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Regulatory Systems 
Strengthening 

USP will collaborate with global regulators and other partners to 
strengthen regulatory systems.

Summary

The strengthening of regulatory systems will sustainably 
empower key government institutions to ensure the 
safety, efficacy, and quality of medical products for 
the global community. These efforts are most urgently 
needed to build the capabilities of regulatory systems 
in low- and middle-income countries (LMICs) where 
medicines quality is vulnerable due to constrained 
resources, weak governance, or ineffective regulatory 
and enforcement practices. USP is committed to 
continue and expand its efforts to work with regulators 
around the world to combat substandard and falsified 
medicines and thereby help to secure the global supply 
of life-saving medicines. This proposed Resolution 

aligns with efforts to achieve regional convergence by 
supporting the adoption of international standards and 
work-sharing platforms as well as the use of information 
and data to improve evidence-based decision making 
and risk-based resource allocation. Through collaboration 
and advocacy across key sectors, USP will work to 
strengthen the local and regional workforce in LMICs 
through a variety of capability-building interventions. 
Working with national medicines regulatory authorities 
(NMRAs), USP will help strengthen the building blocks 
of effective regulatory systems in support of its mission 
to improve public health with broad access to quality-
assured medicines.
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Background

In many parts of the world, governments lack sufficient 
resources to ensure quality medicines. Weak governance 
and inefficient practices have left health systems 
vulnerable to corruption and mismanagement, with 
detrimental effects on health budgets, patient health 
and well-being, and trust in public institutions. Other 
challenges have included unjustified regulatory 
measures, lack of transparency in the regulatory process, 
and slow procedures, which can become obstacles to 
medicines access. 

Because of these circumstances, the supply chains 
for medicines and their ingredients are not secure in 
many parts of the world. In other words, the healthcare 
and regulatory systems that should work together 
to keep poor-quality medicines away from patients 
do not exist or are not effective in some countries or 
regions. While substandard and falsified products have 
always existed, poor-quality medicines are a growing 
problem.1 According to World Health Organization (WHO) 
estimates, at least 10 percent of medicines in LMICs are 
substandard or falsified.2

Risks from substandard and falsified medicines could 
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 or antimalarials, can make these products 
ineffective over time, reducing the ability to fight simple 
infections in the future.

Considerable progress has been made to strengthen 
regulatory systems throughout the world, but gaps 
remain. Current challenges to medicines quality in 
LMICs include difficulties in implementing value-added 
regulatory practices that best utilize available resources; 
lack of timely access to new, quality medical products; 
limited evidence to support post-marketing regulatory 
actions; and inadequate resources to undertake post-
marketing surveillance effectively. Regulatory decisions 
can also affect drug prices, as certain regulations may 
require manufacturers to generate additional data that 
demonstrate the safety of a product or to further invest in 
manufacturing facilities to reach necessary standards for 
production practices, thereby increasing costs. Increased 
costs generally reduce access to medicine.

A functioning regulatory system is a prerequisite for 
ensuring the quality, safety, and efficacy of products on 
the market. National governments are responsible for 

establishing national or regional regulatory authorities 
that have a clear mission, sound legal basis, realistic 
objectives, appropriate organizational structure, 
adequate number of qualified staff, sustainable 
financing, access to evidence-based technical literature, 
access to the appropriate equipment, and the capacity 
to exert effective market control. Decision-making 
processes should be transparent, and regulatory 
authorities must be accountable to both the government 
and the public.

Medicines Regulation in a Globalized 
Framework 

Following breakthrough progress in the sciences, 
especially chemistry, physiology, and pharmacology, 
the modern era of drug research and development 
began in the 20th century and flourished following 
the second World War. Yet regulations for the 
development, distribution, and use of these medicines 
were inconsistent or lacking. Several public health 
crises prompted advancements in regulatory 
approaches for medicines.

For example, in 1937, the deaths of more than 100 people 
in the United States from diethylene glycol poisoning 
following ingestion of elixir sulfanilamide resulted in the 
Federal Food, Drug and Cosmetic Act in 1938, requiring 
premarket notification for new drugs. Between 1958 and 
1960, thalidomide, a sedative and hypnotic drug, was 
introduced in 46 countries. Used primarily by pregnant 
women, thalidomide caused phocomelia and other 
deformities in an estimated 10,000 babies worldwide. 
As a result, the U.S. Congress passed the Drug 
Amendments Act of 1962, which required the U.S. Food 
and Drug Administration (FDA) to review all new drug 
applications and approve those with adequate evidence 
that a new drug was safe and effective. FDA was also 
given the authority to require compliance with current 
good manufacturing practices, to officially register 
pharmacies, and to implement other requirements. 

While unfortunate, these public health tragedies 
ultimately led to the development of a more secure 
supply of medicines for patients in the United States. 
However, even today and in well-resourced settings 
with strong regulations, exceptions can occur, and 
substandard or falsified medicines can reach patients. 
Additionally, because today’s medicine ingredients are 
sourced and manufactured in countries around the 
world, the ability of NMRAs to ensure product safety 
for their respective countries is increasingly linked to 
collaboration with and reliance on counterpart agencies. 
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Core Elements of 
Effective Regulatory 
Systems

A rulemaking process that allows 
for stakeholder comment

A protocol for agency collaboration

A mechanism to identify when regulatory action 
is necessary

A strategy that emphasizes public health, 
market incentives, risk-based investments, 
and international coordination

Regulatory systems are an essential component of 
health systems strengthening and contributes to 
public health outcomes.

Regulators are an essential part of the 
health workforce.

Inefficient regulatory systems themselves can be 
a barrier to access to safe, effective, and quality-
assured medical products.

Recent Approaches to Regulatory Systems 
Strengthening 

Strengthening medical product regulatory systems is 
critical to expanding global access to quality medicines, 
which in turn is vital for improving health and saving 
lives. Global health organizations have conducted 
comprehensive analyses of what is needed among 
regulators to ensure medicines quality.

In 2012, FDA commissioned a study of regulatory 
systems in LMICs, conducted by the Institute of 
Medicine (now the National Academy of Medicine). 
The committee’s report described the core elements 
of effective regulatory systems: a rulemaking process 
that allows for stakeholder comment, a protocol for 
agency collaboration, and a mechanism to identify 
when regulatory action is necessary. To address the 
gaps in existing regulatory systems, the committee 
recommended that LMICs develop a strategy that 
emphasizes public health, market incentives, risk-based 
investments, and international coordination.3 

In 2014, in response to a WHO Secretariat report on 
regulatory systems strengthening,4 the 67th World Health 
Assembly issued Resolution 67.20, Regulatory System 
Strengthening for Medical Products.5 This was the first 
ever WHO resolution addressing the role of regulatory 

authorities in health systems, and it urged WHO member 
states to strengthen national regulatory systems by:

• Undergoing self-evaluations (with technical support, 
as needed) as a step toward planning for future 
strengthening 

• Collecting data on regulatory system performance 
for benchmarking and improvement 

• Developing strong legal foundations and political 
leadership 

• Identifying and developing core regulatory functions 

• Developing needed technical competencies and 
encouraging the development of the regulatory field 
as a profession 

• Facilitating the use of science-based guidance and 
outputs 

• Developing and implementing strategies to address 
the increasing complexities of supply chains

Most recently, in 2019, the National Academies of 
Sciences, Engineering, and Medicine convened a 
consensus committee that determined that recognition 
and reliance arrangements are a 21st century “best 
practice” for global regulators.6 Key areas that are part of 

WHA Resolution 67.20 
Regulatory Systems 
Strengthening for 
Medical Products:
Key Messages
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this best practice include improving the design of mutual 
recognition agreements and expanding them to include 
more regulatory activities, greater sharing of information, 
and more evaluation of the public health impacts of 
reliance and recognition arrangements for medicines. 
In today’s globalized world, maximizing reliance and 
cooperation efforts with other trusted regulators is key to 
ensuring the quality, safety, and efficacy of medicines.

USP Programs and Collaborations for 
Regulatory Systems Strengthening

For more than 25 years, USP has collaborated with 
organizations such as the U.S Agency for International 
Development (USAID) and the Asia-Pacific Economic 
Cooperation (APEC) Life Sciences Innovation Forum 
(LSIF), as well as WHO and FDA, to help strengthen 
regulatory systems and protect public health.

Promoting the Quality of Medicines (PQM) Program

As the implementing partner for the Promoting the Quality 
of Medicines (PQM) program, USP worked with a multitude 
of stakeholders to advance quality assurance systems. 
From 2009 to 2019, the PQM program worked with:

• National and regional regulatory authorities to 
strengthen quality assurance systems.

• Quality control laboratories to improve the ability 
of countries to test the quality of products on the 
markets.

• Academic and training institutions to ensure new 
graduates in pharmacy and regulatory sciences are 
ready to tackle quality assurance challenges.

• Manufacturers in LMICs to elevate production 
practices to be in line with international standards.

• Research organizations to conduct rigorous 
bioequivalence studies that help more generic 
products reach patients.

• Larger global pharmaceutical companies to facilitate 
technology transfer for essential medical products to 
smaller, local manufacturers.

Through PQM, USP supported the development or revision 
of 22 pharmaceutical laws, policies, and regulations in 
12 countries. Recent successes through PQM’s technical 
assistance and advocacy efforts include the Drug 
Regulatory Authority of Pakistan’s endorsement in 2019 of 
a procedure to register product dossiers in accordance 
with the WHO Collaborative Registration Procedure 

process, which will facilitate accelerated registration of 
quality-assured medicines in Pakistan. In Ethiopia, PQM 
supported the development and implementation of 
standard operating procedures to improve the quality 
management systems of the Ethiopian Food, Medicine 
and Healthcare Administration and Control Authority’s 
inspection functions and processes. 

The PQM approach reflected a holistic view of medicines 
quality assurance—seeking to address quality-related 
aspects of medicine production, patient use, and 
everything in between—to strengthen and improve the 
systems, structures, and processes that promote product 
quality. This approach recognized the dynamic and 
cross-cutting relationships among different components 
of the health system, and therefore aimed to address 
product quality issues in a sustainable manner using 
systems-based thinking and solutions. 

Promoting the Quality of Medicines Plus (PQM+) Program

The Promoting the Quality of Medicines Plus (PQM+) 
program, also funded by USAID, will continue efforts 
to sustainably strengthen medical product quality 
assurance systems and improve national and regional 
regulatory systems in LMICs. Awarded in 2019, the 
objectives of PQM+ are to:

• Improve governance for medical product quality 
assurance systems

• Improve country and regional regulatory systems to 
assure the quality of medical products in the public 
and private sectors

• Optimize and increase financial resources for 
medical product quality assurance

• Increase supply of quality-assured essential medical 
products of public health importance

• Advance global medical products quality assurance 
learning and operational agenda

USP has assembled a consortium of internationally 
recognized leaders that complement USP core strengths, 
technical knowledge, and geographic reach to address 
the most critical quality assurance challenges. Led by 
USP, each PQM+ partner brings specialized expertise to 
bear on achieving PQM+ objectives. Additionally, USP 
partners with local leaders and experts with focused 
capabilities. Through PQM+, local partners will advance 
to become direct providers of technical assistance. By 
working with local stakeholders, PQM+ will align and 
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leverage funding provided through various mechanisms 
and donors to support existing or strengthen new 
coordination mechanisms. Furthermore, PQM+ will 
participate on the committees and working groups 
of Ministry of Health, pharmaceutical departments, 
and other groups involved in the development and 
implementation of national strategies or institutional 
development plans.

PQM+ considers quality-related issues that occur across a 
complex, globalized supply chain, including the market-
based factors that affect the availability of quality-
assured medical products as well as the variability of 
regulatory capacity across country and regional contexts.

USP–APEC Center of Excellence

USP also collaborates with the APEC LSIF, a government 
and industry platform for 21 economies around the 
Pacific, to disseminate best practices, standards, and 
guidance for improving the quality and security of 
global pharmaceutical supply chains. Through a five-
year agreement with LSIF and FDA, USP is hosting the 
USP–APEC Center of Excellence to disseminate APEC 
supply chain quality approaches. USP is committed to 
building regulatory workforce capacity and regulatory 
convergence through its trainings, discussion forums, and 
related activities based on the APEC supply chain toolkit. 
Since being formally endorsed in August 2017, the USP–
APEC Center of Excellence has delivered trainings to more 
than 400 participants from industry and regulators around 
Asia and the Pacific region, and is considering additional 
collaborations with WHO to respond to other needs in 
other regions, as identified by regulators and industry.

Alignment with USP Mission

By adopting this Resolution, USP will continue to work 
with key stakeholders, including national regulatory 
authorities, national quality control laboratories, 
academic institutions, and international organizations to 
strengthen regulatory systems.7 This Resolution proposes 
that USP continue its efforts to advocate for the use 
of science-based public quality standards, promote 
application of risk-based approaches, and advance 
reliance models and the use of work-sharing platforms 
to ensure greater efficiencies and faster approval of 
medical products. These efforts will complement donor-
funded systems strengthening initiatives implemented by 
USP using a wide range of USP capabilities. By promoting 
collaboration and engagement across key sectors, USP 
can build capabilities among NMRAs to help ensure 
medicines quality while expanding patient access to 
essential medicines in countries around the world. 

Resource Assessment

Additional resources required to supplement resources 
that are currently in place.

USP is beginning to implement the PQM+ program, 
supported by USAID through a cooperative agreement, to 
strengthen regulatory systems in low- and middle-income 
countries. Other ongoing initiatives include the USP–APEC 
Center of Excellence for Quality Assurance across the 
supply chain. This strong foundation will be supplemented 
to further expand impact and support regulators in 
ensuring the quality of medicines in their countries.
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