRUGS.—A drug that the 
Secretary has determined not to be generally recognized as 
safe and effective under section 201(p)(1) under a final deter-
mination issued under part 330 of title 21, Code of Federal 
Regulations, shall be deemed to be a new drug under section 
201(p), misbranded under section 502(ee), and subject to the 
requirement for an approved new drug application under sec-
tion 505. 

(6) OTHER DRUGS DEEMED NEW DRUGS.—Except as provided 
in subsection (m), a drug is deemed to be a new drug under 
section 201(p) and misbranded under section 502(ee) if the 
drug— 

(A) is not subject to section 503(b)(1); and 
(B) is not described in paragraph (1), (2), (3), (4), or (5), 

or subsection (b)(1)(B). 
(b) ADMINISTRATIVE ORDERS.— 

(1) IN GENERAL.— 
(A) DETERMINATION.—The Secretary may, on the initia-

tive of the Secretary or at the request of one or more re-
questors, issue an administrative order determining 
whether there are conditions under which a specific drug, 
a class of drugs, or a combination of drugs, is determined 
to be— 

(i) not subject to section 503(b)(1); and 
(ii) generally recognized as safe and effective under 

section 201(p)(1). 
(B) EFFECT.—A drug or combination of drugs shall be 

deemed to not require approval under section 505 if such 
drug or combination of drugs— 

(i) is determined by the Secretary to meet the condi-
tions specified in clauses (i) and (ii) of subparagraph 
(A); 

(ii) is marketed in conformity with an administra-
tive order under this subsection; 

(iii) meets the general requirements for nonprescrip-
tion drugs; and 

(iv) meets the requirements under subsections (c) 
and (k). 

(C) STANDARD.—The Secretary shall find that a drug is 
not generally recognized as safe and effective under section 
201(p)(1) if— 
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(i) the evidence shows that the drug is not generally 
recognized as safe and effective under section 
201(p)(1); or 

(ii) the evidence is inadequate to show that the drug 
is generally recognized as safe and effective under sec-
tion 201(p)(1). 

(2) ADMINISTRATIVE ORDERS INITIATED BY THE SECRETARY.— 
(A) IN GENERAL.—In issuing an administrative order 

under paragraph (1) upon the Secretary’s initiative, the 
Secretary shall— 

(i) make reasonable efforts to notify informally, not 
later than 2 business days before the issuance of the 
proposed order, the sponsors of drugs who have a list-
ing in effect under section 510(j) for the drugs or com-
bination of drugs that will be subject to the adminis-
trative order; 

(ii) after any such reasonable efforts of notification— 
(I) issue a proposed administrative order by 

publishing it on the website of the Food and Drug 
Administration and include in such order the rea-
sons for the issuance of such order; and 

(II) publish a notice of availability of such pro-
posed order in the Federal Register; 

(iii) except as provided in subparagraph (B), provide 
for a public comment period with respect to such pro-
posed order of not less than 45 calendar days; and 

(iv) if, after completion of the proceedings specified 
in clauses (i) through (iii), the Secretary determines 
that it is appropriate to issue a final administrative 
order— 

(I) issue the final administrative order, together 
with a detailed statement of reasons, which order 
shall not take effect until the time for requesting 
judicial review under paragraph (3)(D)(ii) has ex-
pired; 

(II) publish a notice of such final administrative 
order in the Federal Register; 

(III) afford ørequestors¿ sponsors or requestors 
of drugs that will be subject to such order the op-
portunity for formal dispute resolution up to the 
level of the Director of the Center for Drug Eval-
uation and Research, which initially must be re-
quested within 45 calendar days of the issuance of 
the order, and, for subsequent levels of appeal, 
within 30 calendar days of the prior decision; and 

(IV) except with respect to drugs described in 
paragraph (3)(B), upon completion of the formal 
dispute resolution procedure, inform the persons 
which sought such dispute resolution of their right 
to request a hearing. 

(B) EXCEPTIONS.—When issuing an administrative order 
under paragraph (1) on the Secretary’s initiative proposing 
to determine that a drug described in subsection (a)(3) is 
not generally recognized as safe and effective under section 
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201(p)(1), the Secretary shall follow the procedures in sub-
paragraph (A), except that— 

(i) the proposed order shall include notice of— 
(I) the general categories of data the Secretary 

has determined necessary to establish that the 
drug is generally recognized as safe and effective 
under section 201(p)(1); and 

(II) the format for submissions by interested 
persons; 

(ii) the Secretary shall provide for a public comment 
period of no less than 180 calendar days with respect 
to such proposed order, except when the Secretary de-
termines, for good cause, that a shorter period is in 
the interest of public health; and 

(iii) any person who submits data in such comment 
period shall include a certification that the person has 
submitted all evidence created, obtained, or received 
by that person that is both within the categories of 
data identified in the proposed order and relevant to 
a determination as to whether the drug is generally 
recognized as safe and effective under section 
201(p)(1). 

(3) HEARINGS; JUDICIAL REVIEW.— 
(A) IN GENERAL.—Only a person who participated in 

each stage of formal dispute resolution under subclause 
(III) of paragraph (2)(A)(iv) of an administrative order with 
respect to a drug may request a hearing concerning a final 
administrative order issued under such paragraph with re-
spect to such drug. If a hearing is sought, such person 
must submit a request for a hearing, which shall be based 
solely on information in the administrative record, to the 
Secretary not later than 30 calendar days after receiving 
notice of the final decision of the formal dispute resolution 
procedure. 

(B) NO HEARING REQUIRED WITH RESPECT TO ORDERS RE-
LATING TO CERTAIN DRUGS.— 

(i) IN GENERAL.—The Secretary shall not be required 
to provide notice and an opportunity for a hearing pur-
suant to paragraph (2)(A)(iv) if the final administra-
tive order involved relates to a drug— 

(I) that is described in subsection (a)(3)(A); and 
(II) with respect to which no human or non- 

human data studies relevant to the safety or effec-
tiveness of such drug have been submitted to the 
administrative record since the issuance of the 
most recent tentative final monograph relating to 
such drug. 

(ii) HUMAN DATA STUDIES AND NON-HUMAN DATA DE-
FINED.—In this subparagraph: 

(I) The term ‘‘human data studies’’ means clin-
ical trials of safety or effectiveness (including ac-
tual use studies), pharmacokinetics studies, or bio-
availability studies. 

(II) The term ‘‘non-human data’’ means data 
from testing other than with human subjects 
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which provides information concerning safety or 
effectiveness. 

(C) HEARING PROCEDURES.— 
(i) DENIAL OF REQUEST FOR HEARING.—If the Sec-

retary determines that information submitted in a re-
quest for a hearing under subparagraph (A) with re-
spect to a final administrative order issued under 
paragraph (2)(A)(iv) does not identify the existence of 
a genuine and substantial question of material fact, 
the Secretary may deny such request. In making such 
a determination, the Secretary may consider only in-
formation and data that are based on relevant and re-
liable scientific principles and methodologies. 

(ii) SINGLE HEARING FOR MULTIPLE RELATED RE-
QUESTS.—If more than one request for a hearing is 
submitted with respect to the same administrative 
order under subparagraph (A), the Secretary may di-
rect that a single hearing be conducted in which all 
persons whose hearing requests were granted may 
participate. 

(iii) PRESIDING OFFICER.—The presiding officer of a 
hearing requested under subparagraph (A) shall— 

(I) be designated by the Secretary; 
(II) not be an employee of the Center for Drug 

Evaluation and Research; and 
(III) not have been previously involved in the 

development of the administrative order involved 
or proceedings relating to that administrative 
order. 

(iv) RIGHTS OF PARTIES TO HEARING.—The parties to 
a hearing requested under subparagraph (A) shall 
have the right to present testimony, including testi-
mony of expert witnesses, and to cross-examine wit-
nesses presented by other parties. Where appropriate, 
the presiding officer may require that cross-examina-
tion by parties representing substantially the same in-
terests be consolidated to promote efficiency and avoid 
duplication. 

(v) FINAL DECISION.— 
(I) At the conclusion of a hearing requested 

under subparagraph (A), the presiding officer of 
the hearing shall issue a decision containing find-
ings of fact and conclusions of law. The decision of 
the presiding officer shall be final. 

(II) The final decision may not take effect until 
the period under subparagraph (D)(ii) for submit-
ting a request for judicial review of such decision 
expires. 

(D) JUDICIAL REVIEW OF FINAL ADMINISTRATIVE ORDER.— 
(i) IN GENERAL.—The procedures described in section 

505(h) shall apply with respect to judicial review of 
final administrative orders issued under this sub-
section in the same manner and to the same extent as 
such section applies to an order described in such sec-
tion except that the judicial review shall be taken by 
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filing in an appropriate district court of the United 
States in lieu of the appellate courts specified in such 
section. 

(ii) PERIOD TO SUBMIT A REQUEST FOR JUDICIAL RE-
VIEW.—A person eligible to request a hearing under 
this paragraph and seeking judicial review of a final 
administrative order issued under this subsection 
shall file such request for judicial review not later 
than 60 calendar days after the latest of— 

(I) the date on which notice of such order is pub-
lished; 

(II) the date on which a hearing with respect to 
such order is denied under subparagraph (B) or 
(C)(i); 

(III) the date on which a final decision is made 
following a hearing under subparagraph (C)(v); or 

(IV) if no hearing is requested, the date on 
which the time for requesting a hearing expires. 

(4) EXPEDITED PROCEDURE WITH RESPECT TO ADMINISTRATIVE 
ORDERS INITIATED BY THE SECRETARY.— 

(A) IMMINENT HAZARD TO THE PUBLIC HEALTH.— 
(i) IN GENERAL.—In the case of a determination by 

the Secretary that a drug, class of drugs, or combina-
tion of drugs subject to this section poses an imminent 
hazard to the public health, the Secretary, after first 
making reasonable efforts to notify, not later than 48 
hours before issuance of such order under this sub-
paragraph, sponsors who have a listing in effect under 
section 510(j) for such drug or combination of drugs— 

(I) may issue an interim final administrative 
order for such drug, class of drugs, or combination 
of drugs under paragraph (1), together with a de-
tailed statement of the reasons for such order; 

(II) shall publish in the Federal Register a no-
tice of availability of any such order; and 

(III) shall provide for a public comment period 
of at least 45 calendar days with respect to such 
interim final order. 

(ii) NONDELEGATION.—The Secretary may not dele-
gate the authority to issue an interim final adminis-
trative order under this subparagraph. 

(B) SAFETY LABELING CHANGES.— 
(i) IN GENERAL.—In the case of a determination by 

the Secretary that a change in the labeling of a drug, 
class of drugs, or combination of drugs subject to this 
section is reasonably expected to mitigate a significant 
or unreasonable risk of a serious adverse event associ-
ated with use of the drug, the Secretary may— 

(I) make reasonable efforts to notify informally, 
not later than 48 hours before the issuance of the 
interim final order, the sponsors of drugs who 
have a listing in effect under section 510(j) for 
such drug or combination of drugs; 

(II) after reasonable efforts of notification, issue 
an interim final administrative order in accord-
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ance with paragraph (1) to require such change, 
together with a detailed statement of the reasons 
for such order; 

(III) publish in the Federal Register a notice of 
availability of such order; and 

(IV) provide for a public comment period of at 
least 45 calendar days with respect to such in-
terim final order. 

(ii) CONTENT OF ORDER.—An interim final order 
issued under this subparagraph with respect to the la-
beling of a drug may provide for new warnings and 
other information required for safe use of the drug. 

(C) EFFECTIVE DATE.—An order under subparagraph (A) 
or (B) shall take effect on a date specified by the Secretary. 

(D) FINAL ORDER.—After the completion of the pro-
ceedings in subparagraph (A) or (B), the Secretary shall— 

(i) issue a final order in accordance with paragraph 
(1); 

(ii) publish a notice of availability of such final ad-
ministrative order in the Federal Register; and 

(iii) afford sponsors of such drugs that will be sub-
ject to such an order the opportunity for formal dis-
pute resolution up to the level of the Director of the 
Center for Drug Evaluation and Research, which must 
initially be within 45 calendar days of the issuance of 
the order, and for subsequent levels of appeal, within 
30 calendar days of the prior decision. 

(E) HEARINGS.—A sponsor of a drug subject to a final 
order issued under subparagraph (D) and that participated 
in each stage of formal dispute resolution under clause (iii) 
of such subparagraph may request a hearing on such 
order. The provisions of subparagraphs (A), (B), and (C) of 
paragraph (3), other than paragraph (3)(C)(v)(II), shall 
apply with respect to a hearing on such order in the same 
manner and to the same extent as such provisions apply 
with respect to a hearing on an administrative order 
issued under paragraph (2)(A)(iv). 

(F) TIMING.— 
(i) FINAL ORDER AND HEARING.—The Secretary 

shall— 
(I) not later than 6 months after the date on 

which the comment period closes under subpara-
graph (A) or (B), issue a final order in accordance 
with paragraph (1); and 

(II) not later than 12 months after the date on 
which such final order is issued, complete any 
hearing under subparagraph (E). 

(ii) DISPUTE RESOLUTION REQUEST.—The Secretary 
shall specify in an interim final order issued under 
subparagraph (A) or (B) such shorter periods for re-
questing dispute resolution under subparagraph 
(D)(iii) as are necessary to meet the requirements of 
this subparagraph. 
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(G) JUDICIAL REVIEW.—A final order issued pursuant to 
subparagraph (F) shall be subject to judicial review in ac-
cordance with paragraph (3)(D). 

(5) ADMINISTRATIVE ORDER INITIATED AT THE REQUEST OF A 
REQUESTOR.— 

(A) IN GENERAL.—In issuing an administrative order 
under paragraph (1) at the request of a requestor with re-
spect to certain drugs, classes of drugs, or combinations of 
drugs— 

(i) the Secretary shall, after receiving a request 
under this subparagraph, determine whether the re-
quest is sufficiently complete and formatted to permit 
a substantive review; 

(ii) if the Secretary determines that the request is 
sufficiently complete and formatted to permit a sub-
stantive review, the Secretary shall— 

(I) file the request; and 
(II) initiate proceedings with respect to issuing 

an administrative order in accordance with para-
graphs (2) and (3); and 

(iii) except as provided in paragraph (6), if the Sec-
retary determines that a request does not meet the re-
quirements for filing or is not sufficiently complete 
and formatted to permit a substantive review, the re-
questor may demand that the request be filed over 
protest, and the Secretary shall initiate proceedings to 
review the request in accordance with paragraph 
(2)(A). 

(B) REQUEST TO INITIATE PROCEEDINGS.— 
(i) IN GENERAL.—A requestor seeking an administra-

tive order under paragraph (1) with respect to certain 
drugs, classes of drugs, or combinations of drugs, shall 
submit to the Secretary a request to initiate pro-
ceedings for such order in the form and manner as 
specified by the Secretary. Such requestor may submit 
a request under this subparagraph for the issuance of 
an administrative order— 

(I) determining whether a drug is generally rec-
ognized as safe and effective under section 
201(p)(1), exempt from section 503(b)(1), and not 
required to be the subject of an approved applica-
tion under section 505; or 

(II) determining whether a change to a condi-
tion of use of a drug is generally recognized as 
safe and effective under section 201(p)(1), exempt 
from section 503(b)(1), and not required to be the 
subject of an approved application under section 
505, if, absent such a changed condition of use, 
such drug is— 

(aa) generally recognized as safe and effec-
tive under section 201(p)(1) in accordance 
with subsection (a)(1), (a)(2), or an order 
under this subsection; or 

(bb) subject to subsection (a)(3), but only if 
such requestor initiates such request in con-
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junction with a request for the Secretary to 
determine whether such drug is generally rec-
ognized as safe and effective under section 
201(p)(1), which is filed by the Secretary 
under subparagraph (A)(ii). 

(ii) EXCEPTION.—The Secretary is not required to 
complete review of a request for a change described in 
clause (i)(II) if the Secretary determines that there is 
an inadequate basis to find the drug is generally rec-
ognized as safe and effective under section 201(p)(1) 
under paragraph (1) and issues a final order announc-
ing that determination. 

(iii) WITHDRAWAL.—The requestor may withdraw a 
request under this paragraph, according to the proce-
dures set forth pursuant to subsection (d)(2)(B). Not-
withstanding any other provision of this section, if 
such request is withdrawn, the Secretary may cease 
proceedings under this subparagraph. 

(C) EXCLUSIVITY.— 
(i) IN GENERAL.—A final administrative order issued 

in response to a request under this section shall have 
the effect of authorizing solely the order requestor (or 
the licensees, assignees, or successors in interest of 
such requestor with respect to the subject of such 
order), for a period of 18 months following the effective 
date of such final order and beginning on the date the 
requestor may lawfully market such drugs pursuant to 
the order, to market drugs— 

(I) incorporating changes described in clause (ii); 
and 

(II) subject to the limitations under clause (iv). 
(ii) CHANGES DESCRIBED.—A change described in 

this clause is a change subject to an order specified in 
clause (i), which— 

(I) provides for a drug to contain an active in-
gredient (including any ester or salt of the active 
ingredient) not previously incorporated in a drug 
described in clause (iii); or 

(II) provides for a change in the conditions of 
use of a drug, for which new human data studies 
conducted or sponsored by the requestor (or for 
which the requestor has an exclusive right of ref-
erence) were essential to the issuance of such 
order. 

(iii) DRUGS DESCRIBED.—The drugs described in this 
clause are drugs— 

(I) specified in subsection (a)(1), (a)(2), or (a)(3); 
(II) subject to a final order issued under this 

section; 
(III) subject to a final sunscreen order (as de-

fined in section 586(2)(A)); or 
(IV) described in subsection (m)(1), other than 

drugs subject to an active enforcement action 
under chapter III of this Act. 

(iv) LIMITATIONS ON EXCLUSIVITY.— 
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(I) IN GENERAL.—Only one 18-month period 
under this subparagraph shall be granted, under 
each order described in clause (i), with respect to 
changes (to the drug subject to such order) which 
are either— 

(aa) changes described in clause (ii)(I), re-
lating to active ingredients; or 

(bb) changes described in clause (ii)(II), re-
lating to conditions of use. 

(II) NO EXCLUSIVITY ALLOWED.—No exclusivity 
shall apply to changes to a drug which are— 

(aa) the subject of a Tier 2 OTC monograph 
order request (as defined in section 744L); 

(bb) safety-related changes, as defined by 
the Secretary, or any other changes the Sec-
retary considers necessary to assure safe use; 
or 

(cc) changes related to methods of testing 
safety or efficacy. 

(v) NEW HUMAN DATA STUDIES DEFINED.—In this 
subparagraph, the term ‘‘new human data studies’’ 
means clinical trials of safety or effectiveness (includ-
ing actual use studies), pharmacokinetics studies, or 
bioavailability studies, the results of which— 

(I) have not been relied on by the Secretary to 
support— 

(aa) a proposed or final determination that 
a drug described in subclause (I), (II), or (III) 
of clause (iii) is generally recognized as safe 
and effective under section 201(p)(1); or 

(bb) approval of a drug that was approved 
under section 505; and 

(II) do not duplicate the results of another study 
that was relied on by the Secretary to support— 

(aa) a proposed or final determination that 
a drug described in subclause (I), (II), or (III) 
of clause (iii) is generally recognized as safe 
and effective under section 201(p)(1); or 

(bb) approval of a drug that was approved 
under section 505. 

(vi) NOTIFICATION OF DRUG NOT AVAILABLE FOR 
SALE.—A requestor that is granted exclusivity with re-
spect to a drug under this subparagraph shall notify 
the Secretary in writing within 1 year of the issuance 
of the final administrative order if the drug that is the 
subject of such order will not be available for sale 
within 1 year of the date of issuance of such order. 
The requestor shall include with such notice the— 

(I) identity of the drug by established name and 
by proprietary name, if any; 

(II) strength of the drug; 
(III) date on which the drug will be available for 

sale, if known; and 
(IV) reason for not marketing the drug after 

issuance of the order. 
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(6) INFORMATION REGARDING SAFE NONPRESCRIPTION MAR-
KETING AND USE AS CONDITION FOR FILING A GENERALLY RECOG-
NIZED AS SAFE AND EFFECTIVE REQUEST.— 

(A) IN GENERAL.—In response to a request under this 
section that a drug described in subparagraph (B) be gen-
erally recognized as safe and effective, the Secretary— 

(i) may file such request, if the request includes in-
formation specified under subparagraph (C) with re-
spect to safe nonprescription marketing and use of 
such drug; or 

(ii) if the request fails to include information speci-
fied under subparagraph (C), shall refuse to file such 
request and require that nonprescription marketing of 
the drug be pursuant to a new drug application as de-
scribed in subparagraph (D). 

(B) DRUG DESCRIBED.—A drug described in this subpara-
graph is a nonprescription drug which contains an active 
ingredient not previously incorporated in a drug— 

(i) specified in subsection (a)(1), (a)(2), or (a)(3); 
(ii) subject to a final order under this section; or 
(iii) subject to a final sunscreen order (as defined in 

section 586(2)(A)). 
(C) INFORMATION DEMONSTRATING PRIMA FACIE SAFE 

NONPRESCRIPTION MARKETING AND USE.—Information spec-
ified in this subparagraph, with respect to a request de-
scribed in subparagraph (A)(i), is— 

(i) information sufficient for a prima facie dem-
onstration that the drug subject to such request has a 
verifiable history of being marketed and safely used by 
consumers in the United States as a nonprescription 
drug under comparable conditions of use; 

(ii) if the drug has not been previously marketed in 
the United States as a nonprescription drug, informa-
tion sufficient for a prima facie demonstration that the 
drug was marketed and safely used under comparable 
conditions of marketing and use in a country listed in 
section 802(b)(1)(A) or designated by the Secretary in 
accordance with section 802(b)(1)(B)— 

(I) for such period as needed to provide reason-
able assurances concerning the safe nonprescrip-
tion use of the drug; and 

(II) during such time was subject to sufficient 
monitoring by a regulatory body considered ac-
ceptable by the Secretary for such monitoring pur-
poses, including for adverse events associated with 
nonprescription use of the drug; or 

(iii) if the Secretary determines that information de-
scribed in clause (i) or (ii) is not needed to provide a 
prima facie demonstration that the drug can be safely 
marketed and used as a nonprescription drug, such 
other information the Secretary determines is suffi-
cient for such purposes. 

(D) MARKETING PURSUANT TO NEW DRUG APPLICATION.— 
In the case of a request described in subparagraph (A)(ii), 
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the drug subject to such request may be resubmitted for 
filing only if— 

(i) the drug is marketed as a nonprescription drug, 
under conditions of use comparable to the conditions 
specified in the request, for such period as the Sec-
retary determines appropriate (not to exceed 5 con-
secutive years) pursuant to an application approved 
under section 505; and 

(ii) during such period, 1,000,000 retail packages of 
the drug, or an equivalent quantity as determined by 
the Secretary, were distributed for retail sale, as de-
termined in such manner as the Secretary finds appro-
priate. 

(E) RULE OF APPLICATION.—Except in the case of a re-
quest involving a drug described in section 586(9), as in ef-
fect on January 1, 2017, if the Secretary refuses to file a 
request under this paragraph, the requestor may not file 
such request over protest under paragraph (5)(A)(iii). 

(7) PACKAGING.—An administrative order issued under para-
graph (2), (4)(A), or (5) may include requirements for the pack-
aging of a drug to encourage use in accordance with labeling. 
Such requirements may include unit dose packaging, require-
ments for products intended for use by pediatric populations, 
requirements to reduce risk of harm from unsupervised inges-
tion, and other appropriate requirements. This paragraph does 
not authorize the Food and Drug Administration to require 
standards or testing procedures as described in part 1700 of 
title 16, Code of Federal Regulations. 

(8) FINAL AND TENTATIVE FINAL MONOGRAPHS FOR CATEGORY 
I DRUGS DEEMED FINAL ADMINISTRATIVE ORDERS.— 

(A) IN GENERAL.—A final monograph or tentative final 
monograph described in subparagraph (B) shall be deemed 
to be a final administrative order under this subsection 
and may be amended, revoked, or otherwise modified in 
accordance with the procedures of this subsection. 

(B) MONOGRAPHS DESCRIBED.—For purposes of subpara-
graph (A), a final monograph or tentative final monograph 
is described in this subparagraph if it— 

(i) establishes conditions of use for a drug described 
in paragraph (1) or (2) of subsection (a); and 

(ii) represents the most recently promulgated 
version of such conditions, including as modified, in 
whole or in part, by any proposed or final rule. 

(C) DEEMED ORDERS INCLUDE HARMONIZING TECHNICAL 
AMENDMENTS.—The deemed establishment of a final ad-
ministrative order under subparagraph (A) shall be con-
strued to include any technical amendments to such order 
as the Secretary determines necessary to ensure that such 
order is appropriately harmonized, in terms of terminology 
or cross-references, with the applicable provisions of this 
Act (and regulations thereunder) and any other orders 
issued under this section. 

(c) PROCEDURE FOR MINOR CHANGES.— 
(1) IN GENERAL.—Minor changes in the dosage form of a drug 

that is described in paragraph (1) or (2) of subsection (a) or the 
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subject of an order issued under subsection (b) may be made 
by a requestor without the issuance of an order under sub-
section (b) if— 

(A) the requestor maintains such information as is nec-
essary to demonstrate that the change— 

(i) will not affect the safety or effectiveness of the 
drug; and 

(ii) will not materially affect the extent of absorption 
or other exposure to the active ingredient in compari-
son to a suitable reference product; and 

(B) the change is in conformity with the requirements of 
an applicable administrative order issued by the Secretary 
under paragraph (3). 

(2) ADDITIONAL INFORMATION.— 
(A) ACCESS TO RECORDS.—A sponsor shall submit records 

requested by the Secretary relating to such a minor change 
under section 704(a)(4), within 15 business days of receiv-
ing such a request, or such longer period as the Secretary 
may provide. 

(B) INSUFFICIENT INFORMATION.—If the Secretary deter-
mines that the information contained in such records is 
not sufficient to demonstrate that the change does not af-
fect the safety or effectiveness of the drug or materially af-
fect the extent of absorption or other exposure to the active 
ingredient, the Secretary— 

(i) may so inform the sponsor of the drug in writing; 
and 

(ii) if the Secretary so informs the sponsor, shall 
provide the sponsor of the drug with a reasonable op-
portunity to provide additional information. 

(C) FAILURE TO SUBMIT SUFFICIENT INFORMATION.—If the 
sponsor fails to provide such additional information within 
a time prescribed by the Secretary, or if the Secretary de-
termines that such additional information does not dem-
onstrate that the change does not— 

(i) affect the safety or effectiveness of the drug; or 
(ii) materially affect the extent of absorption or 

other exposure to the active ingredient in comparison 
to a suitable reference product, 

the drug as modified is a new drug under section 201(p) 
and shall be deemed to be misbranded under section 
502(ee). 

(3) DETERMINING WHETHER A CHANGE WILL AFFECT SAFETY 
OR EFFECTIVENESS.— 

(A) IN GENERAL.—The Secretary shall issue one or more 
administrative orders specifying requirements for deter-
mining whether a minor change made by a sponsor pursu-
ant to this subsection will affect the safety or effectiveness 
of a drug or materially affect the extent of absorption or 
other exposure to an active ingredient in the drug in com-
parison to a suitable reference product, together with guid-
ance for applying those orders to specific dosage forms. 

(B) STANDARD PRACTICES.—The orders and guidance 
issued by the Secretary under subparagraph (A) shall take 
into account relevant public standards and standard prac-
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tices for evaluating the quality of drugs, and may take into 
account the special needs of populations, including chil-
dren. 

(d) CONFIDENTIALITY OF INFORMATION SUBMITTED TO THE SEC-
RETARY.— 

(1) IN GENERAL.—Subject to paragraph (2), any information, 
including reports of testing conducted on the drug or drugs in-
volved, that is submitted by a requestor in connection with pro-
ceedings on an order under this section (including any minor 
change under subsection (c)) and is a trade secret or confiden-
tial information subject to section 552(b)(4) of title 5, United 
States Code, or section 1905 of title 18, United States Code, 
shall not be disclosed to the public unless the requestor con-
sents to that disclosure. 

(2) PUBLIC AVAILABILITY.— 
(A) IN GENERAL.—Except as provided in subparagraph 

(B), the Secretary shall— 
(i) make any information submitted by a requestor 

in support of a request under subsection (b)(5)(A) 
available to the public not later than the date on 
which the proposed order is issued; and 

(ii) make any information submitted by any other 
person with respect to an order requested (or initiated 
by the Secretary) under subsection (b), available to the 
public upon such submission. 

(B) LIMITATIONS ON PUBLIC AVAILABILITY.—Information 
described in subparagraph (A) shall not be made public 
if— 

(i) the information pertains to pharmaceutical qual-
ity information, unless such information is necessary 
to establish standards under which a drug is generally 
recognized as safe and effective under section 
201(p)(1); 

(ii) the information is submitted in a requestor-initi-
ated request, but the requestor withdraws such re-
quest, in accordance with withdrawal procedures es-
tablished by the Secretary, before the Secretary issues 
the proposed order; 

(iii) the Secretary requests and obtains the informa-
tion under subsection (c) and such information is not 
submitted in relation to an order under subsection (b); 
or 

(iv) the information is of the type contained in raw 
datasets. 

(e) UPDATES TO DRUG LISTING INFORMATION.—A sponsor who 
makes a change to a drug subject to this section shall submit up-
dated drug listing information for the drug in accordance with sec-
tion 510(j) within 30 calendar days of the date when the drug is 
first commercially marketed, except that a sponsor who was the 
order requestor with respect to an order subject to subsection 
(b)(5)(C) (or a licensee, assignee, or successor in interest of such re-
questor) shall submit updated drug listing information on or before 
the date when the drug is first commercially marketed. 

(f) APPROVALS UNDER SECTION 505.—The provisions of this sec-
tion shall not be construed to preclude a person from seeking or 
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maintaining the approval of an application for a drug under sec-
tions 505(b)(1), 505(b)(2), and 505(j). A determination under this 
section that a drug is not subject to section 503(b)(1), is generally 
recognized as safe and effective under section 201(p)(1), and is not 
a new drug under section 201(p) shall constitute a finding that the 
drug is safe and effective that may be relied upon for purposes of 
an application under section 505(b)(2), so that the applicant shall 
be required to submit for purposes of such application only infor-
mation needed to support any modification of the drug that is not 
covered by such determination under this section. 

(g) PUBLIC AVAILABILITY OF ADMINISTRATIVE ORDERS.—The Sec-
retary shall establish, maintain, update (as determined necessary 
by the Secretary but no less frequently than annually), and make 
publicly available, with respect to orders issued under this sec-
tion— 

(1) a repository of each final order and interim final order in 
effect, including the complete text of the order; and 

(2) a listing of all orders proposed and under development 
under subsection (b)(2), including— 

(A) a brief description of each such order; and 
(B) the Secretary’s expectations, if resources permit, for 

issuance of proposed orders over a 3-year period. 
(h) DEVELOPMENT ADVICE TO SPONSORS OR REQUESTORS.—The 

Secretary shall establish procedures under which øsponsors or re-
questors¿ sponsors, requestors, or organizations nominated by spon-
sors or requestors to represent their interests in a proceeding may 
meet with appropriate officials of the Food and Drug Administra-
tion to obtain advice on the studies and other information nec-
essary to support submissions under this section and other matters 
relevant to the regulation of nonprescription drugs and the devel-
opment of new nonprescription drugs under this section. 

(i) PARTICIPATION OF MULTIPLE SPONSORS OR REQUESTORS.—The 
Secretary shall establish procedures to facilitate efficient participa-
tion by multiple sponsors or requestors in proceedings under this 
section, including provision for joint meetings with multiple spon-
sors or requestors or with organizations nominated by sponsors or 
requestors to represent their interests in a proceeding. 

(j) ELECTRONIC FORMAT.—All submissions under this section 
shall be in electronic format. 

(k) EFFECT ON EXISTING REGULATIONS GOVERNING NONPRESCRIP-
TION DRUGS.— 

(1) REGULATIONS OF GENERAL APPLICABILITY TO NON-
PRESCRIPTION DRUGS.—Except as provided in this subsection, 
nothing in this section supersedes regulations establishing gen-
eral requirements for nonprescription drugs, including regula-
tions of general applicability contained in parts 201, 250, and 
330 of title 21, Code of Federal Regulations, or any successor 
regulations. The Secretary shall establish or modify such regu-
lations by means of rulemaking in accordance with section 553 
of title 5, United States Code. 

(2) REGULATIONS ESTABLISHING REQUIREMENTS FOR SPECIFIC 
NONPRESCRIPTION DRUGS.— 

(A) The provisions of section 310.545 of title 21, Code of 
Federal Regulations, as in effect on the day before the date 
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of the enactment of this section, shall be deemed to be a 
final order under subsection (b). 

(B) Regulations in effect on the day before the date of 
the enactment of this section, establishing requirements 
for specific nonprescription drugs marketed pursuant to 
this section (including such requirements in parts 201 and 
250 of title 21, Code of Federal Regulations), shall be 
deemed to be final orders under subsection (b), only as 
they apply to drugs— 

(i) subject to paragraph (1), (2), (3), or (4) of sub-
section (a); or 

(ii) otherwise subject to an order under this section. 
(3) WITHDRAWAL OF REGULATIONS.—The Secretary shall 

withdraw regulations establishing final monographs and the 
procedures governing the over-the-counter drug review under 
part 330 and other relevant parts of title 21, Code of Federal 
Regulations (as in effect on the day before the date of the en-
actment of this section), or make technical changes to such reg-
ulations to ensure conformity with appropriate terminology 
and cross references. Notwithstanding subchapter II of chapter 
5 of title 5, United States Code, any such withdrawal or tech-
nical changes shall be made without public notice and com-
ment and shall be effective upon publication through notice in 
the Federal Register (or upon such date as specified in such 
notice). 

(l) GUIDANCE.—The Secretary shall issue guidance that speci-
fies— 

(1) the procedures and principles for formal meetings be-
tween the Secretary and sponsors or requestors for drugs sub-
ject to this section; 

(2) the format and content of data submissions to the Sec-
retary under this section; 

(3) the format of electronic submissions to the Secretary 
under this section; 

(4) consolidated proceedings for appeal and the procedures 
for such proceedings where appropriate; and 

(5) for minor changes in drugs, recommendations on how to 
comply with the requirements in orders issued under sub-
section (c)(3). 

(m) RULE OF CONSTRUCTION.— 
(1) IN GENERAL.—This section shall not affect the treatment 

or status of a nonprescription drug— 
(A) that is marketed without an application approved 

under section 505 as of the date of the enactment of this 
section; 

(B) that is not subject to an order issued under this sec-
tion; and 

(C) to which paragraph (1), (2), (3), (4), or (5) of sub-
section (a) do not apply. 

(2) TREATMENT OF PRODUCTS PREVIOUSLY FOUND TO BE SUB-
JECT TO TIME AND EXTENT REQUIREMENTS.— 

(A) Notwithstanding subsection (a), a drug described in 
subparagraph (B) may only be lawfully marketed, without 
an application approved under section 505, pursuant to an 
order issued under this section. 
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(B) A drug described in this subparagraph is a drug 
which, prior to the date of the enactment of this section, 
the Secretary determined in a proposed or final rule to be 
ineligible for review under the OTC drug review (as such 
phrase ‘‘OTC drug review’’ was used in section 330.14 of 
title 21, Code of Federal Regulations, as in effect on the 
day before the date of the enactment of this section). 

(3) PRESERVATION OF AUTHORITY.— 
(A) Nothing in paragraph (1) shall be construed to pre-

clude or limit the applicability of any provision of this Act 
other than this section. 

(B) Nothing in subsection (a) shall be construed to pro-
hibit the Secretary from issuing an order under this sec-
tion finding a drug to be not generally recognized as safe 
and effective under section 201(p)(1), as the Secretary de-
termines appropriate. 

(n) INVESTIGATIONAL NEW DRUGS.—A drug is not subject to this 
section if an exemption for investigational use under section 505(i) 
is in effect for such drug. 

(o) INAPPLICABILITY OF PAPERWORK REDUCTION ACT.—Chapter 35 
of title 44, United States Code, shall not apply to collections of in-
formation made under this section. 

(p) INAPPLICABILITY OF NOTICE AND COMMENT RULEMAKING AND 
OTHER REQUIREMENTS.—The requirements of subsection (b) shall 
apply with respect to orders issued under this section instead of 
the requirements of subchapter II of chapter 5 of title 5, United 
States Code. 

(q) DEFINITIONS.—In this section: 
(1) The term ‘‘nonprescription drug’’ refers to a drug not sub-

ject to the requirements of section 503(b)(1). 
(2) The term ‘‘sponsor’’ refers to any person marketing, man-

ufacturing, or processing a drug that— 
(A) is listed pursuant to section 510(j); and 
(B) is or will be subject to an administrative order under 

this section of the Food and Drug Administration. 
(3) The term ‘‘requestor’’ refers to any person or group of per-

sons marketing, manufacturing, processing, or developing a 
drug. 

* * * * * * * 

CHAPTER VII—GENERAL AUTHORITY 

* * * * * * * 

SUBCHAPTER C—FEES 

* * * * * * * 

PART 10—FEES RELATING TO OVER-THE- 
COUNTER DRUGS 

SEC. 744L. DEFINITIONS. 
In this part: 
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(1) The term ‘‘affiliate’’ means a business entity that has a 
relationship with a second business entity if, directly or indi-
rectly— 

(A) one business entity controls, or has the power to con-
trol, the other business entity; or 

(B) a third party controls, or has power to control, both 
of the business entities. 

(2) The term ‘‘contract manufacturing organization facility’’ 
means an OTC monograph drug facility where neither the 
owner of such manufacturing facility nor any affiliate of such 
owner or facility sells the OTC monograph drug produced at 
such facility directly to wholesalers, retailers, or consumers in 
the United States. 

(3) The term ‘‘costs of resources allocated for OTC mono-
graph drug activities’’ means the expenses in connection with 
OTC monograph drug activities for— 

(A) officers and employees of the Food and Drug Admin-
istration, contractors of the Food and Drug Administra-
tion, advisory committees, and costs related to such offi-
cers, employees, and committees and costs related to con-
tracts with such contractors; 

(B) management of information, and the acquisition, 
maintenance, and repair of computer resources; 

(C) leasing, maintenance, renovation, and repair of facili-
ties and acquisition, maintenance, and repair of fixtures, 
furniture, scientific equipment, and other necessary mate-
rials and supplies; and 

(D) collecting fees under section 744M and accounting 
for resources allocated for OTC monograph drug activities. 

(4) The term ‘‘FDA establishment identifier’’ is the unique 
number automatically generated by Food and Drug Adminis-
tration’s Field Accomplishments and Compliance Tracking Sys-
tem (FACTS) (or any successor system). 

(5) The term ‘‘OTC monograph drug’’ means a nonprescrip-
tion drug without an approved new drug application which is 
governed by the provisions of section 505G. 

(6) The term ‘‘OTC monograph drug activities’’ means activi-
ties of the Secretary associated with OTC monograph drugs 
and inspection of facilities associated with such products, in-
cluding the following activities: 

(A) The activities necessary for review and evaluation of 
OTC monographs and OTC monograph order requests, in-
cluding— 

(i) orders proposing or finalizing applicable condi-
tions of use for OTC monograph drugs; 

(ii) orders affecting status regarding general recogni-
tion of safety and effectiveness of an OTC monograph 
ingredient or combination of ingredients under speci-
fied conditions of use; 

(iii) all OTC monograph drug development and re-
view activities, including intra-agency collaboration; 

(iv) regulation and policy development activities re-
lated to OTC monograph drugs; 

(v) development of product standards for products 
subject to review and evaluation; 
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(vi) meetings referred to in section 505G(i); 
(vii) review of labeling prior to issuance of orders re-

lated to OTC monograph drugs or conditions of use; 
and 

(viii) regulatory science activities related to OTC 
monograph drugs. 

(B) Inspections related to OTC monograph drugs. 
(C) Monitoring of clinical and other research conducted 

in connection with OTC monograph drugs. 
(D) Safety activities with respect to OTC monograph 

drugs, including— 
(i) collecting, developing, and reviewing safety infor-

mation on OTC monograph drugs, including adverse 
event reports; 

(ii) developing and using improved adverse event 
data-collection systems, including information tech-
nology systems; and 

(iii) developing and using improved analytical tools 
to assess potential safety risks, including access to ex-
ternal databases. 

(E) Other activities necessary for implementation of sec-
tion 505G. 

(7) The term ‘‘OTC monograph order request’’ means a re-
quest for an order submitted under section 505G(b)(5). 

(8) The term ‘‘Tier 1 OTC monograph order request’’ means 
any OTC monograph order request not determined to be a Tier 
2 OTC monograph order request. 

(9)(A) The term ‘‘Tier 2 OTC monograph order request’’ 
means, subject to subparagraph (B), an OTC monograph order 
request for— 

(i) the reordering of existing information in the drug 
facts label of an OTC monograph drug; 

(ii) the addition of information to the other information 
section of the drug facts label of an OTC monograph drug, 
as limited by section 201.66(c)(7) of title 21, Code of Fed-
eral Regulations (or any successor regulations); 

(iii) modification to the directions for use section of the 
drug facts label of an OTC monograph drug, if such 
changes conform to changes made pursuant to section 
505G(c)(3)(A); 

(iv) the standardization of the concentration or dose of a 
specific finalized ingredient within a particular finalized 
monograph; 

(v) a change to ingredient nomenclature to align with no-
menclature of a standards-setting organizationø; or¿; 

(vi) øaddition¿ the addition of an interchangeable term 
in accordance with section 330.1 of title 21, Code of Fed-
eral Regulations (or any successor regulations)ø.¿; or 

(vii) the addition or modification of a testing procedure 
applicable to one or more OTC monograph drugs, provided 
that such additional or modified testing procedure reflects 
a voluntary consensus standard with respect to pharma-
ceutical quality that is— 

(I) established by a national or international stand-
ards development organization; and 

VerDate Sep 11 2014 00:23 Oct 01, 2025 Jkt 059006 PO 00000 Frm 00030 Fmt 6659 Sfmt 6603 E:\HR\OC\HR300.XXX HR300D
M

W
ils

on
 o

n 
D

S
K

7X
7S

14
4P

R
O

D
 w

ith
 R

E
P

O
R

T
S



31 

(II) recognized by the Secretary through a process de-
scribed in guidance for industry, initially published in 
July 2023, or any successor guidance, publicly avail-
able on the website of the Food and Drug Administra-
tion, which addresses voluntary consensus standards 
for pharmaceutical quality. 

(B) The Secretary may, based on program implementation 
experience or other factors found appropriate by the Secretary, 
characterize any OTC monograph order request as a Tier 2 
OTC monograph order request (including recharacterizing a re-
quest from Tier 1 to Tier 2) and publish such determination in 
a proposed order issued pursuant to section 505G. 

(10)(A) The term ‘‘OTC monograph drug facility’’ means a 
foreign or domestic business or other entity that— 

(i) is— 
(I) under one management, either direct or indirect; 

and 
(II) at one geographic location or address engaged in 

manufacturing or processing the finished dosage form 
of an OTC monograph drug; 

(ii) includes a finished dosage form manufacturer facility 
in a contractual relationship with the sponsor of one or 
more OTC monograph drugs to manufacture or process 
such drugs; and 

(iii) does not include a business or other entity whose 
only manufacturing or processing activities are one or 
more of the following: production of clinical research sup-
plies, testing, or placement of outer packaging on packages 
containing multiple products, for such purposes as creating 
multipacks, when each monograph drug product contained 
within the overpackaging is already in a final packaged 
form prior to placement in the outer overpackaging. 

(B) For purposes of subparagraph (A)(i)(II), separate build-
ings or locations within close proximity are considered to be at 
one geographic location or address if the activities conducted in 
such buildings or locations are— 

(i) closely related to the same business enterprise; 
(ii) under the supervision of the same local management; 

and 
(iii) under a single FDA establishment identifier and ca-

pable of being inspected by the Food and Drug Administra-
tion during a single inspection. 

(C) If a business or other entity would meet criteria specified 
in subparagraph (A), but for being under multiple manage-
ment, the business or other entity is deemed to constitute mul-
tiple facilities, one per management entity, for purposes of this 
paragraph. 

(11) The term ‘‘OTC monograph drug meeting’’ means any 
meeting regarding the content of a proposed OTC monograph 
order request. 

(12) The term ‘‘person’’ includes an affiliate of a person. 
(13) The terms ‘‘requestor’’ and ‘‘sponsor’’ have the meanings 

given such terms in section 505G. 
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SEC. 744M. AUTHORITY TO ASSESS AND USE OTC MONOGRAPH FEES. 
(a) TYPES OF FEES.—Beginning with fiscal year 2021, the Sec-

retary shall assess and collect fees in accordance with this section 
as follows: 

(1) FACILITY FEE.— 
(A) IN GENERAL.—øEach person¿ 

(i) ASSESSMENT OF FEES.—Each person that owns a 
facility identified as an OTC monograph drug facility 
øon December 31 of the fiscal year or at any time dur-
ing the preceding 12-month period¿ at any time during 
the applicable period specified in clause (ii) for a fiscal 
year shall be assessed an annual fee for each such fa-
cility as determined under subsection (c). 

(ii) APPLICABLE PERIOD.—For purposes of clause (i), 
the applicable period is— 

(I) for fiscal year 2026, the 12-month period end-
ing on December 31, 2025; 

(II) for fiscal year 2027, the 9-month period end-
ing on September 30, 2026; and 

(III) for fiscal year 2028 and each subsequent 
fiscal year, the 12-month period ending on Sep-
tember 30 of the preceding fiscal year. 

(B) EXCEPTIONS.— 
(i) FACILITIES THAT CEASE ACTIVITIES.—A fee shall 

not be assessed under subparagraph (A) if the identi-
fied OTC monograph drug facility— 

ø(I) has ceased all activities related to OTC 
monograph drugs prior to December 31 of the year 
immediately preceding the applicable fiscal year; 
and¿ 

(I) has ceased all activities related to OTC mono-
graph drugs prior to— 

(aa) for purposes of fiscal year 2026, Janu-
ary 1, 2025; 

(bb) for purposes of fiscal year 2027, Janu-
ary 1, 2026; and 

(cc) for purposes of fiscal year 2028 and 
each subsequent fiscal year, October 1 of the 
preceding fiscal year; and 

(II) has updated its registration to reflect such 
change under the requirements for drug establish-
ment registration set forth in section 510. 

(ii) CONTRACT MANUFACTURING ORGANIZATIONS.— 
The amount of the fee for a contract manufacturing or-
ganization facility shall be equal to two-thirds of the 
amount of the fee for an OTC monograph drug facility 
that is not a contract manufacturing organization fa-
cility. 

(C) AMOUNT.—The amount of fees established under 
subparagraph (A) shall be established under subsection (c). 

ø(D) DUE DATE.— 
ø(i) FOR FIRST PROGRAM YEAR.—For fiscal year 2021, 

the facility fees required under subparagraph (A) shall 
be due on the later of— 

ø(I) the first business day of July of 2020; or 
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ø(II) 45 calendar days after publication of the 
Federal Register notice provided for under sub-
section (c)(4)(A). 

ø(ii) SUBSEQUENT FISCAL YEARS.—For each fiscal 
year after fiscal year 2021, the facility fees required 
under subparagraph (A) shall be due on the later of— 

ø(I) the first business day of June of such year; 
or 

ø(II) the first business day after the enactment 
of an appropriations Act providing for the collec-
tion and obligation of fees under this section for 
such year.¿ 

(D) DUE DATE.— 
(i) FISCAL YEAR 2026.—For fiscal year 2026, the facil-

ity fees required under subparagraph (A) shall be due 
on the later of— 

(I) the first business day of June of such year; or 
(II) the first business day after the enactment of 

an appropriations Act providing for the collection 
and obligation of fees under this section for such 
year. 

(ii) FISCAL YEAR 2027.—For fiscal year 2027, the fa-
cility fees required under subparagraph (A) shall be 
due— 

(I) in a first installment representing 50 percent 
of such fee, on the later of— 

(aa) October 1, 2026; or 
(bb) the first business day after the enact-

ment of an appropriations Act providing for 
the collection and obligation of fees under this 
section for such year; and 

(II) in a second installment representing the re-
maining 50 percent of such fee, on— 

(aa) February 1, 2027; or 
(bb) if an appropriations Act described in 

subclause (I)(bb) is not in effect on February 1, 
2027, the first business day after enactment of 
such an appropriations Act. 

(iii) SUBSEQUENT FISCAL YEARS.—For fiscal year 
2028 and each subsequent fiscal year, the facility fees 
required under subparagraph (A) shall be due on the 
later of— 

(I) the first business day on or after October 1 of 
the fiscal year; or 

(II) the first business day after the date of enact-
ment of an appropriations Act providing for the 
collection and obligation of fees under this section 
for the fiscal year. 

(2) OTC MONOGRAPH ORDER REQUEST FEE.— 
(A) IN GENERAL.—Each person that submits an OTC 

monograph order request shall be subject to a fee for an 
OTC monograph order request. The amount of such fee 
shall be— 
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(i) for a Tier 1 OTC monograph order request, 
$500,000, adjusted for inflation for the fiscal year (as 
determined under subsection (c)(1)(B)); and 

(ii) for a Tier 2 OTC monograph order request, 
$100,000, adjusted for inflation for the fiscal year (as 
determined under subsection (c)(1)(B)). 

(B) DUE DATE.—The OTC monograph order request fees 
required under subparagraph (A) shall be due on the date 
of submission of the OTC monograph order request. 

(C) EXCEPTION FOR CERTAIN SAFETY CHANGES.—A person 
who is named as the requestor in an OTC monograph 
order shall not be subject to a fee under subparagraph (A) 
if the Secretary finds that the OTC monograph order re-
quest seeks to change the drug facts labeling of an OTC 
monograph drug in a way that would add to or strength-
en— 

(i) a contraindication, warning, or precaution; 
(ii) a statement about risk associated with misuse or 

abuse; or 
(iii) an instruction about dosage and administration 

that is intended to increase the safe use of the OTC 
monograph drug. 

(D) REFUND OF FEE IF ORDER REQUEST IS RECATEGORIZED 
AS A TIER 2 OTC MONOGRAPH ORDER REQUEST.—If the Sec-
retary determines that an OTC monograph request ini-
tially characterized as Tier 1 shall be re-characterized as 
a Tier 2 OTC monograph order request, and the requestor 
has paid a Tier 1 fee in accordance with subparagraph 
(A)(i), the Secretary shall refund the requestor the dif-
ference between the Tier 1 and Tier 2 fees determined 
under subparagraphs (A)(i) and (A)(ii), respectively. 

(E) REFUND OF FEE IF ORDER REQUEST REFUSED FOR FIL-
ING OR WITHDRAWN BEFORE FILING.—The Secretary shall 
refund 75 percent of the fee paid under subparagraph (B) 
for any order request which is refused for filing or was 
withdrawn before being accepted or refused for filing. 

(F) FEES FOR ORDER REQUESTS PREVIOUSLY REFUSED FOR 
FILING OR WITHDRAWN BEFORE FILING.—An OTC mono-
graph order request that was submitted but was refused 
for filing, or was withdrawn before being accepted or re-
fused for filing, shall be subject to the full fee under sub-
paragraph (A) upon being resubmitted or filed over pro-
test. 

(G) REFUND OF FEE IF ORDER REQUEST WITHDRAWN.—If 
an order request is withdrawn after the order request was 
filed, the Secretary may refund the fee or a portion of the 
fee if no substantial work was performed on the order re-
quest after the application was filed. The Secretary shall 
have the sole discretion to refund a fee or a portion of the 
fee under this subparagraph. A determination by the Sec-
retary concerning a refund under this subparagraph shall 
not be reviewable. 

(3) REFUNDS.— 
(A) IN GENERAL.—Other than refunds provided pursuant 

to any of subparagraphs (D) through (G) of paragraph (2), 
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the Secretary shall not refund any fee paid under para-
graph (1) except as provided in subparagraph (B). 

(B) DISPUTES CONCERNING FEES.—To qualify for the re-
turn of a fee claimed to have been paid in error under 
paragraph (1) or (2), a person shall submit to the Secretary 
a written request justifying such return within 180 cal-
endar days after such fee was paid. 

(4) NOTICE.—Within the timeframe specified in subsection 
(c), the Secretary shall publish in the Federal Register the 
amount of the fees under paragraph (1) for such fiscal year. 

ø(b) FEE REVENUE AMOUNTS.— 
ø(1) FISCAL YEAR 2021.—For fiscal year 2021, fees under sub-

section (a)(1) shall be established to generate a total facility fee 
revenue amount equal to the sum of— 

ø(A) the annual base revenue for fiscal year 2021 (as de-
termined under paragraph (3)); 

ø(B) the dollar amount equal to the operating reserve 
adjustment for the fiscal year, if applicable (as determined 
under subsection (c)(2)); and 

ø(C) additional direct cost adjustments (as determined 
under subsection (c)(3)). 

ø(2) SUBSEQUENT FISCAL YEARS.—For each of the fiscal years 
2022 through 2025, fees under subsection (a)(1) shall be estab-
lished to generate a total facility fee revenue amount equal to 
the sum of— 

ø(A) the annual base revenue for the fiscal year (as de-
termined under paragraph (3)); 

ø(B) the dollar amount equal to the inflation adjustment 
for the fiscal year (as determined under subsection (c)(1)); 

ø(C) the dollar amount equal to the operating reserve 
adjustment for the fiscal year, if applicable (as determined 
under subsection (c)(2)); 

ø(D) additional direct cost adjustments (as determined 
under subsection (c)(3)); and 

ø(E) additional dollar amounts for each fiscal year as fol-
lows: 

ø(i) $7,000,000 for fiscal year 2022. 
ø(ii) $6,000,000 for fiscal year 2023. 
ø(iii) $7,000,000 for fiscal year 2024. 
ø(iv) $3,000,000 for fiscal year 2025. 

ø(3) ANNUAL BASE REVENUE.—For purposes of paragraphs 
(1)(A) and (2)(A), the dollar amount of the annual base revenue 
for a fiscal year shall be— 

ø(A) for fiscal year 2021, $8,000,000; and 
ø(B) for fiscal years 2022 through 2025, the dollar 

amount of the total revenue amount established under this 
subsection for the previous fiscal year, not including any 
adjustments made under subsection (c)(2) or (c)(3).¿ 

(b) FEE REVENUE AMOUNTS.— 
(1) IN GENERAL.—For each of the fiscal years 2026 through 

2030, fees under subsection (a)(1) shall be established to gen-
erate a total facility fee revenue amount equal to the sum of— 

(A) the annual base revenue for the fiscal year (as deter-
mined under paragraph (2)); 
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(B) the dollar amount equal to the inflation adjustment 
for the fiscal year (as determined under subsection (c)(1)); 

(C) the dollar amount equal to the operating reserve ad-
justment for the fiscal year, if applicable (as determined 
under subsection (c)(2)); 

(D) additional direct cost adjustments (as determined 
under subsection (c)(3)); 

(E) an additional dollar amount equal to— 
(i) $2,373,000 for fiscal year 2026; 
(ii) $1,233,000 for fiscal year 2027; and 
(iii) $854,000 for fiscal year 2028; and 

(F) in the case of a fiscal year for which the Secretary ap-
plies the one-time facility fee workload adjustment under 
subsection (c)(4), the dollar amount equal to such adjust-
ment. 

(2) ANNUAL BASE REVENUE.—For purposes of paragraph (1), 
the dollar amount of the annual base revenue for a fiscal year 
shall be— 

(A) for fiscal year 2026, the dollar amount of the total 
revenue amount established for fiscal year 2025 under this 
subsection as in effect on the day before the date of enact-
ment of the Over-the-Counter Monograph Drug User Fee 
Amendments, not including any adjustments made for such 
fiscal year 2025 under subsection (c)(2), as so in effect; and 

(B) for fiscal years 2027 through 2030, the dollar amount 
of the total revenue amount established under this sub-
section for the previous fiscal year, not including any ad-
justments made for such previous fiscal year under sub-
section (c)(2) or (c)(3). 

(c) ADJUSTMENTS; ANNUAL FEE SETTING.— 
(1) INFLATION ADJUSTMENT.— 

(A) IN GENERAL.—For purposes of øsubsection (b)(2)(B)¿ 

subsection (b)(1)(B), the dollar amount of the inflation ad-
justment to the annual base revenue for øfiscal year 2022 
and each subsequent fiscal year¿ each fiscal year shall be 
equal to the product of— 

(i) such annual base revenue for the fiscal year 
under subsection (b)(2); and 

(ii) the inflation adjustment percentage under sub-
paragraph (C). 

(B) OTC MONOGRAPH ORDER REQUEST FEES.—For pur-
poses of subsection (a)(2), the dollar amount of the infla-
tion adjustment to the fee for OTC monograph order re-
quests for øfiscal year 2022 and each subsequent fiscal 
year shall be equal to the product of—¿ a fiscal year shall 
be equal to the product of— 

ø(i) the applicable fee under subsection (a)(2) for the 
preceding fiscal year; and 

ø(ii) the inflation adjustment percentage under sub-
paragraph (C).¿ 

(i) for fiscal year 2026— 
(I) the fee for fiscal year 2025 under subsection 

(a)(2); and 
(II) the inflation adjustment percentage under 

subparagraph (C); and 
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(ii) for each of fiscal years 2027 through 2030— 
(I) the applicable fee under subsection (a)(2) for 

the preceding fiscal year; and 
(II) the inflation adjustment percentage under 

subparagraph (C). 
(C) INFLATION ADJUSTMENT PERCENTAGE.—The inflation 

adjustment percentage under this subparagraph for a fis-
cal year is equal to the sum of— 

ø(i) for each of fiscal years 2022 and 2023, the aver-
age annual percent change that occurred in the Con-
sumer Price Index for urban consumers (Washington- 
Baltimore, DC–MD–VA–WV; Not Seasonally Adjusted; 
All items; Annual Index) for the first 3 years of the 
preceding 4 years of available data; and¿ 

ø(ii) for each of fiscal years 2024 and 2025, the sum 
of—¿ 

ø(I)¿ (i) the average annual percent change in the 
cost, per full-time equivalent position of the Food and 
Drug Administration, of all personnel compensation 
and benefits paid with respect to such positions for the 
first 3 years of the preceding 4 fiscal years, multiplied 
by the proportion of personnel compensation and bene-
fits costs to total costs of OTC monograph drug activi-
ties for the first 3 years of the preceding 4 fiscal years; 
and 

ø(II)¿ (ii) the average annual percent change that 
occurred in the Consumer Price Index for urban con-
sumers (øWashington-Baltimore, DC–MD–VA–WV¿ 

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 proportion of all costs other 
than personnel compensation and benefits costs to 
total costs of OTC monograph drug activities for the 
first 3 years of the preceding 4 fiscal years. 

(2) OPERATING RESERVE ADJUSTMENT.— 
(A) IN GENERAL.—For øfiscal year 2021 and subsequent 

fiscal years¿ each fiscal year, for purposes of øsubsections 
(b)(1)(B) and (b)(2)(C)¿ subsection (b)(1)(C), the Secretary 
may, in addition to adjustments under paragraph (1), fur-
ther increase the fee revenue and fees if such an adjust-
ment is necessary to provide operating reserves of carry-
over user fees for OTC monograph drug activities for not 
more than øthe number of weeks specified in subpara-
graph (B)¿ 10 weeks. 

ø(B) NUMBER OF WEEKS.—The number of weeks specified 
in this subparagraph is— 

ø(i) 3 weeks for fiscal year 2021; 
ø(ii) 7 weeks for fiscal year 2022; 
ø(iii) 10 weeks for fiscal year 2023; 
ø(iv) 10 weeks for fiscal year 2024; and 
ø(v) 10 weeks for fiscal year 2025.¿ 

ø(C)¿ (B) DECREASE.—If the Secretary has carryover bal-
ances for such process in excess of 10 weeks of the oper-
ating reserves referred to in subparagraph (A), the Sec-
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retary shall decrease the fee revenue and fees referred to 
in such subparagraph to provide for not more than 10 
weeks of such operating reserves. 

ø(D)¿ (C) RATIONALE FOR ADJUSTMENT.—If an adjust-
ment under this paragraph is made, the rationale for the 
amount of the increase or decrease (as applicable) in fee 
revenue and fees shall be contained in the annual Federal 
Register notice under øparagraph (4) establishing¿ para-
graph (5) publishing fee revenue and fees for the fiscal 
year involved. 

(3) ADDITIONAL DIRECT COST ADJUSTMENT.—The Secretary 
shall, in addition to adjustments under paragraphs (1) and (2), 
further increase the fee revenue and fees for purposes of øsub-
section (b)(2)(D)¿ subsection (b)(1)(D) by an amount equal to— 

ø(A) $14,000,000 for fiscal year 2021; 
ø(B) $7,000,000 for fiscal year 2022; 
ø(C) $4,000,000 for fiscal year 2023; 
ø(D) $3,000,000 for fiscal year 2024; and 
ø(E) $3,000,000 for fiscal year 2025.¿ 

(A) $135,000 for fiscal year 2026; 
(B) $300,000 for fiscal year 2027; 
(C) $55,000 for fiscal year 2028; 
(D) $30,000 for fiscal year 2029; and 
(E) $0 for fiscal year 2030. 

ø(4) ANNUAL FEE SETTING.— 
ø(A) FISCAL YEAR 2021.—The Secretary shall, not later 

than the second Monday in May of 2020— 
ø(i) establish OTC monograph drug facility fees for 

fiscal year 2021 under subsection (a), based on the 
revenue amount for such year under subsection (b) 
and the adjustments provided under this subsection; 
and 

ø(ii) publish fee revenue, facility fees, and OTC 
monograph order requests in the Federal Register. 

ø(B) SUBSEQUENT FISCAL YEARS.—The Secretary shall, 
for each fiscal year that begins after September 30, 2021, 
not later than the second Monday in March that precedes 
such fiscal year— 

ø(i) establish for such fiscal year, based on the rev-
enue amounts under subsection (b) and the adjust-
ments provided under this subsection— 

ø(I) OTC monograph drug facility fees under 
subsection (a)(1); and 

ø(II) OTC monograph order request fees under 
subsection (a)(2); and 

ø(ii) publish such fee revenue amounts, facility fees, 
and OTC monograph order request fees in the Federal 
Register.¿ 

(4) ONE-TIME FACILITY FEE WORKLOAD ADJUSTMENT.— 
(A) IN GENERAL.—In addition to the adjustments under 

paragraphs (1), (2), and (3), the Secretary may further in-
crease the fee revenues and fees through a one-time adjust-
ment made for fiscal year 2028, 2029, or 2030, in accord-
ance with this paragraph. 

(B) ADJUSTMENT DESCRIBED.— 
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(i) CONDITIONS FOR ADJUSTMENT.—An adjustment 
under this paragraph may be made for a fiscal year 
only if— 

(I) an adjustment under this paragraph had not 
been made for any prior fiscal year; 

(II) the average number of OTC monograph drug 
facilities subject to a facility fee under subsection 
(a)(1) over the period of the preceding 3 fiscal years 
exceeds 1,625; and 

(III) with respect to facilities described in sub-
clause (II), the average number of such facilities 
(expressed as a percentage) that appeared on the 
arrears lists pursuant to subsection (e)(1)(A)(i) over 
the period of the preceding 3 fiscal years is less 
than 30 percent. 

(ii) AMOUNT OF ADJUSTMENT.—An adjustment under 
this paragraph for a fiscal year shall equal the product 
of— 

(I) the total facility revenue amount determined 
under subsection (b) for the fiscal year, exclusive of 
the adjustment under this paragraph for such fis-
cal year; and 

(II) the excess facility percentage described in 
clause (iii). 

(iii) EXCESS FACILITY PERCENTAGE.—The excess facil-
ity percentage described in this clause is— 

(I) the amount by which the average number of 
OTC monograph drug facilities subject to a facility 
fee under subsection (a)(1) over the preceding 3 fis-
cal years exceeds 1,625; divided by 

(II) 1,625. 
(5) ANNUAL FEE SETTING.—The Secretary shall, not later than 

60 days before the first day of each fiscal year— 
(A) establish for such fiscal year, based on the revenue 

amounts under subsection (b) and the adjustments pro-
vided under this subsection— 

(i) OTC monograph drug facility fees under sub-
section (a)(1); and 

(ii) OTC monograph order request fees under sub-
section (a)(2); and 

(B) publish such fee revenue amounts, facility fees, and 
OTC monograph order request fees in the Federal Register. 

(d) IDENTIFICATION OF FACILITIES.—Each person that owns an 
OTC monograph drug facility shall submit to the Secretary the in-
formation required under this subsection each year. Such informa-
tion shall, for each fiscal year— 

(1) be submitted as part of the requirements for drug estab-
lishment registration set forth in section 510; and 

(2) include for each such facility, at a minimum, identifica-
tion of the facility’s business operation as that of an OTC 
monograph drug facility. 

(e) EFFECT OF FAILURE TO PAY FEES.— 
(1) OTC MONOGRAPH DRUG FACILITY FEE.— 

(A) IN GENERAL.—Failure to pay the fee under sub-
section (a)(1) within 20 calendar days of the due date as 
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specified in subparagraph (D) of such subsection shall re-
sult in the following: 

(i) The Secretary shall place the facility on a pub-
licly available arrears list. 

(ii) All OTC monograph drugs manufactured in such 
a facility or containing an ingredient manufactured in 
such a facility shall be deemed misbranded under sec-
tion 502(ff). 

(B) APPLICATION OF PENALTIES.—The penalties under 
this paragraph shall apply until the fee established by sub-
section (a)(1) is paid. 

(2) ORDER REQUESTS.—An OTC monograph order request 
submitted by a person subject to fees under subsection (a) shall 
be considered incomplete and shall not be accepted for filing by 
the Secretary until all fees owed by such person under this sec-
tion have been paid. 

(3) MEETINGS.—A person subject to fees under this section 
shall be considered ineligible for OTC monograph drug meet-
ings until all such fees owed by such person have been paid. 

(f) CREDITING AND AVAILABILITY OF FEES.— 
(1) IN GENERAL.—Fees authorized under subsection (a) shall 

be collected and available for obligation only to the extent and 
in the amount provided in advance in appropriations Acts. 
Such fees are authorized to remain available until expended. 
Such sums as may be necessary may be transferred from the 
Food and Drug Administration salaries and expenses appro-
priation account without fiscal year limitation to such appro-
priation account for salaries and expenses with such fiscal year 
limitation. The sums transferred shall be available solely for 
OTC monograph drug activities. 

(2) COLLECTIONS AND APPROPRIATION ACTS.— 
(A) IN GENERAL.—Subject to subparagraph (C), the fees 

authorized by this section shall be collected and available 
in each fiscal year in an amount not to exceed the amount 
specified in appropriation Acts, or otherwise made avail-
able for obligation, for such fiscal year. 

(B) USE OF FEES AND LIMITATION.—The fees authorized 
by this section shall be available to defray increases in the 
costs of the resources allocated for OTC monograph drug 
activities (including increases in such costs for an addi-
tional number of full-time equivalent positions in the De-
partment of Health and Human Services to be engaged in 
such activities), only if the Secretary allocates for such 
purpose an amount for such fiscal year (excluding amounts 
from fees collected under this section) no less than 
$12,000,000, multiplied by the adjustment factor applica-
ble to the fiscal year involved under subsection (c)(1). 

(C) COMPLIANCE.—The Secretary shall be considered to 
have met the requirements of subparagraph (B) in any fis-
cal year if the costs funded by appropriations and allocated 
for OTC monograph drug activities are not more than 15 
percent below the level specified in such subparagraph. 

(D) PROVISION FOR EARLY PAYMENTS øIN SUBSEQUENT 
YEARS¿.—Payment of fees authorized under this section for 
a fiscal year ø(after fiscal year 2021)¿, prior to the due 
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date for such fees, may be accepted by the Secretary in ac-
cordance with authority provided in advance in a prior 
year appropriations Act. 

(3) AUTHORIZATION OF APPROPRIATIONS.—For each of the fis-
cal years ø2021 through 2025¿ 2026 through 2030, there is au-
thorized to be appropriated for fees under this section an 
amount equal to the total amount of fees assessed for such fis-
cal year under this section. 

(g) COLLECTION OF UNPAID FEES.—In any case where the Sec-
retary does not receive payment of a fee assessed under subsection 
(a) within 30 calendar days after it is due, such fee shall be treated 
as a claim of the United States Government subject to subchapter 
II of chapter 37 of title 31, United States Code. 

(h) CONSTRUCTION.—This section may not be construed to require 
that the number of full-time equivalent positions in the Depart-
ment of Health and Human Services, for officers, employers, and 
advisory committees not engaged in OTC monograph drug activi-
ties, be reduced to offset the number of officers, employees, and ad-
visory committees so engaged. 
SEC. 744N. REAUTHORIZATION; REPORTING REQUIREMENTS. 

(a) PERFORMANCE REPORT.—øBeginning with fiscal year 2021, 
and not later than 120 calendar days after the end of each fiscal 
year thereafter¿ Not later than 120 calendar days after the end of 
each fiscal year for which fees are collected under this part, the 
Secretary shall prepare and submit to the Committee on Energy 
and Commerce of the House of Representatives and the Committee 
on Health, Education, Labor, and Pensions of the Senate a report 
concerning the progress of the Food and Drug Administration in 
achieving the goals identified in the letters described in øsection 
3861(b) of the CARES Act¿ section 2 of the Over-the-Counter Mono-
graph Drug User Fee Amendments during such fiscal year and the 
future plans of the Food and Drug Administration for meeting such 
goals. 

(b) FISCAL REPORT.—Not later than 120 calendar days after the 
end of øfiscal year 2021 and each subsequent fiscal year¿ each fis-
cal year for which fees are collected under this part, the Secretary 
shall prepare and submit to the Committee on Energy and Com-
merce of the House of Representatives and the Committee on 
Health, Education, Labor, and Pensions of the Senate a report on 
the implementation of the authority for such fees during such fiscal 
year and the use, by the Food and Drug Administration, of the fees 
collected for such fiscal year. 

(c) PUBLIC AVAILABILITY.—The Secretary shall make the reports 
required under subsections (a) and (b) available to the public on 
the internet website of the Food and Drug Administration. 

(d) REAUTHORIZATION.— 
(1) CONSULTATION.—In developing recommendations to 

present to the Congress with respect to the goals described in 
subsection (a), and plans for meeting the goals, for OTC mono-
graph drug activities for the first 5 fiscal years after fiscal year 
ø2025¿ 2030, and for the reauthorization of this part for such 
fiscal years, the Secretary shall consult with— 

(A) the Committee on Energy and Commerce of the 
House of Representatives; 
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(B) the Committee on Health, Education, Labor, and 
Pensions of the Senate; 

(C) scientific and academic experts; 
(D) health care professionals; 
(E) representatives of patient and consumer advocacy 

groups; and 
(F) the regulated industry. 

(2) PUBLIC REVIEW OF RECOMMENDATIONS.—After negotia-
tions with the regulated industry, the Secretary shall— 

(A) present the recommendations developed under para-
graph (1) to the congressional committees specified in such 
paragraph; 

(B) publish such recommendations in the Federal Reg-
ister; 

(C) provide for a period of 30 calendar days for the pub-
lic to provide written comments on such recommendations; 

(D) hold a meeting at which the public may present its 
views on such recommendations; and 

(E) after consideration of such public views and com-
ments, revise such recommendations as necessary. 

(3) TRANSMITTAL OF RECOMMENDATIONS.—Not later than 
January 15, ø2025¿ 2030, the Secretary shall transmit to the 
Congress the revised recommendations under paragraph (2), a 
summary of the views and comments received under such 
paragraph, and any changes made to the recommendations in 
response to such views and comments. 

* * * * * * * 

Æ 

VerDate Sep 11 2014 01:33 Oct 02, 2025 Jkt 059006 PO 00000 Frm 00042 Fmt 6659 Sfmt 6611 E:\HR\OC\HR300.XXX HR300D
M

W
ils

on
 o

n 
D

S
K

7X
7S

14
4P

R
O

D
 w

ith
 R

E
P

O
R

T
S



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue true
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck true
  /PDFX3Check false
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError false
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (U.S. Web Coated \050SWOP\051 v2)
  /PDFXOutputConditionIdentifier (CGATS TR 001)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <>
    /CHT <>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF che devono essere conformi o verificati in base a PDF/X-1a:2001, uno standard ISO per lo scambio di contenuto grafico. Per ulteriori informazioni sulla creazione di documenti PDF compatibili con PDF/X-1a, consultare la Guida dell'utente di Acrobat. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 4.0 e versioni successive.)
    /JPN <>
    /KOR <>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die moeten worden gecontroleerd of moeten voldoen aan PDF/X-1a:2001, een ISO-standaard voor het uitwisselen van grafische gegevens. Raadpleeg de gebruikershandleiding van Acrobat voor meer informatie over het maken van PDF-documenten die compatibel zijn met PDF/X-1a. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 4.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents that are to be checked or must conform to PDF/X-1a:2001, an ISO standard for graphic content exchange.  For more information on creating PDF/X-1a compliant PDF documents, please refer to the Acrobat User Guide.  Created PDF documents can be opened with Acrobat and Adobe Reader 4.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /HighResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


		Superintendent of Documents
	2025-10-02T06:05:26-0400
	Government Publishing Office, Washington, DC 20401
	U.S. Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




