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USP Overview
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Mission

To improve global health
through public standards
and related programs that
help ensure the quality,
safety and benefit of
medicines and foods
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USP’ s standards have been recognized in U.S. law under the Federal Food,
Drug, and Cosmetic Act (FDCA) since 19@

Role of USP Drug Quality Standards and Law

Under the relevant FDCA provisions:

Il L

» A drug with a name recognized in the USP
identity/identification requirements of its mo
adulterated, misbranded, or both al

» A drug must also comply with compendial s
quality, and purity unless labeled to show &
the drug differs e
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USP and the FDA Have a Shared History and Mission !

h
» For more than a century we have shared a close relationship and collaborative
history with the FDA

» Together we have worked to protect the public health and promote the quality
and safety of medicines, supplements, and foods

» Our work compliments that of the FDA and other government agencies at home
and abroad, through our drug and biologic standards, dietary supplement
standards, food ingredient standards, verification programs, and other activities
around the globe
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We work globally

USP-SINGAPORE ®
USP sites Singapore
USP-PAKISTAN
USP-GHANA Islamabad USP-CHINA
Accra Shanghai
USP Other S|teS USP-ETHIOPIA USP-INDIA
USP-NIGERIA Addis Ababa Hyderabad USP-INDONESIA
USP-US Lagos NELEUE]
Rockville, MD
Frederick, MD
Washington, DC USP-
SWITZERLAND

USP-BRAZIL
Sao Paulo
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Setting the Standard
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How we work

USP Monograph Development Process
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Constant Communication

Stakeholders

Academia Monograph candidate* »
Industry
Regulatory Authorities Collection of data 4
\ - A ' n — 1 )
Monograph draft and USP Expert Committee approval < i

Food Chomicals Codex Forum (FCCF) or
Monograph proposed Pharmacopeial Forum (PF)
for public comments

by Expert Committeas

Monograph approved and published in <
ph PP the FCC or USP-NF
N g
A review request can be initisted by either
Req uest for revision USP or stakeholders for any monograph
published in FCC or USP-NF
* Monograph candidates have 10 meet USP's criteris for Inclusion in either FOC or USP-NF (; hade approved legal status. no
kncwn safety v, cualy avadable ngredmes, Claar kmetit and descrgtion, amang ot
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USP staff and volunteer experts partner to
develop standards
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—" Non-U.S.Based

981 Scientific Experts-
Volunteers and
Government Liaisons

Q31

B 428 Expert Committee Members Scientific Experts

. 362 Expert Panels-Only Members

191 Government Liaisons

20"

Practitioner and
Government
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2020-2025 standards development
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2020-2025 Council of Experts - Expert Committees




Global staff presence

Ris N

Laboratory/Science
Administration

Global Information Services
Development, Mrkt & Program Ops
Global Public Health

External Affairs

1200+ Staft

US 69% | India 1/% | China 6% | Brazil 4%

Other global sites 4% (thiopia, Europe, Chano. Indonesi, .
Nigeria, Pakistan, Singapore)
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reference
standards

are available for prescription and OTC drugs, biologics,
excipients, dietary supplements and foods
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USP Reference Standard
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Impact
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Substandard Medicines

» Substandard medicines are a
global health threat

» USP works at the policy level to
raise awareness, build
evidence, and garner support
for helping ensure that quality
medicines reach patients
around the world

» Compliance with USP
standards help assure that
patients receive quality
medicines




Falsified Medicines

» Counterfeiters intentionally sell
falsified or fake medicines — a global
Issue, particularly acute in low- and
middle-income countries

» In1year, 122,000 children in
sub-Saharan Africa were projected

to die from counterfeit anti-malarialst ‘ -

»  We work with local regulators around & .
the world to develop the capacity to
detect and remove falsified and
substandard medicines from the
market
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Adulte_ration
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Complex global supply chains
have made excipients and
other raw materials vulnerable
to adulteration

Our

standards, which

constantly evolve through

pub
adu

Ic Input, help detect
teration and allow for

ara

nid response in times

of crisis




Thank You
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Empowering a healthy tomorrow




