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Disclaimer: The views and opinions presented here represent those of the 
speaker and should not be considered to represent advice or guidance on 
behalf of the U.S. Food and Drug Administration.
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What Can 
Industry Do?
Six ways industry can stay engaged 
with USP’s standards

• Standards Development: Participate in 
USP’s standards-setting process

• Stakeholder Events: Join USP-hosted 
stakeholder events

• Expert Contribution: Serve as a USP 
Expert Volunteer

• Advocacy & Collaboration: Engage with 
compendial trade groups

• Regulatory Awareness: Monitor FDA 
guidances and public comment opportunities

• Strategic Governance: Participate in USP’s 
Convention
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Why Are We Doing This?

• Compendial changes are complex…

• impact multiple functional areas within 

a company.

• impact multiple products within a 

company.

• must address compliance with global 

registrations.

• must address pharmacopoeias 

around the world.

• Improvements to the surveillance process 

can help to ensure consistent compliance 

with compendial requirements.

• Results in:

Compendial End-to-End Process
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Compendial End-to-End Process

Ensure ongoing compliance with new and revised compendial requirements through a 

customer-centric end-to-end process.

Strategy

(proactive advocacy

for compliance)

Surveillance

(review,

planning,

advocacy)

Implementation

(on-time,
in-use)

Compliance
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1. Standards-Development
Participate in USP’s standards-setting process

• Follow USP’s key compendial announcements: PF, compendial notices, and new official text

• Submit PF comments

• Request a revision

• New monograph development

• What do after text if official

• Know USP’s publican schedule

• Read the Commentary!
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Compendial Standard Setting Process: 
Overview (1/2)

Pharmacopoeia Process

Strategic direction and proposed workplan 
established by pharmacopoeia governing body

Pharmacopoeia receives requests for new and 
revised monographs and general chapters

Development of new/revised monograph/general 
chapter proceeds. Draft proposal is prepared

Pharmacopoeia expert group determines whether 
to proceed with requested update

Stakeholder Input

Commission/Convention establishes expert groups, 
which are comprised of stakeholders

Request for updates submitted by stakeholders 
(Industry, Health Authorities, Pharmacopoeia, etc.)

7



Compendial Standard Setting Process: 
Overview (2/2)

Pharmacopoeia Process Stakeholder Input

Proposal published for public review/comments

Expert group considers comments. Determines 
next step (move to official, further revise, cancel)

Stakeholders provide comments on proposals

Commission/expert group approves update to 
become official

Official update published in new edition or 
supplement for implementation by stakeholders

• PF comments

• Monthly Website Announcements

• Compendial Notices

• Revision Bulletins

• Interim Revision Announcements

• Notice of Intent to Revise

• General Announcements

• General Chapter Prospectus

• Call for Data: Request for Stakeholder Information
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Recent Examples of Key Items for 
Stakeholder Comment/Input
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Compendial Standard Setting Process: 
Overview (2/2.1)

Pharmacopoeia Process Stakeholder Input

Proposal published for public review/comments Stakeholders provide comments on proposals

Expert group considers comments. Determines 
next step (move to official, further revise, cancel)

Commission/expert group approves update to 
become official

Official update published in new edition or 
supplement for implementation by stakeholders

• PF comments

• Monthly Website Announcements

• Compendial Notices

• Revision Bulletins

• Interim Revision Announcements

• Notice of Intent to Revise

• General Announcements

• General Chapter Prospectus

• Call for Data: Request for Stakeholder Information

Official update published in new edition or 
supplement for implementation by stakeholders

Request for updates submitted by stakeholders 
(Industry, Health Authorities, Pharmacopoeia, etc.)
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USP Compendial Notices
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USP Notice of Intent to Revise
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USP Revision Bulletins

https://www.uspnf.com/official-text/revision-bulletins

https://www.uspnf.com/official-text/revision-bulletins 

https://www.uspnf.com/sites/default/files/usp_pdf/EN/USPNF/revisions/esomeprazole-mag-rb-notice-20221219.pdf

https://www.uspnf.com/sites/default/files/usp_pdf/EN/USPNF/revisions/esomeprazole-mag-rb-notice-20221219.pdf 
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USP Interim Revision Announcement 
(IRA)

https://www.uspnf.com/official-text/iras

https://www.uspnf.com/official-text/iras 
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USP Accelerated Revisions 
by Official Date

https://www.uspnf.com/official-text/accelerated-revisions-official-date

https://www.uspnf.com/official-text/accelerated-revisions-official-date 

https://www.uspnf.com/sites/default/files/usp_pdf/EN/USPNF/revisions/albuterol-inhalation-solution-rb-notice-20210430.pdf

https://www.uspnf.com/sites/default/files/usp_pdf/EN/USPNF/revisions/albuterol-inhalation-solution-rb-notice-20210430.pdf 
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USP Errata

https://www.uspnf.com/official-text/errata

https://www.uspnf.com/official-text/errata-table

https://www.uspnf.com/official-text/errata 

https://www.uspnf.com/official-text/errata-table 
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Compendial Revision Schedule: 
USP-NF (1/2)

Source: uspnf.com

17



Compendial Revision Schedule: 
USP-NF (2/2)
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Compendial Revision: Commentary

Source: uspnf.com/official-text/proposal-statuscommentary
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2. Stakeholder Events
Join USP-hosted stakeholder events
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3. Expert Contribution
Serve as a USP Expert Volunteer

• Follow USP’s Call for Candidates (before and during cycle)

• Expert Committees – Chair and member positions every five years

• Expert Panels – Formed throughout the cycle as needed and report to Expert Committees

• More information at: callforcandidates.usp.org

• See who from your organization is represented in USP volunteer system
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4. Advocacy & Collaboration
Engage with compendial trade groups 

Industry/Trade Associations (US, EU, 

International)

• AAM: Association for Accessible Medicines

• AAM-USP Working Group

• CHPA: Consumer Healthcare Products 

Association

• CJIG: Compendial Joint Industry Group

• EFPIA: European Federation of Pharmaceutical 

Industries & Assoc.

• IFPMA: International Federation of 

Pharmaceutical Mfr. & Assoc.

• IPEC: International Pharmaceutical Excipients 

Council

• JAICG: Joint Association Ingredient Collaboration 

Group

• JPMA (Japan), RDPAC (China), Sindusfarma 

(Brazil)

• MWCDG: Mid-West Compendial Discussion 

Group

• NJPQCA: New Jersey Pharmaceutical Quality 

Control Association

• PDA: Parenteral Drug Association
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5. Regulatory Awareness
Monitor FDA guidances and public comment opportunities

Examples of FDA guidances with compendial implications

• Reformulating Drug Products That Contain Carbomers Manufactured With Benzene (December 

2023)

• Policy for Testing of Alcohol (Ethanol) and Isopropyl Alcohol for Methanol (October 2023)

• Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol 

Solution, and Other High-Risk Drug Components for Diethylene Glycol and Ethylene Glycol (May 

2023)

• Recommended Acceptable Intake Limits for Nitrosamine Drug Substance-Related Impurities 

(NDSRIs) (August 2023)

• Control of Nitrosamine Impurities in Human Drugs (September 2024, Rev.2)
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6. Strategic Governance
Participate in USP’s Convention

• Find out who your representative is

• Respond to USP’s Call for Resolutions

• Attend USP Convention Sector (e.g., Generics and Biologics/Biosimilars) and Regional Chapter 

meetings
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Thank You!

accessiblemeds.org

biosimilarscouncil.org
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