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The WHO-Programme for International Drug Monitoring
(WHO-PIDM)

Thalidomide 
disaster in  1961

In 1968 WHO creates the 
Programme for 

International Drug 
Monitoring

 (WHO-PIDM)

In 1978 the Swedish 
Government and WHO 

create the UMC as a 
Collaborating Centre to 
support the WHO-PIDM



Redesignation of UMC as the WHO – Collaborating Centre for International Drug Monitoring 
in charge of supporting the WHO-PIDM – July 2021 to July 2025

Non-profit Pharmacovigilance activities



Uppsala Monitoring Centre (Uppsala, Sweden)

Our job is:

• To Provide technical, operational support, and scientific support to the regulatory authorities and ministries of health of the
WHO-PIDM member countries .

o Via offering VigiFlow (and its associated services) and VigiLyze as technological solutions that contribute to
strengthening the national pharmacovigilance systems of the WHO-PIDM member countries.

o Via Detection and diffusion of signals (English and soon in Spanish)

o Via prodviding training and courses in pharmacovigilance (English and Spanish, Portuguese soon)

• To host and maintain the WHO global database of ADRs and AEFIs ( VigiBase ).

• To coordinate PHPID calculation in the ISO IDMP drug identification harmonization project, which can be available to countries
through WHODrug.

• To Actively participate in global harmonization efforts in collaboration with ISO and ICH with the aim of promoting safer
medicines for all.

ISO: International Organization for Standardization
IDMP: Identification of Medicinal Products
ICH: International Council for the Harmonization of Technical Requirements for Pharmaceutical Products for Human Use



What is WHO Drug Global?

• WHODrug Global is the international reference for pharmaceutical product information

and contains information on nearly 4 million different pharmaceutical products from 168

countries (as of March 2023).

• It is a dictionary of pharmaceutical products developed and maintained by the UMC that

is used to identify names and analyse information related to pharmaceutical products.

• It is used by around 2,500 organizations around the world , from regulatory authorities

and pharmaceutical companies, to research centers and universities.

• The use of WHODrug Global is required by reference organizations such as the

regulatory authorities of the United States ( US FDA ), Japan (PMDA ), South Korea (KIDS),

Türkiye (TITCK), Mexico (COFEPRIS) and Colombia (INVIMA). And it is recommended by 

several organizations in different countries including Brazil (ANVISA), Ecuador (ARCSA), 

Peru (DIGEMID) and Uruguay (MoH).

• Updates on WHODrug Global are released twice a year, on March 1 and September 1.

• Available in: English, Chinese, Spanish and Portuguese



Types of Medications included in WHODrug Global

Biological 
products

herbal 
products

Chemotherapy 
regimens

“ Umbrella
records ” that 
represent groups 
or types of 
medications

Analgesics

Traditional 
Medicine

Conventional 
medications

Vaccines

Homeopathic 
products

Vitamins/supplements

Medical devices 
with medicines

Contrast 
media



WHODrug Global –enables detailed analysis of pharmaceutical products information

Decisions

Data collection 
and analysis

Medication Coding

Medication Information 
Collection

Eg Report of adverse
reactions concerning drugs
or vaccines in post-
marketing VF or clinical trials

Eg Gathering information by:
- Active ingredient(s)
- Active principle (s) (salts)
- ATC Classification (Anatomical, 
Therapeutic, Chemical 
Classification System)

WHO Drug 
Global

Appropriate therapeutic 
decisions based on 

evidence.

The names of the 
products are structured 
hierarchically based on 
their active ingredients 

and are assigned a 
unique identifier ( the

drugs Code ).



Product Information in WHODrug Global
• product name

• unique identifier codes

• Drug code → active ingredient, salt variation and product name

• MPID → drug code info + country, ATC, MAH, form, strenght

• Active principle

• ATC Classification

• country of sale

• Market Authorization Holder

• Pharmaceutical form

• Concentration

WHODrug 
Global Viewer

MPID
80844



– Ampicillin

– Ampicillin sodium

Preferred 
base name

(Active ingredient (base))

preferred name
(salt variation) – Ampicillin potassium

preferred name
(salt variation)

patent name – Suractin

The hierarchical structure of a product in WHODrug Global

000005 01 001

000005 02 001

000005 04 001

000005 04 002

Drug names that have a code ending
with 001 are called “ Preferred ”.
Names ” (refer to active ingredients
and salts (and their variants).

-The " Drug " Code ” is a 
unique identifier of the 
drug name.
-Provides information on 
the active ingredient(s), 
the salts (and their 
variants) and the name 
of the medication



Vaccines –hierarchy at WHODrug

Drug names that have a code ending
with 001 are called “ Preferred ”.
Names ” (refer to active ingredients
and salts (and their variants).

-The " Drug " Code ” is a 
unique identifier of the 
drug name.
-Provides information on 
the active ingredient(s), 
the salts (and their 
variants) and the name 
of the medication



C3 format and WHODrug MPID

MPID Country of sales MAH Pharm form strenght

287968 - - - -

1316064 México - - -

287967 México Rayere - -

291217 México Rayere liquids -

287966 México Rayere tablets -

4963027 México Rayere tablets 2 mg

Acqta (Drug code 003843 02 107)
Ingredient: loperamide clorhydrate

ATC: A07DA, Antipropulsives



Drug classification

ATC Classification of drugs in WHODrug Global

In WHODrug Global, drug names are classified according to:

1. ATC Classification (Anatomical, Therapeutic, Chemical Classification System).

• www.whocc.no/atc_ddd_index

2. Herbal ATC classification, for herbal products.

3. ATC codes created by UMC

All product names on WHODrug Global are classified to reflect authorized indications for use

gabapentin

Why did the patient take gabapentin?

Nauralgia →N02BG, Other analgesics and antipyretics (umc -assigned)
Seizures→ N03AX, Other antiepileptics (official)
Restless legs s → N07XX, Other nervous system drugs (umc -assigned)



Standardized Drug Groupings

Very useful for analyzing information already coded with WHODrug



Definition

An SDG is any grouping of medicines having one or 
several properties in common

“The individual grouping can be based on indication, chemical properties, 
pharmacodynamic properties and/or pharmacokinetic properties as well 

as any other property of interest.“



SDG Structure – with subgroups
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Targeted 
anticancer drugs

Other 
antineoplastic drugs

Antineoplastic 
bcr-abl inhibitors

Antineoplastic 
proteasome 
inhibitors

Amsilarotene
Pepinemab
Venetoclax

Bortezomib
Marizomib
Oprozomib

Dasatinib
Nilotinib

Vodobatinib

Cancer 
therapies



SDGs, what do you use them for?



Use of WHODrug Global in the world

Examples of reference regulatory authorities



Pharmaceuticals and Medical Devices Agency (PMDA) Japan 

Notification of practical operations for electronic submission of information derived from clinical studies 1



PMDA Japan – Information Standards Catalog 2



Food and Drug Administration (FDA) United States of America 

Federal Register Notice 3

"...use of the most current annual version of the B3 format 
will only be required for study submissions beginning after 
March 15, 2019."

"The expectation is that sponsors and applicants will use the 
most current annual B3 format version of WHODG at the 
time of study initiation."

"...use of the current annual version of WHODG B3 format is 
supported by this Federal Register notice and sponsors or 
applicants are encouraged to begin using it"



US FDA – Information Standards Catalog 4



US FDA 
Compliance Guide for Clinical Study Information 5



US FDA –Validation Rules 7



KIDS –South Korea 8

WHODrug Global (C3 format) as the 
standard terminology for drug coding 
in ICSR submission to the regulatory 
authority.

Mandatory for post-market 
authorization pharmacovigilance 
(updated February 22, 2021).



TITCK –Türkiye 9

Guide FVK-KLVZ-17

WHODrug Global as the required 
terminology for drug coding in ICSR 
submission to the regulatory authority.

“The safety database must comply with 
E2B(R3) and be fully validated.

…The database should include the latest 
version of MedDRA and the WHO Drug 
Dictionary or the Extended EudraVigilance 
Medicinal Product Dictionary ( Xtended 
“EudraVigilance Medicinal Product 
Dictionary ;XEVMPD).”…



COFEPRIS –Mexico 10

WHODrug Global (C3 format) as the 
standard terminology for drug coding in 
ICSR submission to the regulatory authority.

Mandatory for clinical trials and post-market 
authorization pharmacovigilance from 
January 1, 2024 (announced in November 
2022).

Applies to:
-Suspected medication
-Interacting  medication
-Concomitant medication
-Medication not administered
-Parents' medication history 
(in a parent-child report)
-Patient medication history.



ANVISA - Brazil 11

WHODrug Global 
recommendation as the 
coding standard for ICSR 
submissions from 
industry to the NRA.



INVIMA - Colombia 12

WHODrug Global 
recommendation (C3 
format) as the coding 
standard for ICSR 
submissions from 
industry to the NRA.



ARCSA - Ecuador 13

Guideline:
IE-B.5.1.4-FCV-02 Notification 
of adverse events to 
medications for holders of 
Sanitary Registry

WHODrug Global 
recommendation (C3 format) 
as the coding standard for 
ICSR submissions from 
industry to the NRA.



Ministry of Public Health - Uruguay 14

Guideline:
Manual for the use of the 
industry eReporitng tool

WHODrug Global 
recommendation (C3 format) 
as the coding standard for 
ICSR submissions from 
industry to the NRA.



DIGEMID - Peru 15

Guideline:
Reporting guidance document 
for the industry.

WHODrug Global 
recommendation (C3 format) 
as the coding standard for 
ICSR submissions from 
industry to the NRA.



PAHO (Pan American Health Organization)

WHODrug Global is 
recommended as the 
preferred vaccine and drug 
coding standard in the 
context of AEFI reporting to 
regulatory authorities and 
Expanded Immunziation 
Programs.
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Use of WHODrug Global in the world

The UMC and WHODrug Global in the ISO - IDMP project, part of the 

ICH E2B R3 standard for the transmission of ICSRs



What is ISO-IDMP?

The objective of the IDMP project is to create a Medicinal Product 

Identifier (MPID) calculated from information from a set of five ISO 

standards that:

Will allow a medicinal product to be uniquely and unequivocally identified.

The ISO standards used are:

❖ ISO 11238 – Substance Identification

❖ ISO 11239 – Pharmaceutical dose forms, units of presentation and routes of administration

❖ ISO 11240 – Units of measurement

❖ ISO 11616 – Pharmaceutical Product Identification ( PhPID )

❖ ISO 11615 – Medicinal Product Identification (MPID)

40



ISO – IDMP, a collaborative project

GIDWG
Grupo de trabajo 
global IDMP



Uppsala Monitoring Centre (UMC)
Box 1051, SE-751 40 Uppsala, Sweden
Email: info@who-umc.org, www.who-umc.org 

Thank you for your attention! 

Any questions, plese write to us at:

Support@who-umc.org
Salvador.Alvarado@who-umc.org

john.juter@who-umc.org 

mailto:Support@who-umc.org
mailto:Salvador.Alvarado@who-umc.org
mailto:john.juter@who-umc.org
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