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Pharmacopeial Cooperation 
and Convergence

USP will lead efforts to advance convergence around robust, 
science-based standards across pharmacopeias. USP will focus 
efforts on those standards where convergence will have the 
most impact on global access to quality medicines.

Summary

Today, medicines are increasingly the products of a 
global supply chain and are obtained from a global 
marketplace. Within this context, pharmacopeial 
convergence aims to achieve voluntary alignment 
of public standards with well-established, robust 
pharmacopeias toward a shared goal of advancing 
patient safety and public health. Harmonization, on 
the other hand, requires uniformity across standards. 
The process of harmonization across pharmacopeias 
is complex for many reasons that are often beyond the 
control of the pharmacopeias, such as the increasing 

diversity of sources for medicines. Specifically, efforts 
to harmonize standards are challenged by multiple 
factors, including 1) differences in the products 
approved, approval specifications, and the timing 
of approvals by the regulatory authorities that grant 
market authorization in their countries; 2) the rapid 
evolution of biopharmaceutical science; 3) advances 
in manufacturing and analytical technology; and 
sometimes 4) variations in the scientific evidence 
required by various pharmacopeias for standards 
development and revision. 
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At the same time, USP has increasingly focused its efforts 
on convergence around standards that will achieve the 
greatest public health impact. These are often standards 
utilized across products and product categories 
to eliminate redundancy in testing and reduce the 
regulatory burden of compliance with multiple divergent 
standards that may impact numerous individual finished 
drug products. 

During the next five years, USP will lead efforts to 
align the most critical quality standards across robust, 
science-based pharmacopeias to optimize the impact 
of convergence on access to quality medicines. In the 
course of executing this resolution, USP will continue 
and expand its engagement with the World Health 
Organization (WHO), the International Conference on 
Harmonization (ICH), the Pharmacopeial Discussion 
Group (PDG), and individual pharmacopeias as well 
as other stakeholders such as industry and regulatory 
agencies to determine optimal ways to advance and 
sustain globally aligned standards.1

USP also will advocate that all pharmacopeias recognize 
and adopt the following essential elements of the 
standards-setting process: 1) transparency throughout 
the process, 2) science-based and unbiased decision 
making, 3) genuine and robust opportunities for 
industry and other stakeholders to provide input, and 
4) prioritization of access to quality medicines, patient 
safety, and innovation. Widespread adoption of these 
elements will help foster convergence among national 
pharmacopeias.

Background

The research, development, manufacture, and 
distribution of medicines, including active 
pharmaceutical ingredients (APIs) and excipients, 
have become increasingly globalized. On one hand, 
a global supply chain may mean improved access to 
essential ingredients, other raw materials, and finished 
medical products, but on the other, it creates additional 
challenges in ensuring that the medicines patients rely 
on are quality-assured to be safe and effective. 

These circumstances present pharmacopeias with 
challenges that are similar to, and in some ways even 
more complex than, those faced by national regulatory 
authorities. The main responsibility of regulators is to 
ensure that medical products approved for marketing 
and use in their jurisdictions meet appropriate standards 
for quality, safety, and efficacy throughout the product 

lifecycle. Importantly, each regulator is ultimately 
responsible for its decisions. Because of their first 
responsibilities within their own country’s regulatory and 
legal framework, regulatory authorities have recognized 
that international harmonization is a complex and 
difficult task and not always a realistic goal. 

Regulatory authorities increasingly recognize that none 
of them alone has the resources needed to meet its public 
health responsibilities in a globalized medicines supply 
chain.2 Reliance and recognition, therefore, help regulators 
to meet the demand for regulatory review and oversight, 
and this approach has become a best practice for global 
regulatory cooperation. Reliance occurs when one 
regulatory authority, in the course of making its own decision 
(e.g., to approve a product for marketing), may consider 
the information gathered or analysis performed by another 
regulatory authority. Recognition indicates that meeting the 
regulatory requirements of one country sufficiently meets 
the regulatory requirements of another country.3 

Likewise, pharmacopeias, as part of a larger ecosystem 
designed to ensure the safety and quality of medicines, 
may benefit from some of the reliance approaches 
increasingly deployed by regulatory authorities. Already, 
reliance arrangements among pharmacopeias exist and 
range from informal activities, such as information sharing 
and visiting scientist programs, to more formal efforts, 
such as the Pharmacopeial Discussion Group (PDG). These 
efforts are described in greater detail below.

Whereas harmonization aims to achieve uniformity 
of standards in multiple pharmacopeias, the goal of 
pharmacopeial convergence is to achieve alignment 
of public standards with trusted pharmacopeias 
representative of robust science and transparent and 
trusted standards development processes, toward a 
shared public health goal. The benefits of harmonization, 
in an ideal state, include increased efficiency because 
eliminating redundant testing allows industry to 
serve multiple markets with the same processes and 
products and broader patient access to quality-assured 
medicines. Given the global supply chain for medicines 
and their APIs and other components (e.g., excipients), 
harmonized standards can provide a vital resource to 
ensure quality medicines. However, harmonization efforts 
present multiple, significant, and often extremely time-
consuming challenges and must be balanced with the 
need to ensure timely, robust, and scientifically sound 
standards to stakeholders. The goal of convergence 
applies scientific principles yet recognizes the legal and 
practical impediments to technical harmonization.
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Broad harmonization across public standards-setting 
organizations is constrained by dependence on 
regulatory approvals and regulatory processes which 
vary across regulatory authorities. For example, one 
medicine that is approved by regulators in multiple 
countries may have different impurity profiles in the 
different countries. This situation can make harmonizing 
a specific standard challenging for pharmacopeias. In 
addition, differences in how pharmacopeias operate in 
their respective regulatory structures also hamper efforts 
to harmonize standards.

Understanding why harmonization is challenging requires 
an appreciation of these limitations. The nature of 
harmonization is resource intensive for USP as well as other 
pharmacopeias, involving both staff time and volunteer 
hours. The harmonization process also leads to “revision 
reticence” because it is so arduous; once harmonization 
is achieved on a standard, there is reluctance to make 
revisions, even in the face of compelling science and 
evolving manufacturing technologies.

A Brief History of Pharmacopeial Harmonization

The first recorded “pharmacopeia” (translated from the 
Greek as “drug making”), De Materia Medica, included 
the names and preparation methods of herbal remedies 
commonly used in ancient Greece and Rome. Since 
that time, more than 40 pharmacopeias have been 
established around the world to provide guidelines 

and reference standards for medicines, with a focus on 
the needs of patients within their respective countries. 
The earliest pharmacopeias used recipes that aimed to 
establish common approaches by which pharmacists 
and medical practitioners could bring consistency to the 
treatments they made for their patients. Today’s robust, 
science-based pharmacopeias describe for the public 
the quality attributes of drug products and ingredients 
to ensure their identity, strength, purity and performance 
along with other characteristics. 

USP is one of the earliest examples of an effort to 
harmonize disparate approaches to the making of 
medicines into a single pharmacopeia. In 1820, a group 
of physicians gathered in the U.S. Capitol in Washington, 
DC, to establish a harmonized pharmacopeia for the 23 
states of the time. By the end of that year, the first USP 
compendium was published. 

The preface to the first edition of the USP emphasized 
the importance of uniformity for pharmacopeial 
standards: “In the United States the evil of irregularity 
and uncertainty in the preparation of medicines has been 
felt with peculiar weight… (A) number of Pharmacopeias 
have been produced in different parts of the Union… (A) 
National Pharmacopoeia…should be established and 
adopted…being evidently the only mode by which a 
uniform system could be introduced at once into all parts 
of the American territory.”

Terms of Reference
Prospective Harmonization:   
Dialogue among two or more pharmacopoeias in 
advance of finalizing a standard helps to create 
harmonized monographs. 

WHO Good Pharmacopeial 
Practices (GPhP): GPhP provide high-level 
guidance for the development of pharmacopeial 
standards by the WHO’s International Meeting of World 
Pharmacopoeias (IMWP); the WHO Expert Committee 
on Specifications for Pharmaceutical Preparations 
oversees the work of IMWP and the GPhP.

USP Exchange Programs: Global 
organizations involved in standards setting and 
effective use of standards can share scientific 
knowledge via USP Exchange Programs. USP’s 
Visiting Scientist Program and Executive Exchange 
Program (VSP and EEP) promote exchanges of 
scientific staff and information with collaborators 
and organizations committed to pharmacopeial 
advancement.

Adopt Agreements: These allow other 
pharmacopeias or regulatory authorities to 
directly incorporate USP standards into their 
own compendia to promote convergence among 
pharmacopeias.
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Following the example set by USP, in 1858 the British 
Pharmacopoeia (BP) unified the three existing 
pharmacopeias of Great Britain at the time, which were 
from London, Edinburgh, and Dublin. In 1951, WHO first 
published its International Pharmacopoeia. Since 1979, 
The International Pharmacopoeia has focused primarily 
on the needs of developing countries and includes 
specifications for the identification, purity, and content 
of the WHO List of Essential Medicines. USP and BP 
provided approximately 80 percent of the 200 drug 
monographs in the International Pharmacopoeia. Most 
recently, the European Pharmacopoeia provided an 
example of successful harmonization across national 
pharmacopeias, done within the context of the modern 
era of pharmaceutical development, manufacturing, and 
regulatory review.

Today, harmonization efforts are fraught with the 
challenges presented by the global supply chain for 
medicines; as well as the rapidly evolving biomedical 
and manufacturing science; variations in the approval 
of medicines; the timing of approvals and approval 
specifications across national regulatory agencies; 
inconsistencies in regulatory approaches for approvals 
of new products; and at times, the absence of a sound 
scientific basis for compendial decision making. 

Current USP Efforts Toward Convergence and 
Harmonization

USP engages with international counterparts through 
the Pharmacopeial Discussion Group (PDG), prospective 
harmonization and bilateral agreements, adopt 
agreements, the WHO International Meeting of World 
Pharmacopeias (IMWP), and USP exchange programs 
(see box on page 4). USP staff and expert volunteers 
also provide topic-specific input into the standards-
setting activities of the WHO expert groups and working 
groups on medicines quality topics within the ICH. Each 
engagement effort is further described below.

Together with the European and Japanese 
Pharmacopoeias, USP formed the PDG in 1989 to 
harmonize pharmacopeial standards. WHO also 
participates in PDG as an observer. PDG is established 
as an informal body for pharmacopeial harmonization, 
but it operates through a formalized, stepwise process. 
PDG meets twice a year to carry out retrospective 

harmonization of excipient monographs and selected 
general chapters to help manufacturers satisfy 
pharmacopeial requirements across these regions. 
PDG states: “A pharmacopeial general chapter or 
other pharmacopeial document is harmonized when 
a pharmaceutical substance or product tested by the 
document's harmonized procedure as published in the 
EP, JP and USP yields the same results and the same 
accept/reject decision is reached.” 

USP participates as an observer to the ICH Assembly4  
and currently has observer-experts appointed to five 
expert working groups and two informal discussion 
groups on quality topics. ICH was founded in 1990 by 
representatives of the regulatory agencies and industry 
associations of the United States, Europe, and Japan, 
which corresponds to the regions that participate in 
pharmacopeial harmonization through PDG. In recent 
years, ICH has evolved and expanded to include 
more regulatory authorities in response to increased 
globalization of drug development. While USP works 
directly with many national pharmacopeias who are 
not members of PDG, USP believes that the structure 
and approach to harmonization and convergence must 
include additional national pharmacopeias to reflect 
supply chain globalization.5

Finally, the WHO IMWP is a convening group for all 
national and regional pharmacopoeias. Its initial focus 
was developing the guidance document on good 
pharmacopeial practices, described in the box on 
page 4. The future direction of the group has yet to be 
determined; USP has participated in collective efforts 
to develop a white paper on the Value of Pharmacopeial 
Standards under this group’s umbrella of activities. 

Alignment with USP Mission 

USP’s efforts towards pharmacopeial cooperation and 
convergence align with and support USP’s mission. 
Beginning in 2020, USP will expand dialog to bring 
its scientific expertise on standards-setting into 
critical forums such as WHO and ICH, in addition 
to fostering alignment of the pharmacopeias from 
more countries and leveraging its relationships with 
key regulatory bodies and pharmacopeias. Through 
scientific exchange and training programs, USP remains 
committed to pursuing convergence with other national 
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pharmacopeias to build capabilities among emerging 
pharmacopeias while advocating for robust, science-
based standards to improve patient safety and public 
health. For this work to be successful, it will be important 
for industry and regulators to continue their support by 
working with USP to identify and advance more efficient 
mechanisms and approaches for achieving convergence.

Resource Assessment

Resources currently in place.

USP is a core participant in the Pharmacopeial Discussion 
Group and an observer in the International Council on 
Harmonization. The current Council of Experts (CoE) 
Expert Committee structure and the proposed structure 
for the next cycle will support this effort.
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