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Coalition Building

USP will lead and power a stakeholder movement for quality to 
advance public health and patient safety. 

Summary

In most parts of the world, the political will to make 
health policy reforms and investments arises from a 
combination of factors, but almost all involve a coalition 
of stakeholders, including patients, practitioners, 
scientists, public health leaders, and others. USP, through 
its structure of organizations in the USP Convention 
and its network of expert volunteers is itself a powerful 
coalition that for two centuries has come together 
to advance policy on medicines quality. Yet, in our 
increasingly complex healthcare ecosystem, it takes a 
broad, diverse set of voices to elevate medicines quality 
as an important priority for policymakers. Coalitions of 

quality champions help transform evidence-based policy 
imperatives into action. This Resolution proposes that 
USP lead or engage in multi-stakeholder coalitions that 
build upon the reach of the USP Convention and other 
stakeholders to expand and amplify awareness, urgency, 
and will to improve and ensure the quality of medicines 
and supplements and thereby advance public health 
and patient safety. Leveraging its scientific expertise 
in setting public standards for quality medicines, 
USP must seek the support and influence of diverse 
stakeholders, including the public policy, patient, and 
practitioner communities, and must cultivate an alliance 
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for combined action to address existing or emerging 
challenges to quality. Over the 2015–2020 USP cycle, 
USP has established, led, and participated in a variety 
of coalitions to advance quality. Examples of this work 
include the Medicines We Can Trust campaign (https://
medswecantrust.org), founded by USP in collaboration 
with other influential organizations; the National 
Coordinating Council for Medication Error Reporting and 
Prevention (https://www.nccmerp.org), which comprises 
27 organizations devoted to patient safety regarding 
medication use; and the Dietary Supplements Quality 
Collaborative (https://www.dsqcollaborative.org) a group 
consumers, patients, caregivers, and manufacturers 
working together to improve the quality and safety of 
dietary supplements in the United States.

Background

In 1820, a group of concerned physicians gathered 
to take action to protect patients from poor-quality 
medicines. Their alliance led to the formation of the 
U.S. Pharmacopeia (USP). Now, 200 years later, USP is a 
global leader in building trust in medicines, foods, and 
supplements. Such trust relies upon complex healthcare, 
regulatory, and quality assurance systems designed to 
keep poor-quality products away from the market and out 
of the hands of patients, and also relies on patients and 
practitioners understanding the risks and being vigilant 
in identifying and reporting problems. Building this trust 
at the national level involves implicit challenges due to 
the dynamic and sensitive nature of medical products. 
Today, ensuring medicines quality and maintaining public 
trust have become increasingly challenging as medicines 
and their components come from many countries around 
the world. Global demand means that medicines made in 
one country may be delivered to patients in many others. 

Throughout its history, USP has focused on establishing 
standards to promote quality of medicines and 
supplements in the United States. U.S. regulatory and 
enforcement mechanisms rely on these standards as 
central components of the quality assurance system. 
Over the past several decades, USP has increasingly 
spread its reach and impact beyond the United States, an 
effort that recognizes the interconnected and globalized 
nature of the supply chain and market for medicines. 

To fulfill its mission today, USP must work across 
geographic boundaries and with a multitude of 
stakeholder groups, including regulators and 
policymakers protecting public health in countries 

around the world as well as industry, healthcare 
practitioners, and public health organizations. Engaging 
with and strengthening a scientific community to actively 
promote and prioritize quality in medicines requires 
deliberate and focused attention. Yet trust in medicines 
does not rely on science alone. USP is committed to 
building broader coalitions to ensure quality, and in the 
next five years will embark on an expansive vision that 
includes leading or participating in coalitions to help 
protect a global community of patients from substandard 
and falsified medicines and dietary supplements. 

Substandard and Falsified Medicines Pose 
Risks to Patients Globally

Substandard and falsified medicines are a growing 
problem worldwide,1 especially in poorly controlled 
supply chains or in the absence of stringent regulatory 
systems. Substandard medicines fail to meet standards 
or specifications of quality, whereas falsified medicines 
have been misrepresented in terms of their identity, 
composition, or source.2 According to estimates of the 
World Customs Organization, the market for substandard 
and falsified medicines has risen by 90 percent in the 
past five years, with estimated worldwide annual sales 
now nearing $200 billion.3 

The high prevalence of poor-quality medicines in the 
global marketplace poses a grave threat to patient 
safety and public health. Risks from substandard and 
falsified medicines include medical products that do 
not contain the correct substance or dose to effectively 
treat a disease or health condition, or harmful substances 
intentionally added to drugs. Misuse or overuse of some 
medicines, such as antibiotics, can lead to antimicrobial 
resistance and renders these products ineffective over 
time, reducing the ability to fight even simple infections 
in the future.

USP recognizes that quality medicines cannot be realized 
without the political will to act in ways that prevent 
substandard or falsified medicines from reaching 
patients. Cultivating this resolve among a diverse and 
global network of actors cannot be accomplished by 
any one organization. Coalitions of institutions working 
together toward a common goal are necessary to achieve 
meaningful and lasting results. Coalitions are necessary 
to raise awareness of the problem of substandard and 
falsified medicines, elevating the issue for practitioners, 
patients, and policymakers through outreach campaigns 
about risks and possible responses.

https://medswecantrust.org
https://medswecantrust.org
https://www.nccmerp.org
https://www.dsqcollaborative.org
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USP’s Approach to Coalition Building

Coalitions are likely to be effective for medicines quality 
because the issue is broad enough to attract diverse 
support and specific enough to motivate action and 
impart urgency. 

Furthermore, USP is a natural leader for coalitions on 
medicines quality given its scientific and technical 
expertise. The scientific and technical aspects of 
medicines quality can make this issue challenging 
for broad public policy discussions and right for USP 
leadership. USP can convene and organize groups 
of traditional and nontraditional allies and experts on 
pharmaceutical ingredient quality and integrity, including 
and beyond its Convention Membership, and can develop 
messages appropriate for each audience, whether 
policymakers, regulators, or the public. In doing this, USP 
will be better positioned to achieve its mission impact.

Typically designed with specific goals in mind, coalitions 
take different forms and approaches. While there are 
some common principles that USP applies to each 
coalition it forms (i.e., focused goal, strategic approach 
including a call to action, and measurable outcomes), 
there also are unique characteristics that result from 
careful consideration each time a coalition is formed 

or adapted for a new purpose. These unique features 
result from a deliberate process of identifying the right 
partners to join the coalition, generating a sense of 
shared ownership, agreeing on a singular or focused 
set of goals, determining the geographic scope and the 
relevance of coalition, and determining the appropriate 
cadence of activities and outputs in order to draw and 
sustain engagement among all collaborators as well as 
achieve the intended outcomes. 

Once a coalition has achieved its goal, USP and its 
partners will need to collectively consider and decide 
what happens next. The coalition could be redirected 
to a new goal, preserved but on a reduced scale to 
help ensure continuity of its outcomes, or dissolved 
because the new challenges require a different group 
or approach. In any case, USP will move forward 
recognizing that coalitions must be organic and dynamic, 
and success is determined by continuing commitment 
from USP to maintain and catalyze its partners and 
policymakers to action.

Examples of USP-Led Coalitions

USP leads or engages in multiple coalitions to advance 
quality in the context of a globalized supply chain and 
market for medicines. Examples of coalitions that are 

Theory of Change
Coalitions are one component of a broader USP strategy to achieve its mission. 
USP has undertaken a comprehensive “theory of change” analysis of the core 
public health problem that it aims to address: People lack access to safe, quality 
medicines and dietary supplements. 

The theory of change framework shows the interdependencies of USP’s efforts:

A theory of change includes a comprehensive strategy to obtain the desired 
change and the metrics to measure the success of specific actions that 
are hypothesized to lead to the desired change. This analysis has led to an 
understanding of how coalitions will support USP in pursuing its mission of 
advancing medicines quality.

How one intervention contributes 
to multiple outcomes, 

Why partnerships could prove 
fruitful in tackling complex or 
unique problems, and

Where USP could provide 
leadership.
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underway include broad and standing groups such as 
the Medicines We Can Trust campaign, the National 
Coordinating Council for Medication Error Reporting 
and Prevention, and the Dietary Supplements Quality 
Collaborative.

• Medicines We Can Trust: Through a globally 
distributed network of more than 300 partners, 
USP has catalyzed the Medicines We Can 
Trust campaign to raise awareness about the 
importance of medicines quality. Launched in 
2018, the campaign is a global movement to 
ensure that decision makers in government and 
the public understand the scope and impact 
of poor-quality medicines. Beyond simply 
conveying information, the campaign aims to 
inspire collective action by illustrating effective 
solutions, showcasing personal stories about 
people affected by and working to address poor-
quality medicines, and providing a platform for 
advocates to access resources and mobilize policy 
change. Partners include representatives from 
civil society organizations, government entities, 
philanthropic foundations, and others committed 
to medicines quality. The campaign is led by a 
steering committee of activists, researchers, 
regulators, and global health leaders, and USP 
leads the committee in its strategic discussions 
and direction setting for the campaign.

• National Coordinating Council for Medication Error 
Reporting and Prevention (NCC MERP): In 1995, 
USP led the effort to form NCC MERP, with the goal 
that no patient will ever be harmed by a medication 
error. Today, NCC MERP comprises 27 national 
organizations committed to patient safety regarding 
medication use. Participating organizations 
meet, collaborate, and cooperate to address the 
interdisciplinary causes of medication errors and to 
promote the safe use of medications. Through their 
participation in NCC MERP, USP and collaborating 
organizations aim to stimulate the development and 
use of reporting and evaluation systems by individual 
healthcare organizations, and to report to a national 
system for review, analysis, and development of 
recommendations to reduce and prevent medication 
errors. By evaluating the causes of medication 
errors and increasing awareness of how to prevent 
them, NCC MERP organizations come together to 
recommend strategies for system modifications, 
practice standards and guidelines, and changes in 

packaging and labeling. USP is the Secretariat for 
NCC MERP.

• Dietary Supplements Quality Collaborative: Many 
consumers in the United States take one or more 
dietary supplements4 either occasionally or daily, 
and they expect these supplements to be safe, 
quality products that are accurately labeled for 
their contents. Over the past 25 years, the dietary 
supplement industry has grown from $4 billion 
with 4,000 products to $40 billion with more 
than 50,000 different products. As demand for 
supplements has increased, some unethical 
individuals and companies have engaged in the 
manufacture and distribution of intentionally 
adulterated or misbranded products labeled as 
supplements, which have generated significant 
threats to consumer health and safety. Recognizing 
the need to advance the quality and safety of 
dietary supplements, USP convened the Dietary 
Supplements Quality Collaborative (DSQC) in 
2016. This group includes more than 20 consumer, 
patient, caregiver, and public health organizations 
as well as dietary supplement ingredient and 
finished product manufacturers. United by its 
guiding principles, the DSQC works cooperatively 
to advance consensus-based solutions to improve 
public health with respect to dietary supplements. 
Examples of specific accomplishments include 
development of a set of consensus principles 
intended to modernize and strengthen policies 
to advance the safety and quality of products 
marketed as dietary supplements, an educational 
infographic related to the topic of tainted products 
and accompanying communication plans.

Alignment with USP Mission

USP has recognized that to optimize impact and 
grow a demand for quality medicines globally, the 
organization must actively work to develop evidence 
and awareness about the issues, develop coalitions 
of motivated stakeholders, and through these, work 
to create a sense of urgency and political will toward 
policies and investments in quality. As demonstrated 
by the examples above, USP has a strong foundation 
upon which to expand the scale and help drive a sense 
of urgency to act. These efforts will require ongoing 
investment and commitment, from both USP and 
its partners. Through coalitions, USP will activate its 
partners in medicines quality to have broad geographic 
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and political reach. Either as a leader or participant in 
coalitions, USP can elevate national and global health 
policy discussions by deploying assets where needed 
to influence policy outcomes and directing debate over 
key issues. Coalitions will position USP and its allies to 
take on new issues as they arise and create a balanced 
public narrative as well as support capabilities among 
policymakers. This nimble approach will allow USP 
to provide scientific input on relevant policy issues 
and deepen its role in the public conversation around 
medicines safety and quality.

Resource Assessment

Resources currently in place.

USP’s Global External Affairs function established in the 
2015–2020 cycle and the organization achieved official 
and formal recognition of in global forums including 
WHO, Pan American Health Organization (PAHO), 
International Council for Harmonisation of Technical 
Requirements for Pharmaceuticals for Human Use (ICH), 
Asia–Pacific  Economic Cooperation (APEC), and others. 
Proof-of-concept successful with the development of 
both international and U.S.-focused coalitions.
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