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Collaboration with FDA 
and Other Stakeholders 
on Health Priorities

USP will continue its commitment to collaboration with the 
U.S. Food and Drug Administration (FDA), industry, and other 
stakeholders by identifying shared priorities and leveraging 
USP’s capabilities to help advance patient safety, public health, 
innovation, and access to quality medicines.
Summary

Over the course of its 200-year history, USP as an 
organization, and the public quality standards developed 
by USP expert volunteers, have been an integral part of 
the public health framework safeguarding patients from 
poor-quality medicines, dietary supplements, and foods. 
As an independent, nongovernmental, and nonprofit 
organization, USP has and continues to work with a 
broad spectrum of stakeholders, including regulatory 
authorities in the United States and around the world, to 
leverage its standards-setting capabilities and education 
and training platforms to help advance national health 
priorities, as they align with USP’s mission. Going 

forward, USP can also further leverage its global 
convening capabilities to bring stakeholders together 
on health priorities and advocate for the investment and 
policy reform that may be needed to address them. By 
adopting this Resolution, USP will seek new opportunities 
to make important contributions to help address national 
health priorities when they align with USP’s mission and 
capabilities and, in doing so, will expand on its legacy 
of partnering with stakeholders from government and 
industry to work together to build a healthy future for 
people everywhere.
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Background

Over the course of its history, USP has built a legacy of 
contributing to solutions to help address some of the 
most urgent public health crisis priorities of the United 
States and other governments and to advance their health 
priorities. Examples include contributions to help enable 
the mass production of penicillin during World War II, 
standards to address the contamination of milk products 
with melamine, and initiatives to help address the 2008 
crisis of adulterated heparin. USP also has launched 
research initiatives to generate additional data on the 
link between poor-quality antimicrobials and the rise of 
antimicrobial resistance (AMR). Additionally, USP has 
advocated in global and regional forums for investment 
and regulatory focus to ensure the quality of antimicrobials 
as one component of comprehensive efforts to combat 
AMR, which is a top health priority of the World Health 
Organization (WHO) and many national governments.

Partnering with government, physicians and pharmacists, 
and industry to address public health needs fits 
squarely within the public health mission of USP. The 
organization’s governance and operating model involves 
stakeholder organizations from the USP Convention 
that shape its work over a five-year period and volunteer 
experts who establish science-based standards in a 
public process. While USP is a part of the public health 
safety net of the United States as the legally recognized 

organization that establishes public quality standards 
for the medicines that Americans rely on, USP also has 
a powerful capability to convene stakeholders, leverage 
its scientific network, deploy its global resources, and 
advocate to help make progress on the health priorities 
identified by policy makers and regulators.

The following are three examples of USP leveraging 
its resources in the 2015–2020 cycle to help advance 
national health priorities that align with USP’s public 
health mission.

Prioritizing Off-Patent Medicines Lacking 
Competition to Increase Access to Quality 
Medicines

The U.S. Food and Drug Administration (FDA) and 
many other public sector stakeholders agree that the 
price of prescription medicines in the United States 
is unsustainable. Since the enactment of the Hatch–
Waxman Act in 1984, generic medicines have helped 
to significantly reduce the cost of medicines and have 
saved an estimated $1.5 trillion dollars over the past 10 
years.1 While much progress has been made, there are 
still hundreds of off-patent medications that have few or 
no generic options.

To help address this, FDA developed the Drug 
Competition Action Plan (DCAP), which outlines key 
steps that FDA is taking to help address this market 

Prioritizing Off-
Patent Medicines 
for New Standards: 
USP’s Generics Access Plan will 
help increase patient access 
to medicines by facilitating 
generics competition through 
new and revised standards, 
training and education, 
and collaborations with FDA, 
industry representatives, 
and others.

Strengthening the 
Global Supply Chain:  
USP coproduced the Supply 
Chain Security Toolkit for 
Medical Products, including 
best practices to improve 
the quality and security of 
global pharmaceutical supply 
chains. USP has also launched 
education and training 
initiatives through the USP–
APEC Center of Excellence 
on Supply Chain Medical 
Product Quality.

Addressing 
Poor-Quality 
Antimicrobials to 
Address AMR:  
USP is helping to address 
this top priority of WHO and 
national governments by 
generating additional data, 
advocating for investment and 
regulatory focus, and working 
to strengthen regulatory 
systems to prevent, detect, 
and respond when poor-quality 
antimicrobials are found.

Stakeholder Collaboration to Improve 
Access to Safe, Quality Medicines
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failure, including the identification of medicines that 
lack competition. While there are many factors that 
account for this dynamic, one factor that can help foster 
a multi-manufacturer environment for a medicine is the 
existence of a USP public quality standard.

A recent study found a correlation between the presence 
of a quality standard for a medicine and the availability of 
generic versions of that product. According to the study 
results, on average, medicines with a USP public quality 
standard had approximately 50 percent more generic 
manufacturers than medicines without such a standard. 
Availability of generic medicines led to a cost savings of 
$11 billion across the two years of the study (2015–2016), 
thereby allowing more patients to access the medicines 
they need.2

With this in mind, USP is working to support FDA’s 
DCAP,3 by prioritizing the development or revision of 
public monographs for the off-patent medicines lacking 
competition, as prioritized by FDA. The work is a core 
element of USP’s Generics Access Plan, which helps 
increase patient access to medicines by facilitating 
generics competition through new and revised 
standards, training and education, and collaborations 
with FDA, industry representatives, and others.4

Strengthening the Global Supply Chain

The increasingly globalized medical marketplace has 
enabled communities around the world improved 
access to quality medicines and healthcare. However, 
globalization has also brought the rise of substandard and 
falsified medical products, and urgent needs for ensuring 
quality and security of medical products no matter 
where medicines are made and sold. The complexity of 
globalized manufacturing, distribution, and sale of medical 
products demands better coordination and collaboration 
across the healthcare landscape.

To help address the challenges of safeguarding 
the global supply chain, the Asia–Pacific Economic 
Cooperation (APEC)—a trade platform for 21 economies 
across Asia, Oceania, and the Americas— established 
the Roadmap to Promote Global Medical Product 
Quality and Supply Chain Security.5 This is a multiyear, 
multistakeholder effort led by FDA in collaboration 
with other regulatory bodies, industry stakeholders, 
nongovernmental organizations, international 
organizations, and academics from across the globe. 
The group was tasked with curating evidence of global 
practices known to better ensure medical product 
quality and supply chain security, culminating in the 

APEC Supply Chain Security Toolkit for Medical Products. 
Intended to cover the entire supply chain and lifecycle 
of medicines, the toolkit focuses on existing practices, 
guidances, procedures, and tools that can be adopted 
by regulators and industries to better secure medicines 
quality and supply chain security.

USP has been a key partner with FDA and other 
stakeholders in the development and dissemination 
of this toolkit. During the toolkit development phase, 
USP contributed expertise and knowledge critical to 
the curation of best practices. Following completion of 
the toolkit in 2017, USP cocreated with FDA and global 
partners across industries, international regulatory bodies, 
and academic partners, the first APEC pilot program to 
disseminate learnings from the toolkit. In 2018, with FDA 
endorsement, APEC officially recognized USP as an APEC 
Regulatory Center of Excellence on Supply Chain Medical 
Product Quality, enabling USP to co-deliver trainings 
with FDA and other partners. As a standing member 
of the FDA-led Supply Chain workstream, USP advises 
new Centers of Excellence, contributes to supply chain 
toolkit updates, and provides feedback from trainings 
on regional challenges and developments that affect 
global supply chains. Since 2018, the USP–APEC Center of 
Excellence program has trained more than 400 regulators 
and industry participants across four continents. From 
this history of work, USP has been encouraged within 
APEC to bring the quality lens to emerging issues, such as 
advanced cell therapy products and future collaborations 
with regulatory bodies outside the United States.

Addressing Poor-Quality Antimicrobials to 
Address Antimicrobial Resistance

Global health research estimates that, if not addressed, 
antimicrobial resistance (AMR) could cause 10 million 
deaths annually by 2050.6 AMR is considered a global 
health security priority because resistant pathogens 
travel across national borders in a today’s globalized 
world. One under-recognized driver of AMR is poor-
quality medicines—also referred to as substandard and 
falsified medicines—which can lead to treatment failure 
as well as escalate AMR. Substandard medicines are 
those that fail to meet standards or specifications of 
quality, while falsified medicines deliberately or even 
fraudulently misrepresent their identity, composition, 
or source.7 A comprehensive analysis conducted in 2018 
found that more than 12 percent of antibiotics circulating 
in low- and middle-income countries are substandard 
and falsified medicines, which can also travel across 
borders in under-regulated markets.8
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USP has co-convened with the United States and other 
governments several critical dialogues in multilateral 
forums such as the World Health Assembly and the 
United Nations (UN) General Assembly to highlight the 
need to focus on medicines quality in the AMR response. 
These discussions have engaged high-level officials from 
FDA and the U.S. Agency for International Development, 
as well as experts from around the world, resulting in 
increased donor investments that will help to generate 
evidence about the scope and scale of substandard 
antibiotics and strengthen capacity for post-marketing 
surveillance of antimicrobials. Critical government 
agencies have subsequently incorporated this as a 
priority in global frameworks such as the UN Interagency 
Coordinating Group recommendations and resolution 
EB144.R11 on antimicrobial resistance adopted at the 
World Health Assembly in 2019.9

These global frameworks provide normative guidance 
on critical components of the AMR response to 
national governments. USP has committed to the AMR 
Challenge of the U.S. Centers for Disease Control and 
Prevention, a call for broad-based support to combat 
AMR in the United States and globally.10 Through its 
policy analysis and evidence generation functions, USP 
is also working to document and disseminate good 
practices that incorporate medicines quality assurance 

into AMR National Action Plans worldwide, building on 
the “Prevent, Detect, Respond” framework promoted by 
WHO. While the focus is on AMR, such actions strengthen 
medicines quality oversight for all therapeutic classes, 
thereby improving health outcomes across the board.

Alignment with USP Mission

USP’s science-based public quality standards help 
to protect patient safety and advance public health, 
innovation, and access to quality medicines. Over the 
course of USP’s history, standards, training, and advocacy 
have been deployed by USP to help address the health 
priorities of the U.S. government and other governments 
around the world. As the medicines supply chain and 
economy further globalize and biomedical advances 
create new challenges and health priorities, USP can 
expand and multiply its mission impact by seeking and 
partnering with governments to support their objectives 
when they are in alignment with the USP mission.

Resource Assessment

Resources currently in place.

Staff capabilities have been built for robust engagement 
with stakeholders, including industry and FDA, to discuss 
shared patient safety, public health access to quality 
medicines, and innovation priorities.
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