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Product Manager is responsible for the development of many applications 
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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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• The author has no real or apparent conflicts of interest to report.
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1. Uppsala Monitoring Centre

2. Introducing WHODrug Global

3. CDISC and WHODrug Global



Uppsala Monitoring Centre

Have you heard of us?



Uppsala Monitoring Centre (UMC)
• 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 education and 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
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UMC and Global ISO IDMP
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WHO Programme on International 
Nonproprietary Names (INN)



New formal collaboration between UMC and CDISC

https://uppsalareports.org/articles/patient-safety-set-to-gain-from-new-partne rship-
between-cdisc-and-umc/
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Introducing WHODrug Global



Vaccines

Types of medicines in WHODrug

Conventional 
medicines

Biotherapeutics Traditional  
medicines

Herbal 
medicines 
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>621 570 drug names from 171 countries
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• Maintained by WHO Collaborating 
Centre for Drug Statistics 
Methodology

• Used in WHODrug to classify 
medications according to their 
intended use

• All drugs in WHODrug are assigned  
at least one ATC code (preferably 
4th level) 

• Allows for aggregation of similar 
drugs

Anatomical Therapeutic Chemical (ATC) 
classification in WHODrug
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FLUOXETINE



WHODrug B3 & C3 formats

B3 format:

Drug code Drug name Active 

ingredient(s)

ATC Country of 

sale

Marketing 

authorisation 

holder

Pharmaceut

ical form

Strength Medicinal 

Product ID

00599202029 Tradolan Tramadol 

hydrochloride

N02AX, 

Other 

opioids

00599202029 Tradolan Tramadol 

hydrochloride

N02AX, 

Other 

opioids

Sweden G.L. Pharma 
GmbH

COATED 
TABLETS, 
FILM

50 mg 2693211

C3 format:
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WHODrug Global Chinese

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
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Drug code in WHODrug
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Drug code ends in 001 if Active substances
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001

Active 

moiety/

Base

/Variation

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  



Standardising drug information with medical 
coding…

Verbatim Route Indication Country

Bokey 100mg Oral
Myocardial 

infarction
China

Drug name

Bokey

ATC code

B01AC

A01AD

M02AC

W
H

O
D

ru
g 

G
lo

b
al

eCRF 
or AE 

report

Unprocessed data 
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Drug code

00002701559
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CDISC and WHODrug Global

Meeting regulatory expectations with WHODrug 



Japan, PMDA
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Data Standards Catalog2

FAQs on Electronic

 Study Data Submission3
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U.S., FDA
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FDA Data Standards Catalog5

Study Data Technical Conformance Guide6



China, NMPA - Guidelines for submission of clinical trial data9
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Provisional translation:
In order to meet the data submission requirements, collected data may be required to be standardized or coded

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 provis ional translation is unoffic ial and is provided solely to create a basic understanding 



CMDECOD

Retrieve by:

• Drug Code Seq 2 001

• Files: 
DD(B3 format) or 
MP(C3 format)
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Diclofenac
potassium

003723 04 001

Diclofenac
sodium

003723 02 001

Diclofenac
003723 01 001

Voltaren rapid
003723 04 332



CMDECOD longer than 200 characters
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SDTM Implementation Guide7



ATC code

B01AC

A01AD

N02BA

M02AC

CMCLAS, CMCLASCD – Multiple ATC codes
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Verbatim Route Indication Country

Bokey 100mg Oral
Myocardial 

infarction
China

Drug name

Bokey

W
H

O
D

ru
g 

G
lo

b
al

eCRF 
or AE 

report
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USUBJID CMSEQ CMTRT CMMODIFY CMDECOD CMCLAS CMCLASCD

AB-21-01 1 Bokey 

100 mg

Bokey 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

… … … … … … …
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SDTM Implementation Guide7

CMCLAS, CMCLASCD – Multiple ATC codes
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Validation/Conformance Rules
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CDISC CORE Rules Engine
WHODrug Global is included in CDISC’s Rules Engine 

FDA Validation Rules v1.6, December 2022

(CDISC https://github.com/cdisc-org/cdisc-rules-engine)



Automated SDTM Compliant WHODrug coding output

WHODrug Global users can freely use 
WHODrug KODA - AI/ML based drug coding engine 
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WHODrug Koda CDISC SDTM Compliant WHODrug coding output

• WHODrug Global users can freely use WHODrug KODA (AI/ML based drug 
coding engine
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CMCLAS, 

CMCLASCD 
CMDECOD



Uppsala Monitoring Centre | UMC (who-umc.org)
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https://who-umc.org/
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Thank You!
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