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Executive Summary–Final 
_____________________ 
 
Dr. Eric Munson, Chair of the Excipient Monographs 1 (EM1) Expert Committee (EC), and Dr. 
Kate Houck, Chair of the Excipient Monographs 2 (EM2) EC, presided over the face-to-face 
Excipient Monographs Strategy Meeting of the EM1 and EM2. A quorum was present. The 
following is a summary of the actions and key discussion topics that impacted the work of these 
ECs, grouped by topic. 

 
1. USP Science Strategy and Excipient Science Strategy: EC members were updated on 

the USP science strategy, met in breakout groups, and then considered how to best utilize 
face-to-face meetings to support the USP science strategy. EC members suggested that 
annual face-to-face EC meetings focus on strategy, monograph classes, challenges, and 
new technologies. They suggested that USP adapt to ways that end users access 
information and that USP engage stakeholders sooner in the excipient standards 
development process. Suggestions also included a proposed annual Excipients Scientific 
Conference. 

  
2. What and When to Modernize a Monograph or General Chapter: EC members learned 

how USP prioritizes excipients for the development of new or revised monographs. They 
decided to develop a Stimuli article that presents a roadmap for excipient monograph 
modernization and the development of new technologies for excipients.  

 
3. Impurity Limits: EC members discussed the Excipient Impurities Joint Subcommittee’s 

Stimuli article “The Complexity of Setting Compendial Specifications for Excipient 
Composition and Impurities” published in PF 44(3) [May–Jun. 2018] and reviewed the 
comments received to date. The article includes a decision tree on how to evaluate and set 
specifications for excipient components. USP will launch a related survey to encourage 
stakeholders to read the article and submit comments. The Subcommittee will resume to 
address the Stimuli article comments. 

 
4. Proposed Annual Excipients Scientific Conference: EC members discussed the need for 

a scientific meeting that would bring together external stakeholders and representatives of 
the U.S. Food and Drug Administration (FDA) to exchange information and focus on specific 
types of excipients. They decided to work with USP staff and FDA to explore the possibility 
of convening such a meeting.  

 
5. Family Monographs vs. Individual Monographs: EC members met in breakout groups 

and considered how to choose an individual or family monograph approach for an excipient 
or group of excipients. They recommended starting with the monograph family approach 
whenever possible, harmonizing by attribute, ensuring that methods are consistent, using 
labeling to differentiate grades, using consistent nomenclature, and incorporating up-to-date 
testing methods. They acknowledged challenges including multiple grades and Unique 
Ingredient Identifiers (UNIIs) for a particular excipient; monograph complexity from the end 



user’s perspective; labeling and harmonization challenges; and the lack of advanced testing 
methods in older monographs. 

 
6. 2020–2025 Council of Experts Revision Cycle 

The EC structure approved by the Council of Experts will be voted by the Board of Trustees 
in November. EC members supported the following excipients EC structure for the next 
cycle: 

• Excipient Monographs 1 EC: Simple excipients: organic and inorganic 
• Excipients Monographs 2 EC: Complex excipients: mixtures, polymers, oils, fats, 

waxes, and plants  
• General Chapters–Excipients Test Methods EC 

 
EC members also discussed the structure of general chapters and monographs in USP–NF, 
the need for balance between USP and industry in driving monograph modernization, and 
general monograph improvements. EC members agreed that strong interactions between 
the excipient ECs and the General Chapters–Physical Analysis EC will be needed in the 
next cycle. They acknowledged challenges including long delays and inconsistent updating 
of general chapters, the need for monograph uniformity, and the need for additional general 
chapters to address composition and other key attributes. 
 
In order to improve long-term USP productivity and more broadly engage with the scientific 
community, a flexible pool of experts was suggested for monograph reviews, although this 
could require substantial rewrite of the Council of Experts Rules and USP transformation. 

 
7. Harmonization: EC members discussed recent reforms to the Pharmacopoeial Discussion 

Group harmonization process highlighting the reduction in the number of stages in the 
process. 
  

8. Key Issues, Action Items, and Next Steps: Upon closing the meeting, EC members gave 
positive feedback on the overall structure, including high-level topics, breakout sessions, 
and highly interactive discussions that resulted in key action items for the ECs. 
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