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Efficiency in Standards 
Development and Revision

USP will proactively evaluate and enhance the process for 
developing and updating monographs to maintain and 
continuously optimize their impact. In doing so, USP will consider 
the perspectives and implications of process modifications 
from FDA, industry, and other stakeholders. A focus of this work 
will be to explore new approaches for the efficient sharing of 
information that is critical to standards development, along with 
the information needed for the evaluation of fit-for-purpose 
analytical methods and specifications, and the integration of 
scientific and manufacturing advances into USP standards. 
Summary

For more than 100 years, USP has developed public 
quality standards in close collaboration with the U.S. 
Food and Drug Administration (FDA), industry, and other 
stakeholders to help ensure the quality of medicines 
used in the United States and around the world. As 
biomedical and technology advances led to an explosion 
of new drug approvals by FDA, the need for new USP 
standards for new medicines and modifications to 
existing monographs also grew exponentially. The 

development of new and modernized monographs 
remains essential, not only to provide tools to help 
ensure the quality of medical products, but also to serve 
as an up-to-date resource for manufacturers to leverage 
to bring medicines to market, which helps to expand 
patient access to quality medicines. For these reasons, 
modernizing the U.S. Pharmacopeia and the National 
Formulary (USP–NF) compendia became the top priority 
of USP over its 2015–2020 cycle. 
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Beginning in 2015, USP embarked on an ambitious 
effort to eliminate the backlog of monographs in need 
of modernization. Throughout this process, USP Expert 
Committees—with representation from FDA liaisons 
as well as expert volunteers from global regulatory 
authorities, industry, the healthcare practitioner 
community, and academia—collaborated to accomplish 
a remarkable achievement. In the past five years, USP 
Expert Committees have brought more than 900 
monographs up to date in the USP–NF and identified 
gaps that resulted in the establishment of 400 new 
monographs. Another 400 monographs were identified 
as no longer necessary and eliminated from USP–NF. 

USP remains committed to maintaining its monographs, 
and therefore, this Resolution proposes that USP 
enhance and strengthen its engagement with FDA and 
industry to identify new and more efficient ways to 
modernize monographs while continuing to evaluate 
and incorporate fit-for-purpose analytical methods 
and specifications as well as advances in scientific and 
manufacturing approaches. USP will explore new ways to 
gather stakeholder input critical to the standards-setting 
process from industry and regulators. Throughout the 
next cycle, USP will proactively evaluate its standards and 
update them as needed to maintain their relevance, with 
an understanding of the needs, resource constraints, and 
mission priorities of key stakeholders. 

Background

Pharmacopeias and their public quality standards are 
an important part of a larger regulatory ecosystem 
designed to help ensure the quality of medicines, dietary 
supplements, and foods. USP and FDA are longstanding 
collaborators in advancing public health and protecting 
patient safety, with a relationship that began with the 
enactment of the Pure Food and Drug Act of 1906. 
Effective collaboration is essential to ensure appropriate 
and up-to-date standards. FDA, USP, industry, and 
other stakeholders work together to identify areas for 
monograph or general chapter development where 
there is a need to address or advance quality issues. 
These interactions lead to a more efficient standards-
development process and support the key stakeholders 
that value and depend upon quality products.

USP sets public standards for the identity, strength, 
quality, and purity of medicines, dietary supplements, 
and food ingredients. USP also sets standards for 
healthcare quality and practice standards, such as 
drug labeling and compounding. All USP standards are 
developed through an open, transparent process that 

has the flexibility to adjust standards to confront public 
health emergencies, adapt to new industry practices, 
and keep pace with the rapid, continuous advances in 
science and technology. 

USP Expert Committees and Expert Panels, which include 
more than 1,000 leading scientific experts who volunteer 
their time, are the groups that develop USP quality 
standards. These committees and panels benefit from 
the expertise, input, and participation of liaisons from 
FDA centers and offices. USP and FDA maintain official 
contact through several established channels. One of 
these channels is the participation of FDA delegates in 
the USP Convention. FDA delegates represent the Office 
of the Commissioner and five of its centers – the Center 
for Drug Evaluation and Research, Center for Biologics 
Evaluation and Research, Center for Devices and 
Radiological Health, Center for Veterinary Medicine, and 
Center for Food Safety and Applied Nutrition. 

Another established channel is the participation of at 
least 100 FDA scientific staff as Government Liaisons on 
USP Expert Committees and Expert Panels. These liaisons 
have a critical function to provide FDA perspectives, 
contributing to the development of standards by 
providing expert input and regulatory context. A third 
established channel is that USP staff maintain executive-
level contacts with FDA leadership and participate in 
quarterly meetings with FDA’s scientific and compendial 
staff. Frequent interactions between USP and FDA lead 
to a more efficient standards-development process in 
support of quality medicines.

Achieving “Up to Date”: Modernizing 
Monographs in USP–NF

Since 2015, USP Expert Committees have worked 
to update the USP–NF by developing 400 new 
monographs, revising 900 modernized monographs, 
and eliminating 400 unnecessary monographs. After the 
adoption of a 2015 USP Convention Resolution proposed 
by FDA, USP worked with FDA to identify and prioritize 
monographs for creation or revision to align with modern 
regulatory, safety, and technological information, while 
also developing new methods for information sharing 
through a Cooperative Research and Development 
Agreement (CRADA) with FDA’s Office of Regulatory 
Affairs. Additionally, USP devoted a significant portion of 
its laboratory resources to develop some of the methods 
needed to update monographs and to verify data from 
sponsors, rather than relying solely on monograph 
donations from manufacturers.
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The enormity of the collective effort to modernize USP–NF 
cannot be overstated. Achieving “up to date” would not 
have been possible without extensive collaboration from 
FDA, which devoted significant internal resources to the 
effort. This included the assignment of many more FDA 
staff to USP Expert Committees through the Government 
Liaison Program than had previously occurred. 

Several learnings emerged from this tremendous 
undertaking, and USP is deploying internal initiatives 
to facilitate a consistent and efficient approach to keep 
standards current and address the needs of the future. 

One such effort is Adapt. Transform. Progress. (ATP), 
a USP initiative designed to increase the efficiency 
and effectiveness of the standards-development 
process and systems. To learn more about ATP, please 
read the proposed Resolution white paper on Culture 
of Excellence. Another example is the Public Input 
Lifecycle and Impact Project (PILIP), which launched in 
2019. Through PILIP, USP aims to enhance stakeholder 
engagement throughout the standards-setting process 
to ensure that stakeholder input and needs are reflected. 
For more information about PILIP, please read the 
proposed Resolution white paper on Quality Standards.

Improving the Government  
Liaison Program

Creating more effective mechanisms to support and 
enrich the Government Liaison Program is one way to 
improve focused and strategic communication between 
USP and FDA. 

USP and FDA periodically share lessons learned 
about the Government Liaison Program. Based 
on these discussions, USP has already begun the 
work of identifying areas where it can enhance the 
communication process with FDA to ensure that 
the organizations’ collective work reflects the most 
pressing public health priorities. USP aims to better 
characterize each Expert Committee and its needs, 
as well as its primary objectives for the coming cycle 
and the corresponding workload so that the subject 
matter expertise of the selected Government Liaisons 
can be paired appropriately with Expert Committees’ 
responsibilities. USP and FDA also will collaborate on 
refining the roles and responsibilities of Government 
Liaisons so there is a better understanding of 
expectations in both organizations.

Key Facts and Terms of Reference

Up to Date: since 2015, USP–NF 
revisions have included:
- 400 new monographs
- 900 modernized monographs
- 400 monographs eliminated

Pending Monograph Program 
(PMP) provides an efficient pathway for aligning the 
development of USP monographs with FDA approval 
of the associated applications.

Public Input Lifecycle and Impact 
Project (PILIP) aims to improve the 
engagement experience and help ensure that 
stakeholder input and priorities are reflected 
throughout standards-setting process.

Adapt. Transform. Progress. (ATP)
is an initiative designed to increase the efficiency 
and effectiveness of USP standards-setting 
processes and systems.

Pharmacopeial Forum (PF) represents 
an important component of USP’s open and 
transparent standards-setting process, allowing 
anyone to comment on a proposed standard before 
it becomes official in the USP–NF.
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USP hopes to better support FDA by providing a more 
efficient process for identifying the anticipated outputs 
of the Expert Committee, thereby enabling successful 
inputs by an appropriate Government Liaison. Expert 
Committees and their work products benefit from 
engaging with FDA more effectively. 

Evaluating the USP–NF Revision Process

Proposed revisions to the USP–NF, including new or 
revised monographs and general chapters, are made 
public in Pharmacopeial Forum (PF). This free, bimonthly 
online journal published by USP provides a forum for 
public review and comment regarding new and revised 
monographs and general chapters and is open to 
receive commentary from all stakeholders, including, 
but not limited to, global industry, domestic and foreign 
regulatory bodies, patient organizations, and other 
standards-development bodies. 

PF represents an important component of USP’s open 
and transparent standards-setting process. While 
expert volunteers and FDA liaisons participate in the 
development of compendial standards in the USP 
Expert Committees, anyone is eligible to comment on 
a proposed standard through PF before the standard 
becomes official in USP–NF. 

The relevant Expert Committees review and consider 
comments from stakeholders and the public and 
incorporate changes if deemed appropriate. USP 
staff compile comments for discussion by the Expert 
Committees, which deliberate on their impact and 
determine whether the standard can move forward, 
with or without additional changes. If a proposal moves 
forward, the responses from the Expert Committees 
to comments submitted on those proposals are 
consolidated into a Commentary document that is 
published on USP’s website at the time the official text 
is published. USP also posts notices of proposals that 
are deferred or cancelled so stakeholders can track their 
development status.

The high volume of proposals submitted through PF 
can create a significant burden on FDA and other 
stakeholders. To address this, USP is reviewing the  
USP–NF revision process, looking for opportunities 
to create improvements and introduce efficiencies. 
Specifically, USP is seeking ways to define and foster 
the appropriate degree of public engagement before 
standards are published in PF. That way, USP Expert 
Committees proactively can address stakeholder 

perspectives or feedback that may not otherwise surface 
until the public comment period, reducing the likelihood 
of a standard needing to be published in PF multiple 
times, and saving time and other resource demands on 
Expert Committee participants as well as stakeholders.1

In the coming cycle, USP will explore new ways to ensure 
that new communication channels created through 
PILIP (see box on page 4 for more information) provide 
opportunities for deeper engagement and collaboration. 
USP plans more substantial engagement on cross-cutting 
and high-level initiatives that will lead to new efficiencies 
to the USP–NF revision process. This enhanced model 
has been tested with FDA in a proof-of-concept trial 
where logistical and technical issues were refined. USP 
will continue to review the process to identify additional 
opportunities for improved communication with FDA and 
other stakeholders.

Facilitating Efficient Development 
of Standards: USP’s Pending 
Monograph Process

The Pending Monograph Process (PMP) provides an 
efficient pathway for aligning the development of 
a monograph with FDA approval of the associated 
application.2 The PMP is available in cases where a drug 
product monograph does not yet exist in the USP–NF, 
or where revisions to a monograph are required to align 
with a planned product approval from the FDA.  

Monographs generated through the PMP remain in an 
unofficial status until FDA approval of the drug product. 
Once FDA has approved the drug application, the PMP 
allows the new or revised monograph(s) to become 
official rapidly, often in only a few weeks. In cases where 
there is an existing monograph that needs to be updated, 
it is common for the application sponsor to donate 
analytical methodology and reference standard bulk 
material as necessary to revise the monograph promptly. 
Since 2015, more than 70 requests for monograph 
revisions have been processed through the PMP. 

In July 2019, FDA published a draft guidance, 
Harmonizing Compendial Standards With Drug 
Application Approval Using the USP Pending Monograph 
Process,3 which explains FDA-related aspects of the 
process. In the next cycle, USP will work to raise 
awareness to industry about the PMP pathway. Wider use 
of this program will facilitate more efficient standards 
development and thereby provide patients with more 
timely access to quality medicines.
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Alignment with USP Mission

As science and technology advance and approvals of 
new innovative medicines increase, it will be important 
for USP to engage with FDA and all stakeholders in 
ways that foster more effective communication and 
recognize the limited resources and other constraints 
bearing upon each organization and its key constituents. 
This Resolution reaffirms USP’s commitment to work 
collaboratively with FDA and other stakeholders to 
maintain a modernized USP–NF compendia through 
efficient processes to continually revise monographs, 
being cognizant of the priorities, constraints and needs 
of FDA and industry. At the same time, this Resolution 
also urges USP to work with FDA and industry to explore 

new approaches for sharing the information needed for 
efficient standards setting, including evaluation of fit-
for-purpose analytical methods and specifications and 
integration of scientific and manufacturing advances. 
Finding new ways to share information among USP, FDA, 
and industry, will enable a continually modern USP–NF 
that will advance access to quality medicines and help to 
safeguard patient safety. 

Resource Assessment

Resources currently in place.

Aligns with USP process improvements already 
underway. Implementation will continue on these.
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