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Comparison of WHO-ART Versus MedDRA, Internationally
Sandardized Terminology of Adverse Drug Reaction Classification
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This study was aimed to provide the controlled terminology for adverse drug reactions by selecting an appropriate inter-
nationaly standardized classifications (WHO-ART or MedDRA). We collected the relevant information on ADR termi-
nology systems including WHO-ART and MedDRA by online searching and visiting pharmaceutical companies and
WHO UMC (Uppsala Monitoring Centre, Uppsala, Sweden). For MedDRA, project leader directly communicated with
the officer of MSSO (Maintenance and Support Services Organization). Collecting dl the pertinent information, two
possible terminology classifications or systems (WHO-ART and MedDRA) were compared in the views of acceptabil-
ity, cost-effectiveness and international feasibility and reviewed by the consultation committee and finally WHO-ART
was selected.
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Table 1. Comparison of WHO-ART versus MedDRA
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WHO-ART MedDRA
Purpose to build up a coding method for adverse reaction to build up amedicaly validated medica terminology
terminology for utilization throughout the regul atory process
History since 1990 since 2002
Organization of WHO/WHO UppsadaMonitoring Center ICH/MedDRA Maintenance and Support Service
development & Organization
maintenance
Using country 79 WHO member countries US, European Union, Japan, Audtralia, Canada,
New Zedand, Russan Federation, Singapore,
South Korea, Taiwan
Update Up-date every 3month Up-date every 6month
Structure 4 leve hierarchia & Multi-axid : 5level hierarchia & Multi-axia :
- System-Organ Class(SOC) - System Organ Class(SOC)
- High Level Terms(HT) - High Level Group Terms(HLGT)
- Preferred Terms(PT) - High Level Terms(HLT)
- Included Termg(I T) - Preferred Terms(PT)
- Lower Level Terms (LLT)
Quantity of 8,024(2quarter, 2006) 65,857(version 9.0)
term
Competibility MedDRA WHO-ART, COSTART, ICD9-CM, ICD10-CM,
HARTS, JART
Searching IT or PT>HT and SOC LLT or PT—HLT, HLGT and SOC
Access - http://Aww.who-umc.org - http://Awww.meddramsso.com
- electronic file and paper version license - database license, information periodica up-date
Coding - PT isdesignated arecord number, in consecutive - initial assignment in aphabetical order starting
order according to introducing sequence with 10000001
- sequence number of the PT is 001 - assignment the next sequential number according
- record number of IT is same corresponding PT to new terms addition order
- HT isassigned from d| relevant PT
Current using status ~ several pharmaceutical companies 2~3 CROs, multi national pharmaceutica compa:
in Korea nies
Using fee - reporting to government : free of charge - government : free of charge

- paper version : 2,500SEK /copy

- company : annual fee according to revenue

- electronicfile: fee according to user, region, number of update

Acceptability to Korea - aready using for reporting ADR in Korea

- simpler structure and more convenient than MedDRA

- reporting to government is free of charge

- more complex structure
- company hasto use charged core service
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Table 2. WHO-ART system organ class version.

ADVERSE REACTION TERMINOLOGY - SYSTEM ORGAN CLASS VERSION

System Organ Class: 0300 -Collagen Disorders

High level terms RECNO Preferred Term Included terms System
Organs

NO2 NO3

ALVEOLITIS 1100 1810

ALVEOLITIS 1019 ALVEOLITIS ALLERGIC PNEUMONITIS HYPERSENSITIVITY 1100 1810
ALVEOLITIS 1017 ALVEOLITIS FIBROSING 1100 1810
VASCULITIS 0078 ARTERITIS ENDARTERITIS 1040
VASCULITIS 0078 ARTERITIS PANARTERITIS 1040
VASCULITIS 0078 ARTERITIS CRANIAL ARTERITIS 1040
VASCULITIS 0085 vascuLITis VASCULITIS PULMONARY 1040
VASCULITIS 0085 VASCULITIS RENAL VASCULITIS 1040
VASCULITIS 0085 VASCULITIS SKIN VASCULITIS NOS 1040
VASCULITIS 0085 VASCULITIS IDIOPATHIC CAPILLARITIS 1040
VAscuLITIS 0085 VASCULITIS VASCULITIS NODULAR 1040
VASCULITIS 0085 VASCULITIS VASCULITIS NEUTROPHILIC 1040
VASCULITIS 0085 VASCULITIS VASCULITIS CEREBRAL 1040
VASCULITIS 0085 VASCULITIS VASCULITIS AGGRAVATED 1040

Table 3. WHO-ART alphabetical version.

ADVERSE REACTION TERMINOLOGY - ALPHABETICAL VERSION

Type RECNO All Terms Preferred Term High Level Term System Organs

1152 Achalasia cardiae
0799 Achlorhydnia

Achalasia cardiae Diseases of oesophagus 0600

Hypochiorhydria 0600 0420

P

I

i 0799 Achylia gastrica Hypochlorhydria 0600 0420
i 0279 Acid indigestion Dyspepsia 0600
! 0992 Acid phosphatase serum Phosphatase acid increased Enzyme abnormality 0800
H 0364  Acidosis Acidosis lactic Acidosis 0800
H 0363  Acidosis Acidosis Acidosis 0800
P 0363  Acidosis Acidosis Acidosis 0800
H 033  Acidosis Ketosis Acidosis 0800
P 0364  Acidosis lactic Acidosis lactic Acidosis 0800
! 0363 Acidosis metabolic Acidosis Acidosis 0800
P 0001  Acne Acne Dermatitis 0100
i 0005  Acne bromata Bromoderma 0100
i 0001 Acneiform dermatitis Acne Dermatitis 0100
! 0114 Activity motor exaggerated Hyperkinesia Dyskinesia 0410
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Table 4. Coding method of WHO-ART.

ARECNO INCLUDED TERMS ARECNO  PREFERRED TERMS HL LINK HIGH

LEVEL
TERMS
0363005  Acidos metabolic 0363001  Acidosis 0363 Acidosis
0363004  Bicarbonate reserve decrease
0364 003  Lactate blood increase 0364 001  Acidosis lactic 0363
0393003  Ketoacidosis 0393001  Ketosis 0363
0393004  Acetonuria
0393005  Aceton breath
0393006  Acetonaemia
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IT; Included terms, PT; Preferred terms, HT; High level terms, SOC; System organ classes.

Fig. 1. 4 level hierarchial structure of WHO-ART.
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tract infections

‘ PT= Influenza ‘
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infections

LLT; Lower level terms, PT; Preferred terms, HLT; High level terms, HLGT; High level

group terms, SOC; System organ classes.

Fig. 2. 5 level hierarchial structure of MedDRA.
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