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Because USP text and publications may have legal implications in the U.S. and elsewhere, their language must 
stand on its own. The USP shall not provide an official ex post facto interpretation to one party, thereby placing 
other parties without that interpretation at a possible disadvantage. The requirements shall be uniformly and 
equally available to all parties.

In addition, USP shall not provide an official opinion as to whether a particular article does or does not comply 
with compendial requirements, except as part of an established USP verification or other conformity 
assessment program that is conducted separately from and independent of USP's standard-setting activities.

Certain commercial equipment, instruments or materials may be identified in this presentation to specify 
adequately the experimental procedure. Such identification does not imply approval, endorsement, or 
certification by USP of a particular brand or product, nor does it imply that the equipment, instrument or material 
is necessarily the best available for the purpose or that any other brand or product was judged to be 
unsatisfactory or inadequate. 

This course material is USP Property.  Duplication or distribution without USP’s written permission is prohibited.

USP has tried to ensure the proper use and attribution of outside material included in these slides. If, 
inadvertently, an error or omission has occurred, please bring it to our attention. We will in good faith correct 
any error or omission that is brought to our attention. You may email us at: legal@usp.org.

Disclaimer
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USP Affiliation: USP employee since 2004
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Company:         The United States Pharmacopeia
Education: B.S., Chemistry, University of Redlands, California
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2004. He has more than 10 years of experience in the pharmaceutical 
industry as a quality control chemist, in management, and as a sales 
representative. Robert’s diverse experience makes him well-positioned to 
focus on USP customers and their business needs. He is also an experienced 
USP Education instructor.
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Objectives

Upon completion of this course, you will be able to:

EXPLAIN

the General Chapters and 
their relation to monographs 

DESCRIBE

the different types of 
USP–NF monographs

EXPLAIN 

how the USP–NF is used to 
include sections, content 

and regulatory status, 
publication cycles, and 

official dates
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Objectives

Upon completion of this course, you will be able to:

DESCRIBE

the proper use for the  Pharmacopeial
Forum notices 

ANSWER

frequently asked questions
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Agenda

Time Topics Total Minutes

8:30 – 9:00 Introduction to USP 30

9:00 – 9:30 An Overview of the Compendium –
How to Use the USP–NF

30

9:30 – 10:00 An Overview of the Compendium-
USP–NF and Monographs

30

10:00 – 10:15 Break 15

10:15 – 10:45 General Notices 30

10:45 – 11:30 USP–NF Online Demonstration 45

11:30 – 12:00 Frequently Asked Questions 30

12:00 – 12:30 Question & Answer 30

Introduction to USP



Introduction to USP
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� In the early 1800s apothecaries and physicians administered medicines directly 

to patients. Lack of consistency in these medications led to a public health crisis

� In response, 11 physicians gathered in Washington, D.C.,  in 1820  to create a 

book of formulas that would help ensure consistent drug preparation. 

� Their meeting was the first U.S. Pharmacopeial Convention and their solution 

was the first U.S. Pharmacopeia. 

Introduction to USP

What is a Pharmacopeia?
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� Founded in 1820, 
nonprofit, private, 

independent, and 
self-funded     

� Values-driven 
organization focused 

on empowering its 
staff and volunteers 

� More than 1,000 
employees worldwide

� Laboratory facilities in 
U.S., India, and Ghana

� Offices in China, Brazil, 
Switzerland, Ethiopia, 
Indonesia, the 

Philippines, and Nigeria

� Work with more than 
900 scientists, 

practitioners, and 
regulators to revise 
standards that help 

protect public health

� Internationally 
recognized and globally 

focused

Who We Are and Where We Work

Introduction to USP
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Introduction to USP

Our Industries
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� USP publishes the United States Pharmacopeia–National Formulary (NF), a 

compendia of internationally recognized standards for drug substances, dosage 

forms, compound preparations, excipients, and dietary supplements

Introduction to USP

United States Pharmacopeia –National Formulary 
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� More than 4,900 monographs with specifications for identity, purity, quality, and 

strength

� More than 380 General Chapters, with step-by-step tests and methods

� Standards that when deemed official by USP, are FDA-enforceable 

for drugs manufactured or marketed in the U.S.

Introduction to USP

United States Pharmacopeia–National Formulary 
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� USP also produces Reference Standards (RS),  highly-characterized physical 
specimens used in tandem with a USP monograph to demonstrate the 
identity, strength, quality, and purity of a drug substance, dosage form, 

excipient, food ingredient, or other product

� Manufacturers use USP Reference Standards to ensure that their products meet 

specifications in a USP–NF monograph 

or General Chapter

Introduction to USP

USP Reference Standards
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USP’s standards have been recognized in U.S. law under the Federal Food, 
Drug, and Cosmetic Act (FDCA) since 1938 

Under the relevant FDCA provisions: 

� A drug with a name recognized in the USP–NF must comply with the 

identity/identification requirements of its monograph, or be deemed 

adulterated, misbranded, or both

� A drug must also comply with compendial standards for strength, 
quality, and purity unless labeled to show all respects in which 

the drug differs

Introduction to USP

Role of USP Drug Quality Standards and Law



22

© 2020 USP

� For more than a century we have shared a close relationship and collaborative 

history with the FDA 

� Together we have worked to protect the public health and promote the quality 

and safety of medicines, supplements, and foods

� Our work compliments that of the FDA and other government agencies at home 

and abroad, through our drug and biologic standards, dietary supplement 

standards, food ingredient standards, verification programs, and other activities 

around the globe

Introduction to USP

USP and the FDA Have a Shared History and Mission
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Introduction to USP

The experts behind our standards
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� United States Pharmacopeia–
National Formulary (USP–NF)

� Food Chemicals Codex (FCC)

Reference Compendia

� USP Compounding 
Compendium

� USP Dietary Supplements 
Compendium (DSC)

� USP Herbal Medicines Compendium

Other Resources

� Pharmacopeial Forum (PF)

� FCC Forum (FCCF)

� USP Dictionary (USAN) 

Introduction to USP

Our Compendia
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� Promoting the Quality of Medicines (PQM)

� Networks of Official Medicines Control 
Laboratories (NOMCoL) 

� Center for Pharmaceutical Advancement and 

Training (CePAT)

� Global Health Standards Program (GHSP) 

� Technology Review Program 

� Complimentary Standards Program (CSP)

Introduction to USP

Global Health Impact

© 2017 USP
25



Overview of the Compendium
How to Use the USP–NF
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United States Pharmacopeia (USP)

� Contains monographs for:

– drug substances

– drug products

– biologics 

– compounded preparations

– medical devices

– dietary supplements

– general test methodology and general information 

� Documents that include revisions for May 1st become official, unless otherwise 

noted in the text or superseded by an accelerated revision

Overview of the Compendium
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� Originally published as a separate collection of 

standards by the American Pharmaceutical 

Association

� Purchased by USP in 1975 and merged into one 

publication with USP in 1980

� Now contains monographs for items typically used 

as excipients

National Formulary (NF)

Overview of the Compendium

32

© 2020 USP

� Legally binding document governing the quality, purity, identity, and strength of 

medical items of commerce in the United States 

� Standard (not cutting edge) technologies and procedures capable of being 

performed by any 

manufacturing company or testing 

laboratory

� Recognized requirements through 

expiration / retest date

What is the USP–NF?

Overview of the Compendium
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Electronic

� Online (internet-based)

USP–NF Formats

Overview of the Compendium
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� USP–NF  Main Edition 

– Publication Date: November 1

– *Official Date for documents with revisions: May 1

� USP–NF  First Supplement

– Publication Date: February 1

– *Official Date for documents with revisions: August 1

� USP–NF  Second Supplement

– Publication Date: June 1

– *Official Date for documents with revisions: December 1

USP–NF Publication Schedule

*Documents that include revisions for a specific date will become official on that date

Overview of the Compendium
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� Bylaws

– Articles of Incorporation

– Amending Bylaws

� Policies and Rules

– Rules & Procedures of the CoE and 

CoC

– USP Code of Ethics

• Standards Setting Processes

 Official Statements and Interpretations

 Document Disclosure Policy

• Compliance   

 Intellectual Property

Overview of the Compendium

Governance

www.usp.org
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The most important document you’ve never read

� General “how-to” manual for monographs and general chapters

� Definitions

� Instructions on how to handle results

� Policies for general concepts

� Official text

� Subject to the same revision process as monographs and general chapters

General Notices

Overview of the Compendium
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� General Notices

– Requirements applicable throughout USP−NF unless superseded by a chapter or monograph

� General Chapters

– Test chapters containing validated methods that users can verify are suitable for their use 

– Support monographs by centralizing methods and procedures

– Informational containing best practices

� Monographs

– Set forth the article's name, definition, specification, and other requirements related to 

packaging, storage, and labeling.  (applicable from release through product shelf life)

– Tests, assays and acceptance criteria needed to demonstrate the article meets required 
quality standards

Overview of the Compendium
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� Mission and Preface

– Drug substances and excipients used in a drug product approved by FDA, and the product 
itself, are candidates for inclusion in USP–NF monographs

� With a few exceptions, all articles for which monographs are provided are legally 

marketed in the United States or are contained in legally marketed articles”

Monographs

Overview of the Compendium
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Type of Article Inclusion Criteria

Therapeutics (drug 
substances, drug products, 
biologics)

USP: approved by US FDA

GH: approved by a stringent regulatory authority (defined 
by the WHO) and used for essential purposes in other 
parts of the world (not the US)

Pending: submitted to FDA  and awaiting approval 

Excipients NF:  listed on FDA’s Inactive Ingredients Database; FDA’s 
Approved Drug Products with Therapeutic Equivalence 
Evaluations (Orange Book) 

Dietary Supplements DSC: Listed by FDA as an NDI (New Dietary Ingredient); 
Marketed in the USA

Overview of the Compendium

Prerequisites for New Monographs
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Did you know?

� There are approximately 4500 US Pharmacopeia monographs.

Breaking News - Monographs

Interesting Fact
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Did you know?

� A drug substance is…

an active pharmaceutical ingredient (API). Such substances are intended to 

furnish pharmacological activity or other direct effect in the diagnosis, cure, 

mitigation, treatment, or prevention of disease, or to affect the structure or any 

function of the body of humans or animals.

Breaking News – Drug Substance

Interesting Fact
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Did you know?

� A drug product is a dosage form (finished product). A dosage form is a 

combination of API and often excipients to facilitate dosing, administration, and 

delivery of the medicine to the patient.

Breaking News – Drug Product

Interesting Fact
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Did you know?

� Over half of the compendia are dosage form monographs.

Breaking News – Dosage Form Monographs

Interesting Fact
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Overview of the Compendium

Dosage Forms

Common dosage forms include:

� Tablets (~700)

� Injectables (~600)

� Oral Solutions/Suspensions/Elixirs (~600)

� Capsules (~200)

� Topicals (~300)

� Inhalation Products (~30)

� Other dosage forms
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Did you know?

� There are over 430 National Formulary (NF) monographs.

Interesting Fact

Breaking News – NF Monographs
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Did you know?

� Excipients are substances other than the API that have been appropriately 

evaluated for safety and are intentionally included in a drug delivery system*.

� Excipients are not necessarily chemically inactive.

*<1078> Good Manufacturing Practices for Bulk Pharmaceutical Excipients

Interesting Fact

Breaking New - Excipients
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Dietary Supplement monographs are:

� Vitamins, minerals, and botanicals monographs

� Designated as part of USP, not NF

� Both dosage form and substance monographs

� Not mandatory . . .but, if an article is labeled 

USP, it must meet all requirements of the 

monograph

Dietary Supplement Monographs

Overview of the Compendium
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General Chapters numbered below <1000> are: 

� Required 

� Procedures used by the FDA to demonstrate compliance to a specification

� Typically procedures referenced in multiple monographs

– Chapter status avoids duplication and simplifies updating

General Chapters

Overview of the Compendium
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General Chapters numbered above <1000>:

� Provide information or guidance

� Are not intended to be enforced by regulatory agencies

- Some countries enforce the entire USP–NF

- FDA reserves the right to enforce if appropriate

� Should not contain acceptance criteria (minimize misunderstandings)

� May become enforceable if referenced without disclaimer in 

a monograph or General Chapter numbered below <1000>

General Chapters

Overview of the Compendium
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There are 10 related Dietary Supplement General Chapters<2XXX> that: 

� Can be either informational or procedural

� Can contain acceptance criteria

� Are not mandatory under the Food, Drug and Cosmetics Act (like all USP dietary 

supplement standards)

General Chapters

Overview of the Compendium
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Reagents, Indicators, and Solutions

� Defines suitable grades for reagents and methods of preparation for solutions in 

the procedures of USP–NF

– Reagents 

– Indicators

– Buffer Solutions

– Colorimetric Solutions (CS)

– Test Solutions (TS)

– Volumetric Solutions (VS)

Overview of the Compendium
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Reagents Example

From Amoxicillin 
monograph...

Assay —
Diluent: 6.8 g/L of 
monobasic potassium 
phosphate in water
Adjust with a 45% (w/w) 
solution of potassium 
hydroxide to a pH of 5.0 
± 0.1. 

From Reagents 
section...

Potassium Phosphate, 
Monobasic (Potassium 
Biphosphate; Potassium 
Dihydrogen Phosphate), 
KH2PO4—136.09 [7778-
77-0]—Use ACS reagent 
grade

Overview of the Compendium
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Reference Tables

A partial list

� Containers for Dispensing Capsules and Tablets 

� Description and Relative Solubility of USP and NF Articles

� Atomic Weights (IUPAC)

� Alcoholometric Table

� Intrinsic Viscosity Table

Overview of the Compendium

Overview of the Compendium 
- USP–NF and Monographs
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� Public has a right to know about the quality of their medicines.  These are the 

legal public standards

� Consumers can be assured that all brands of a particular medicine meet the 

same standards

� A public standard complements the work of industry and government which 

establish the private standard

Why the need for monographs?

Overview of the Compendium
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� USP requests for analytical procedures 

� Acceptance criteria 

� Data to develop monographs from the innovator with FDA approval of a New 
Drug Application (NDA) 

� Generic manufacturers with FDA approval of an Abbreviated New Drug 

Application (ANDA)

� Excipients and dietary supplements in the U.S. (USP requests support in 

developing monographs from interested parties)

Why are monographs developed?

Overview of the Compendium
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Test Procedures:

� Specific to the article as necessary to determine if it meets the attributes of 

identity, strength, quality, and purity

� Start with Identification and end with Specific Tests or Assay

� Impurities tests are grouped under the titles “Inorganic Impurities” and “Organic 

Impurities”

� Actual test procedures are described in the referenced General Chapters 

– e.g., RESIDUE ON IGNITION 〈281〉: NMT 0.1%

Drug Substance Monographs Contents

Overview of the Compendium
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Examples of specific test procedures:

� IR and UV Absorption

� Thin-Layer Chromatography

� Melting Range

� Water Determination

� Residue on Ignition

� Chloride and Sulfate

� Optical Rotation

� Readily Carbonizable Substances

� pH

� Viscosity

Drug Substance Monographs Contents

© 2017 USP
62

Overview of the Compendium
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Drug substance and drug product monographs are structured 
similarly, but test procedures and acceptance criteria usually differ

Official Title Acetaminophen Tablets

Definition Acetaminophen Tablets contain NLT 90.0% and NMT 

110.0% of the labeled amount of acetaminophen 

(C8H9NO2)

Identification A. “retention time . . .”

B. “thin-Layer Chromatographic Identification <201>…” 

Drug Product Monographs Contents

Overview of the Compendium
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� Dissolution <711> or Disintegration <701>

� Uniformity of Dosage Units <905>

� Other dosage form-specific tests 

– Particulate Matter in Injections <788>

– Minimum Fill <755>

– Osmolality and Osmolarity <785>

– Inhalation and Nasal Drug Products: Aerosols, 

Sprays, and Powders <601> 

Example: Specific Tests – Drug Product

Overview of the Compendium
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� Definition

� Identification

� Assay

� Organic Impurities

� Residue on ignition

� Iron

� Loss On Drying

� Clarity and Color of Solution

� Packaging and storage

� Labeling

� USP Reference standards

� Definition

� Identification

� Assay

� Dissolution

� Uniformity of Dosage Units

� Packaging and storage

� Labeling

� USP Reference standards

Fluconazole TabletsFluconazole Vs.

Overview of the Compendium
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What questions do you have about:

1. The General Chapters and their relation to monographs? 

2. The types of USP–NF monographs?

3. Additional questions?

Q&A

Summary Discussion Activity



Overview of Pharmacopeial 
Harmonization
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USP’s Harmonization Team

Overview of Pharmacopeial Harmonization
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� Harmonization makes industry more efficient

- Better able to serve multiple markets with the same processes and plants

- Elimination of redundant testing

- Multi-compendial compliance

� Drug supply becoming more global with internet pharmacies, open borders

� Can help strengthen individual pharmacopeias

- Stronger monographs with a global set of experts setting standards

- Specifications (test methods) are representative of the global supply chain

- Minimizes duplication of testing requirements, reducing inconsistencies

Why harmonize?

Overview of Pharmacopeial Harmonization
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Pharmacopoeial Discussion Group (PDG)

USP has participated since PDG’s inception in 1989

Informal body of representatives include:

- European Pharmacopoeia (EDQM) 

- Japanese Pharmacopoeia (MHLW)

- United States Pharmacopeia (non-governmental)

- WHO, an observer since 2001

- Linked to ICH (until 2011)

- Activities have focused on harmonizing general chapters and 

excipient monographs

Overview of Pharmacopeial Harmonization
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� Text does not have to be identical

� Pharmacopeias can adapt the text to local style, and take into consideration 

local reference standards and reagents 

PDG Definition of Harmonization

Harmonized:  “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 EP, JP and 
USP yields the same results, and the same accept/reject decision is 

reached”

Overview of Pharmacopeial Harmonization
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� No pharmacopeia can unilaterally change harmonized text 

� Revisions are initiated through a formal request to PDG 

(at least 2 months prior to a meeting)

� PDG approves or rejects the revision

– If approved, a Coordinating Pharmacopeia (CP) is nominated (does not have to be the original 
CP for the item)

� The new CP prepares the revised draft 

– Major revisions are introduced at Stage 2

– Minor revisions can be introduced by rapid revision at Stage 4

– Decision on major or minor status must be agreed upon by PDG 

Revisions

Overview of Pharmacopeial Harmonization
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� Proposed tests, limits, and validation (according to <1225> and <1226>)

– Identification test(s)

– Impurity test(s)

– Potency/assay test (preferably stability-indicating) 

– Performance test(s) for dosage form monograph submissions

� Packaging, storage, and labeling requirements

� Reference Standard commitments 

– Statement on suitability for use of any existing USP Reference Standards

– Commitment to provide candidate materials for new USP standards

New monograph submission requirements include:

USP Revision Processes
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Submission to USP must Include:

� Reasonable justification

� Adequate supporting methods, specifications, and data

� Details found at:

http://www.usp.org/get-involved/donate/submission-guidelines

Revision Proposal Submission Requirements

USP Revision Processes
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Monograph development is initiated 

Scientific Liaison performs technical review and drafts monograph, 

USP evaluates procedures requiring RS prior to publication and RS collaborative testing (optional)

Proposal is published for 90-day public comment period

Scientific Liaison and Expert Committee reviews comments 

Expert Committee ballots to adopt proposal 

Monograph is published in compendium (USP–NF) 

USP–NF text becomes official six months after publication unless otherwise indicated. 

Commentary generated.  

Manufacturer submits proposal                  USP initiates development

Approved

Standard Revision Processes
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� Review/evaluation of public comments

� Obtaining additional information

� Publishing responses 

� Testing in USP’s Compendial Development Laboratories

Impacts

USP Revision Processes
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� Online publication through which USP develops and revises standards for the 

USP–NF

� The PF includes the following:

– Standards Development 

– How to Use PF 

– In–Process Revisions 

– Proposed Interim Revision 
Announcements (IRAs) 

– PDG Harmonization Proposals 
(Stage 2) 

– Stimuli Articles 

Pharmacopeial Forum

https://online.usppf.com/

USP Revision Processes
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Stimuli Articles (new PF platform)

USP Revision Processes

https://online.usppf.com/
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https://www.uspnf.com/
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Process used to make revisions to the USP–NF official more quickly than through 

USP’s Standard Revision Process

� Three types of accelerated revisions:

– Errata are posted on the last Friday of every other month on the USP Web site and become 
official on the first day of the month

Accelerated Revision Process

1. Errata

An Erratum/Errata is content erroneously published in a USP 
publication that does not accurately reflect the intended official 
requirements as approved by the Council of Experts

USP Revision Processes
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� First appear in the PF with a 90 day comment period as a Proposed Interim 

Revision Announcement

� If there are no significant comments, it becomes official in the “Official Text” 

section of the USP Web site, with the official date indicated

� IRAs replace the entire published monograph including the specified change 

and are incorporated into the next available USP–NF or Supplement

Accelerated Revision Process, continued

2. Interim Revision Announcements (IRAs) 

IRAs are an expedited mechanism for making revisions official

USP Revision Processes
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� Posted every other month on the USP Web site with the official 

date indicated

– Official dates may vary depending on the type of revision bulletins

� Revision Bulletins replace the entire published monograph including the 

specified change and are incorporated into the next available USP–NF or 

Supplement

Accelerated Revision Process, continued

3. Revision Bulletins 

Used if rapid publication of official text is needed (i.e. safety or compliance-related 
issues)

USP Revision Processes
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� There are official revisions to the USP–NF posted on uspnf.com before they 
appear in the book or online in the USP–NF

� Two ways USP keeps track of these revisions?

Tracking Accelerated Revisions

1. Bookmark the USP website and check back often:
www.uspnf.com/official-text

USP Revision Processes
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� Compendial Updates is typically sent at the end of every other month and 

includes:

– New Revision Bulletins

– New Interim Revision Announcements

– Updated Errata postings

– Notices of Intent to Revise

– Notices of Stage 4 Harmonized Text

– General Announcements

Tracking Accelerated Revisions, continued

2. Sign up for Compendial Updates:  https://www.usp.org/newsletter-and-information

USP Revision Processes
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Tracking Accelerated Revisions, continued

3. Track accelerated revisions on the USP–NF online:

USP Revision Processes

General Notices
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� What are General Notices?

– “The General Notices and Requirements section (the General Notices) presents the basic 
assumptions, definitions, and default conditions for the interpretation and application of the 

United States Pharmacopeia (USP) and the National Formulary (NF)”

� Why are GNs important?

– “Requirements stated in these General Notices apply to all articles recognized in the USP and 
NF (the “compendia”) and to all general chapters unless specifically stated otherwise”

– “Where the requirements of a monograph differ from the requirements specified in these 

General Notices or an applicable general chapter, the monograph requirements apply and 
supersede the requirements of the General Notices or applicable general chapters, whether or 
not the monograph explicitly states the difference” 

General Notices
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� General Notices (GNs)

- Overarching (applies to all general 
chapters and monographs)

� Monographs

- Supersedes both GN and General 
Chapters, if conflicting

� General Chapters

- Tests and assays that may be made 
applicable to one or more monographs

Structural Hierarchy

General Notices
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1. Title and Revision

2. Official Status and Legal Recognition

3. Conformance to Standards

4. Monographs and General Chapters

5. Monograph Components

6. Testing Practices and Procedures

7. Test Results

8. Terms and Definitions

9. Prescribing and Dispensing

10. Preservation, Packaging, Storage, and Labeling

Sections of GN, applicable to standards, tests, assays, and other 
specifications of the US Pharmacopeia, include:

General Notices
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Section 4: Monographs and General Chapters

� 4.10. Monographs:

- Monographs set forth the article's name, definition, specification, and other requirements related to 
packaging, storage, and labeling

- The specification consists of tests, procedures, and acceptance criteria that help ensure the identity, 
strength, quality, and purity of the article

� 4.10.10. Applicability of Test Procedures:

– A monograph may contain and require multiple tests, procedures and/or acceptance criteria to reflect 
attributes of different manufacturers’ articles

– Multiple procedures also may be included in particular monographs specifically for the purpose of 
assuring the availability of an appropriate procedure for a particular product

– In such cases, a labeling statement to indicate the appropriate application of the procedure(s) will be 
included in the monograph

– A labeling statement is not required if Test 1 is used

General Notices
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Section 5: Monographs and Components

� 5.30. Description and Solubility:

- Only where a quantitative solubility test is given in a monograph and is designated as such is it 
a test for purity

- Although the information provided in monographs and the information in the reference table 

may indirectly assist in the preliminary evaluation of an article, it is not intended to serve as a 
standard or test for purity

� 5.40. Identity:

- A compendial test titled Identification is provided as an aid in verifying the identity of articles as 

they are purported to be (e.g., those taken from labeled containers), and establish whether it is 
the article named in USP–NF

- Failure of an article to meet all the requirements of a prescribed Identification test (i.e., failure 
to meet the requirements of all of the specified procedures that are components of that test) 

indicates that the article is mislabeled and/or adulterated

General Notices
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Section 5: Monographs and Components, continued

� 5.70. Performance Tests

- Where content uniformity determinations have been made using the same analytical 
methodology specified in the Assay, with appropriate allowances made for differences in 

sample preparation, the average of all of the individual content uniformity determinations may 
be used as the Assay value.

� 5.80. USP Reference Standards:

- Where USP or NF tests or assays call for the use of a USP Reference Standard, only those 

results obtained using the specified USP Reference Standard are conclusive

- Requirements calling for an RS that is not yet available shall not be official until the RS is 
available

General Notices
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Section 6: Testing Practices and Procedures

� 6.30. Alternative and Harmonized Methods and Procedures

- An alternative method or procedure is defined as any method or procedure other than the compendial method or 

procedure for the article in question. The alternative method or procedure must be fully validated (see Validation of 

Compendial Procedures 〈1225〉) and must produce comparable results to the compendial method or procedure within 

allowable limits established on a case-by-case basis. Alternative methods or procedures can be developed for any 

one of a number of reasons not limited to simplification of sample preparation, enhanced precision and accuracy, 

improved (shortened) run time, or being better suited to automation than the compendial method or procedure. Only 

those results obtained by the methods and procedures given in the compendia are conclusive.

- For evaluation as a potential replacement or addition to the standard, alternative methods and procedures should be 

submitted to USP (see section 4.10 Monographs).

- Certain general chapters contain a statement that the text in question is harmonized with the corresponding text of the 

European Pharmacopoeia and/or the Japanese Pharmacopoeia and that these texts are interchangeable. Therefore, 

if a substance or preparation is found to comply with a requirement using an interchangeable method or procedure 

from one of these pharmacopeias, it should comply with the requirements of the USP–NF. When a difference appears, 

or in the event of dispute, only the result obtained by the method and/or procedure given in the USP–NF is conclusive.

General Notices
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Section 6: Testing Practices and Procedures, continued

� 6.40. Dried, Anhydrous, Ignited, or Solvent-Free Basis

- All calculations in the compendia assume an “as-is” basis unless otherwise specified.

- Test procedures may be performed on the undried or unignited substance and the results 
calculated on the dried, anhydrous, or ignited basis, provided a test for Loss on Drying, or 

Water Determination, or Loss on Ignition, respectively, is given in the monograph. Where the 
presence of moisture or other volatile material may interfere with the procedure, previous 
drying of the substance is specified in the individual monograph and is obligatory…

� 6.40. Solutions

- Unless otherwise specified, all solutions shall be prepared with Purified Water. Solutions for 
quantitative measures shall be prepared using accurately weighed or accurately measured 
analytes (see section 8.20 About).

General Notices
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� 7.10. Interpretation of Requirements:

- 7.10.5. Nominal Concentrations in Equations:

- 7.10.10. Equivalence Statements in Trimetric Procedures

� 7.20. Rounding Rules- Example in GN

Section 7: Test Results

General Notices
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� 8.10. Abbreviations

� 8.20. About

� 8.30. Alcohol content

� 8.40. Atomic weights

� 8.50. Blank determinations

� 8.60. Concomitantly

� 8.70. Desiccator

� 8.80. Logarithms

� 8.90. Microbial strain

� 8.100. Negligible

� 8.110. NLT/NMT

� 8.120. Odor

Section 8. Terms and Definitions

� 8.130. Percent

� 8.140. Percentage concentrations

� 8.150. Pressure

� 8.160. Reaction time

� 8.170. Specific gravity

� 8.180. Temperatures

� 8.190. Time

� 8.200. Transfer

� 8.210. Vacuum

� 8.220. Vacuum desicator

� 8.230. Water

� 8.240. Weights & measures (includes chart of symbols 
and prefixes)

General Notices
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What questions do you have about:

1. How the USP–NF is used including sections, 

content and regulatory status, publication cycles, 

and official dates?

2. The proper use of the  Pharmacopeial Forum?

3. Additional questions?

Q&A

Summary Discussion  Activity

USP–NF Online
Demonstration 
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Online.uspnf.com

Morphine SulfateBenefits

Bookmarks- Add/remove/create alerts

Currently Official

Document Tools

Email Link

Print Page

Reference Standards Link

History 

Content

Support Services
Blue Hyperlinks

Chromatographic Columns

FAQs
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Frequently Asked Questions
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� Can I get a copy of documents submitted to USP in support of a monograph?

Answer:

It depends on the nature of the documents

See USP’s Document Disclosure Policy:

http://www.usp.org/about-usp/leadership/policies-rules/code-ethics/standards-setting-processes

Frequently Asked Questions
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� Can the opinion of a USP staff member or Expert Committee member take 

precedence over USP–NF text?

Answer:

No

http://www.usp.org/about-usp/leadership/policies-rules/code-ethics/standards-setting-
processes

Frequently Asked Questions
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Frequently Asked Questions

� Can I appeal a decision to make a proposed revision official?

Answer: 

Yes, but it depends on the timing

See Rules and Procedures of the Council of Experts

7.08 Appeals:

http://www.usp.org/sites/default/files/usp/document/about/policies-rules/2016-02-01_2015-
2020_coe_rules_and_procedures-final.pdf




