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Review of Pharmacopeial Processes

U.S.A.

ARGENTINA

BRAZIL

MEXICO

The four active pharmacopeias of the Americas have agreed to �

	 constitute the Pharmacopeial Working Group (PWG) of the �

	 Pan American Network for Drug Regulatory Harmonization. 

	 The workplan of the PWG aims at strengthening the interactions �

	 among the pharmacopeias, facilitating the exchange of �

	 information and expertise and promoting joint activities that �

	 contribute to improve the quality of pharmaceuticals in the �

	 region of the Americas.�

ARGENTINA BRAZIL MEXICO USA

Title

Reference Standards 43 11 134 1325

Law 96607, 
Aug. 30, 1988

Legal Status Law 16.643 (1963)
Resolution 297/96
Internal Res. 756/98
Act 3/19/98

Mexican General Health 
Law. Revisions and updates 
regulated by Official Law
NOM-001-SSA1-93

Federal Food, Drug and 
Cosmetic Act (1938)

No. of Monographs 860 444 1298 3740

No. of General Chapters 79 256 215 168

Mechanism for Public
Comments

Internet
www.anmat.gov.ar

Internet
www.ufsm.br/
farmacopeia 

Consult to the Industry;
forms and letters from�
other interested parties

Pharmacopeial Forum

Other Publications Brazilian Homeopathic
Pharmacopeia
 

Special Supplements for 
pharmacies, drugstores, 
and compounding 
pharmacies; Herbarium 
Pharmacopeia and Herbarium �
Extra-pharmacopeia; and 
Homeopathic Pharmacopeia

USP Dictionary of  �
USAN and International 
Drug Names �

Farmacopea Argentina
6th Edition

Farmacopéia Brasileira
4th Edition

Farmacopea de los�
Estados Unidos Mexicanos
7th Edition

The United States�
Pharmacopeia and�
The National Formulary
USP 25–NF 20



Argentine Pharmacopeia

Mexican Pharmacopeia

HEALTH MINISTER Public Comment

Executive Secretariat

Subcommittees

Permanent Commission

Official publication

SECRETARY OF SANITARY
POLICIES AND REGULATIONS

ANMAT
(NATIONAL ADMINISTRATION OF FOOD, 

DRUGS, AND MEDICAL DEVICES)

PRESIDENT
(Director of ANMAT)

VICE PRESIDENT
(Director of INAME)

EXECUTIVE SECRETARIAT
(STAFF)

21 SUBCOMMITTEES

MEMBERS (8):
6 UNIVERSITIES
THE NATIONAL ACADEMY OF MEDICINE
THE NATIONAL ACADEMY OF PHARMACY

PERMANENT COMMISSION

Org Chart Revision Process

Communication

Communication

Approval

Recommendation

HEALTH SECRETARIAT

Org Chart Revision Process

GENERAL DIRECTION FOR
EVALUATION OF DRUGS AND

HEALTH TECHNOLOGIES
PERMANENT COMMISSION ON
THE PHARMACOPEIA OF THE

UNITED MEXICAN STATES
SUBDIRECTION OF 

STANDARDIZATION AND
PHARMACOVIGILANCE

EXECUTIVE
COUNCIL

EXECUTIVE
SECRETARIAT

TECHNICAL
COUNCIL

TRUSTEESHIP
(Fideicomiso)

6 	Institutions of public
	 health
5	 Professional
	 associations
2	 National schools
	 with health-related
	 careers

19 Expert Committees 3	 Representatives of
	 the Health Secretariat
3	 Representatives of
	 2 professional
	 associations

SUBSECRETARIAT FOR
INNOVATION AND QUALITY

Executive Secretariat
Chief of Department
Administrator
Coordinators of the
	 Expert Committees
Distribution staff

A PROPOSAL IS RECEIVED

* THE PROPOSAL IS SENT TO THE
PERTINENT COMMITTEE

REVIEW THE PROPOSAL

REVIEW THE PROPOSAL

* THE EC RECOMMENDATIONS 
ARE PROCESSED

* THE PROPOSAL IS SENT TO 
OTHER INVOLVED EC

* PUBLICATION AND DISTRIBUTION

IN AGREEMENT WITH DC, FUNDS FOR
PUBLICATIONS ARE RELEASED

PROPOSAL IS REVIEWED, APPROVED,
OR A NEW PROPOSAL IS RECEIVED

* FINAL DRAFT OF INTEGRATED EC
COMMENTS ARE SENT TO 

INDUSTRY FOR REVIEW

APPROVE THE PUBLICATION AND
ESTABLISH STRATEGIES FOR 

SALES AND DISTRIBUTION

* NEW TEXT IS WRITTEN; ALL 
COLLECTED MATERIAL FOR PUBLICATION

IS EDITED AND NOTIFICATION OF NEW
EDITION IS RELEASED

PROCEEDS?
YES

NO

PROCEEDS?
YES

ACADEMIC, GOVERNMENT,
& INDUSTRY SECTORS

INCLUSION AND EXCLUSION
COMMITTEE

OTHER RELATED 
COMMITTEES

INTERESTED 
LABORATORIES

EXPERT COMMITTEE (EC)

EXPERT COMMITTEE

DIRECTIVE COUNCIL (DC)

* A RESPONSE 
IS SENT

NO* A RESPONSE 
IS SENT

3 TIMES

*Mexican Pharmacopeia Staff

TECHNICAL COMMITTEE
OF TRUSTEESHIP



Brazilian Pharmacopeia

United States Pharmacopeia

* International * Standards 
Development

PRESIDENT OF BRAZIL CPRFB approves item for public review

Approved text presented in the web site
www.ufsm.br/farmacopeia for public 
comments. Approved monographs

forward to collaborative studies.

Public comment received

Scientific Subcommittee of Revision
reviews comments and responds to the

Permanent Committee

Further revision needed No further revision needed

Public comment received Director of ANVISA approves

Official publication

MINISTER OF HEALTH

Org Chart Revision Process

PRESIDENT-DIRECTOR OF
THE NATIONAL AGENCY FOR

HEALTH SURVEILLANCE

12 SCIENTIFIC SUBCOMMITTEES
OF REVISION

PRESIDENT OF THE 
PERMANENT COMMITTEE OF
REVISION OF THE BRAZILIAN

PHARMACOPEIA

*USP Staff

USP CONVENTION

BOARD OF TRUSTEES

COUNCIL OF EXPERTS
CEO - Chairman

62 Expert Committees

* EXECUTIVE OFFICE
Chief Executive Officer
Chief Operating Officer

General Policies and Requirements
Division Executive Committee

Information
Division Executive Committee

Non-Complex Actives and Excipients
Division Executive Committee

Complex Actives
Division Executive Committee

Org Chart Revision Process

USP Expert Committee approves item for publication in
Pharmacopeial Forum (PF) 

USP Scientific Staff Liaison and the 
Executive Secretariat review item

USP Scientific Staff Liaison and the 
Executive Secretariat review item

USP Scientific Staff Liaison compiles and analyzes
comments and USP Expert Committee responses

Item published in PF for public review

Public comment received

Further revision needed No further revision needed

Comments and responses
published in PF Briefings with
proposal for further revision

Revision proposal becomes 
official; revision published in

Interim Revision Announcement
or Supplement to USP-NF;

comments and responses published
under Commentary in Supplement

* Standards 
Operations

* QDP * Training

* Information
Programs

* Veterinary 
Medicine

* Practitioner &
Product Experience

* Policy Center


