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Uppsala Monitoring Centre

Have you heard of us?



The tragic 
begining of UMC



Uppsala Monitoring Centre
• Not-for-profit organisation, WHO Collaborating Centre

• Scientific, technical and operational support to WHO PIDM as the 

WHO Collaborating Centre for International Drug Monitoring

• Custodian of VigiBase, home of WHODrug Global, proposed 

maintenance organisation for ISO IDMP PhPID

• Conducts PV research, method development, signal detection and 

communication

• Provides educationand training, IT solutions to strengthen National 

PV systems in the WHO PIDM 

• Actively involved in global harmonisation efforts of ISO and ICH to 

support safer medicines





22  Associate members 

156 Full members

Non-member 

2023
Covers > 99% of 
world population

WHO Programme of International Drug Monitoring



VigiBase

• Global database of ADRs and 
AEFIs

• >36 million cases globally
collected (7 mil. for vaccines) 
from 156 PIDM members

• Supports national analysis, 
regional collaborations and global 
referencing

• Complements statistical signal 
detection and method
development

• Provides structured and coded
data

VigiBase

WHODrug

MedDRA*

VigiLyze

Signal detection 

and signal 

management 

system for WHO 

PIDM

*M edDRA: Medical Dictionary for Regulatory Activities

VigiFlow



Introducing WHODrug Global



Standardizing drug information with medical 
coding…

Verbatim Route Indication Country

ADESTAN CREAM 
1%

TOPICAL
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JPN

Drug name
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ATC code

G01AF

D01AC
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report

Unprocessed data 



Analysis on different 
levels of precision 

Group by ATC based 
on the labelled 

indication

Group medicines with 
similar properties

…allows for data aggregation and analysis… 



Decision 

Drug coding

Drug data collection

From a clinical trial or 

post-marketing 

surveillance

Using WHODrug

Drug Code, ATC 

classifications or SDGs

Identification of 

drug–drug 

interactions or 

adverse events

WHODrug 

Global

Data aggregation 

& analysis

…and promotes safer use of medicines and 
vaccines!



Examples of use cases for WHODrug Global

• Pre-marketing

• Coding of concomitant medications in clinical trials (via CDISC SDTM)

• Use of WHODrug Global mandated by U.S. FDA and Japan’s PMDA

• Post-marketing

• ICSR Reporting in E2B(R3)

• Patient reporting

• National PV Surveillance Systems

• Vaccine Surveillance



Who uses WHODrug Global?

• Requested by industry and regulators

• Used by > 3000 industry organisations for identification and analysis of pre-

and post-marketing safety data

• Used by members of the WHO Programme for International Drug Monitoring  



WHODrug Global – Coverage

621 570 drug names from 171 countries
In the September 1, 2023 release of WHODrug Global



Drug classifications

Information in several 

languages

Continually updated 

information

Validated 

drug information
A hierarchical  

information structure

Standardised and 

harmonized drug names

WHODrug Global dictionary includes:



Vaccines

Types of medicines in WHODrug

Conventional 
medicines

Biotherapeutics Traditional  
medicines

Herbal 
medicines 



DRUG CODEDRUG NAME ACTIVE 
INGREDIENT 

ATC 
CLASSIFICATION

WHODRUG 
MPID

COUNTRY OF 
SALE

MAH PHARMACEUTICAL 
FORM

PHARMACEUTICAL 
STRENGTH

Information in WHODrug



DRUG CODEDRUG NAME ACTIVE 
INGREDIENT 

ATC 
CLASSIFICATION

WHODRUG 
MPID

COUNTRY OF 
SALE

MAH PHARMACEUTICAL 
FORM

PHARMACEUTICAL 
STRENGTH

B3 format

C3 format

WHODrug Formats



Drug code in WHODrug
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• Used to classify medications 

according to their intended use

• All drugs in WHODrug are assigned  

at least one ATC code

• All records are preferably assigned 

ATC codes on the 4th level

• Allows for aggregation of similar drugs

ATC in WHODrug

FLUOXETINE



WHODrug Global Chinese

✓ Drug names, active substance(s), ATC code text, country and pharmaceutical form 
are shown in Chinese for drugs approved in China

✓ All Chinese records have an equivalent English drug name in WHODrug Global 
connected by the drug code

✓ Simplifies coding and regulatory submission both inside and outside China

Drug code Drug 

name

Active 

substance(s)

ATC Country of 

sales 

Marketing 

authorisation 

holder

Pharmaceutical 

form

Strength Medicinal 

Product ID

00002701559 伯基 乙酰水杨酸 B01AC, 血小板凝固抑制剂, 

不包括肝素类

中国 永信药品股份有限

公司

胶囊 ,肠溶 100 mg 1724492

00002701559 Bokey Acetylsalicylic 

acid

B01AC, Platelet 

aggregation inhibitors excl. 

heparin

China Yung shin CAPSULES, 

ENTERIC-

COATED

100 mg 1724492
WHODrug 

Global

WHODrug 
Global 

Chinese



CDISC and WHODrug Global

Meeting regulatory expectations with WHODrug 



Regulatory expectations for WHODrug Global

• Regulatory expectations for the use WHODrug Global is present in several 

countries, as standardised medicinal product data enables safety analysis 

and identification of drug-related problems and the consequent 

development of safer medicines

• Used in clinical trials to submit standardised drug information about concomitant 

medications in SDTM CDISC compliant data sets when submitting NDAs

• Used to code drug information in ICSRs and AEFIs for post-marketing surveillance



Japan, PMDA – Notification on Handling of Submission of Electronic 

Study Data for New Drug Applications 1



Japan, PMDA – Data Standards Catalog2



Japan, PMDA – FAQs on Electronic Study Data Submission3
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U.S., FDA – Notice in the Federal Register4

“The expectation is that sponsors 

and applicants will use the most 

current B3-format annual version of 

WHODG at the time of study start.” 

“…the use of the current B3-format 

annual version of WHODrug is 

supported as of this Federal Register 

notice and sponsors or applicants are 

encouraged to begin using it”

“…the use of the most current B3- 

format annual version will only be 

required in submissions for studies that 

start after March 15, 2019.”



U.S., FDA – Data Standards Catalog5



U.S., FDA – Study Data Technical Conformance Guide6



CMDECOD

• Preferred Name in WHODrug is always generic
• Preferred names (bases and variations) can be identified by the drug code with seq2=001

• Preferred base will have seq1=01 as well as seq2=001  

• Can be retrieved from DD(B3 format) file or MP(C3 format) file
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Voltaren rapid
003723 04 332

Diclofenac
003723 01 001

Diclofenac
sodium

003723 02 001

Diclofenac
potassium

003723 04 001

Zorvolex
003723 01 119
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Voltaren rapid
003723 04 332

Diclofenac
003723 01 001

Diclofenac
sodium

003723 02 001

Diclofenac
potassium

003723 04 001

Zorvolex
003723 01 119



CMDECOD longer than 200 characters

• For drugs with many ingredients, the generic name in WHODrug can 
be longer than 200 characters

• Supplemental dataset needs to be utilized in this scenario 

• SDTMIG v. 3.4 states that the text should be truncated between 
words (4.5.3.2 Text Strings Greater than 200 Characters in Other Variables)

• “Semicolons separate ingredients so text should be truncated after 
semicolon closest to 200 characters to improve readability” 
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Myocardial 

infarction 

A01AD, Other agents for local oral treatment

B01AC, Platelet aggregation inhibitors excl. heparin

M02AC, Preparations with salicylic acid derivatives

N02BA, Salicylic acid and derivatives official

CMCLAS, CMCLASCD – Multiple ATC codes



If the sponsor has clearly documented that one 

response is of primary interest (e.g., in the CRF, 
protocol, or analysis plan), the standard domain 

variable may be populated with the primary 

response and SUPP-- may be used to store the 
secondary response(s).

The SDTM permits one value for each Qualifier 

variable per record. If multiple values exist (e.g., 
due to a “Check all that apply” instruction on a 
CRF), then the value for the Qualifier variable 

should be “MULTIPLE” and SUPP-- should be 
used to store the individual responses.

CDISC – SDTM Implementation Guide7



USUBJID CMSEQ CMTRT CMMODIFY CMDECOD CMCLAS CMCLASCD

AB-21-01 1 Aspirin 

protect

Aspirin 

protect

Acetylsalicylic acid Platelet aggregation inhibitors excl. heparin B01AC

USUBJID RDOMAIN IDVAR IDVARVAL QNAM QLABEL QVAL

AB-21-01 CM CMSEQ 1 CMCLAS2 Medication 

Class 2

Other agents for local oral treatment

AB-21-01 CM CMSEQ 1 CMCLSCD2 Medication

Class Code 2

A01AD

AB-21-01 CM CMSEQ 1 CMCLAS3 Medication 

Class 3

Preparations with salicylic acid 

derivates

AB-21-01 CM CMSEQ 1 CMCLSCD3 Medication

Class Code 3

M02AC

… … … … … … …



U.S., FDA – Validator rules8



Provisional translation:

In order to meet the data submission requirements, 
collected data may be required to be standardized or coded

The provisional translation is unofficial and is provided solely to create a basic understanding 

China, NMPA - Guidelines for submission of clinical trial data9



Provisional translation:

At least the following content in the submitted database should be in Chinese: data set labels 
and variable labels; names of adverse events, names of concomitant drugs, and names of 

medical history appearing in clinical summary reports and other documents.
The provisional translation is unofficial and is provided solely to create a basic understanding 

WHODrug Global Chinese allows for retrieval of 

applicable drug information in Chinese language

China, NMPA - Guidelines for submission of clinical trial data9



Supporting data submission in dual languages

威凡

REPORTED TERM

CODED DRUG NAME IN WHODRUG GLOBAL CHINESE

SDTM 
compatible 
output in 
Chinese

DRUG 

NAME

ACTIVE 

INGREDIENT

ATC CODE/TEXT DRUG CODE

威凡 伏立康唑 J02AC, 三唑衍生物 01510101002

SDTM 
compatible 
output in 

English

DRUG 

NAME

ACTIVE 

INGREDIENT

ATC CODE/TEXT

VFEND Voriconazole J02AC, Triazole derivatives

DRUG NAME ACTIVE INGREDIENT ATC CODE/TEXT DRUG CODE

威凡 伏立康唑 J02AC, 三唑衍生物 01510101002

VFEND

DRUG NAME ACTIVE INGREDIENT ATC CODE/TEXT DRUG CODE

VFEND Voriconazole J02AC, Triazole derivatives 01510101002

CODED DRUG NAME IN WHODRUG GLOBAL



Uppsala Monitoring Centre | UMC (who-umc.org)

https://who-umc.org/


Thank You!
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