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MedDRA Standardised MedDRA Queries: SMQs
Council for International Organizations of Medical Sciences CIOMS
SMQ ICH (MSSO/JMO)
SMQ SOC
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4 http://www.cioms.ch/frame_meddra_queries_oct_2004.htm SMQ
http://www.cioms.ch/frame_whats_new.htm SMQ

(Publication) MedDRA SMQs: Development and
Rational use of Standardised MedDRA Queries (SMQs)
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MedDRA Version 8.1

MedDRA/J 8.1

Blood and lymphatic system disorders

Cardiac disorders

Congenital, familial and genetic disorders

Ear and labyrinth disorders

Endocrine disorders

Eye disorders

Gastrointestinal disorders

General disorders and administration site
conditions

Hepatobiliary disorders

Immune system disorders

Infections and infestations

Injury, poisoning and procedural
complications

Investigations

Metabolism and nutrition disorders

Musculoskeletal and connective tissue
disorders

Neoplasms  benign, malignant and
unspecified (incl cysts and polyps)

Nervous system disorders
Pregnancy, puerperium and perinatal
conditions

Psychiatric disorders

Renal and urinary disorders

Reproductive system and breast disorders

Respiratory, thoracic and mediastinal
disorders

Skin and subcutaneous tissue disorders

Social circumstances

Surgical and medical procedures

Vascular disorders

MedDRA Version 8.1 (1A0)

MedDRA/J 8.1

Infections and infestations

Neoplasms  benign, malignant and
unspecified (incl cysts and polyps)

Blood and lymphatic system disorders

Immune system disorders

Endocrine disorders

Metabolism and nutrition disorders
Psychiatric disorders

Nervous system disorders

Eye disorders

Ear and labyrinth disorders

Cardiac disorders

Vascular disorders




Respiratory, thoracic and mediastinal
disorders

Gastrointestinal disorders

Hepatobiliary disorders

Skin and subcutaneous tissue disorders

Musculoskeletal and connective tissue
disorders

Renal and urinary disorders

Pregnancy, puerperium and perinatal
conditions

Reproductive system and breast disorders

Congenital, familial and genetic disorders

General disorders and administration site
conditions

Investigations

Injury, poisoning and procedural
complications

Surgical and medical procedures

Social circumstances

S0C
SOC ( Investigations) 10
( Enzyme investigations NEC )
HLT ( Skeletal and cardiac muscle analyses )
PT (Blood creatine phosphokinase
MB increased ) 10
LLT (Blood creatine
phosphokinase MB increased )

LLT (CPK-MB increased) 2

LLT (Plasma creatine

phosphokinase MB increased )

LLT (Serum creatine

phosphokinase MB increased )

SOC (Cardiac disorders)
HLGT (Cardiac arrhythmias)
HLT (Supraventricular arrhythmias)
PT (Atrial tachycardia)
LLT (Tachycardia atrial ) 10
LLT (Paroxysmal atrial tachycardia) 9
LLT (Tachycardia paroxysmal atrial) 3
JMO LLT (Tachycardia atrial ) LLT (Tachycardia
paroxysmal atrial) N MedDRA/J
LLT (Atrial tachycardia) LLT
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(Paroxysmal atrial tachycardia)
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Patient

S0C

SOC
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System Organ Class

Nervous system disorders
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Psychiatric disorders

General disorders and administration site conditions
Gastrointestinal disorders

Investigations

Injury, poisoning and procedural complications
Reproductive system and breast disorders

Ear and labyrinth disorders

Musculoskeletal and connective tissue disorders
Eye disorders

Cardiac disorders

Vascular disorders

Immune system disorders

Respiratory, thoracic and mediastinal disorders
Renal and urinary disorders

Blood and lymphatic system disorders
Metabolism and nutrition disorders

Infections and infestations

Hepatobiliary disorders

Endocrine disorders

Neoplasms benign, malignant and unspecified
Social circumstances

Surgical and medical procedures

Pregnancy, puerperium and perinatal conditions
Congenital, familial and genetic disorders
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Psychiatric disorders
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Musculoskeletal and connective tissue disorders
Respiratory, thoracic and mediastinal disorders
Eye disorders

Investigations

Vascular disorders

Ear and labyrinth disorders

Reproductive system and breast disorders
Injury, poisoning and procedural complications
Metabolism and nutrition disorders

Renal and urinary disorders

Infections and infestations

Blood and lymphatic system disorders
Pregnancy, puerperium and perinatal conditions
Hepatobiliary disorders

Social circumstances

Neoplasms benign, malignant and unspecified
Endocrine disorders

Congenital, familial and genetic disorders
Surgical and medical procedures
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PT
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3.2.3 Sear ches

SOC
3.21
" SOC
3.23.1 SOC
SOC 3.21
MedDRA
MedDRA
. SOC SOC
HLGT HLT
. SOC
SOC
PT
SOC (EYE DISORDERS)
HLT ( VISION DISORDERS )
PT (HEMIANOPIA )
PT ( HEMIANOPIA HETERONYMO US )
PT ( HEMIANOPIA HOMONYMOUS )
PT (ScoToMA) (PRIMARY SOC LOCATION)
PT ( TUNNEL VISION )
PT (UTHOFF'Ss PHENOMENON ) (PRIMARY
SOC LOCATION)
PT ( VISUAL FIELD DEFECT )
PTs SOC (NERVOUS SYSTEM
DISORDERS) SOC



MEDDRAS. 1

System Organ Class Active Control
High Level Term (N=21) (N=19)
Preferred Term
Any System Organ Class
Any High Level Term
Any event 3 14.3% 1| 5.3
%
Cardiac disorders
Any High Level Term
| Any event 2 9.5% 1] 5.3%
Ventricular arrhythmias and cardiac arrest
Any event 2 9.5% 5.3%
[2] Sudden death 2 9.5% 5.3%
General disorders and administration site conditions
Any High Level Term
Any event 3 14.3% 5.3%
Any primary path 2 9.5% 5.3%
Death and sudden death
Any event 2 9.5% 1 5.3%
Any primary path 2 9.5% 1| 5.3%
[1] Sudden death 2 9.5% 1| 5.3%
Febrile disorders
Any event 2 9.5% 0] 0.0%
[2] Postoperative fever 2 9.5% 0 0.0%
Injury, poisoning and procedural complications
Any High Level Term
Any event 2 9.5% 0] 0.0%
Any primary path 2 9.5% 0] 0.0%
Non-site specific procedural complications
Any event 2 9.5% 0] 0.0%
Any primary path 2 9.5% 0| 0.0%
[1] Postoperative fever 2 9.5% 0] 0.0%
S0C HLT PT
MEDDRA
2
24.1
= SOC HLGT/HLT
= PT SOC




3232 MedDRA (SMQs)

. MedDRA (3.2 )
SMQ
. SVIQ SMQ
SMQ
SMQ
MedDRA SMQ SMQ

Introductory Guide

SMQ SMQ

SMQ

HLGT HLT SMQ SMQ
HLT PT

3.2.3.3
SMQ

SMQ MSSO

MEDDRA

= MedDRA

= MedDRA
* MedDRA SOC HLGT HLT



. SOC

SOC (Renal and

urinary disorders)
. SOC SOC (Investigation) 0C
(Surgical and medical procedures) SOC (Social
Circumstances) SOC
SOC (General disordersand

administration site conditions) OC (Injury,
poisoning and procedural complications) SOC

(Pregnancy, puerperiumand perinatal conditions)

] SOC
MedDRA
LLT PT
SOC SOC PT
PT
PT (Dyspnoea)
] 24.1
] PT HLGT HLT SOC
LLT
SMQ

SMQ DEVELOPMENT AND RATIONAL USE OF
STANDARDISED MepDRA QUERIES (SMQs), CIOMS, GENEVA 2004
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Respiratom, thoracic and mediaztinal disorders

soc Cardiac disorders

Apnoea

Apnoeic attack

Bradvprinea

Breath halding
Breathing-related zleep dizorder
Cardiac asthma
Cardio-respiratony arrest
Central-alveolar hypoventilation
Chevne-Stokes respiration

Dyzproea exacerbated
Dpzproea exertional
Dyzproea paroxyzmal nocturnal
Grunting

Huyperentilation

Hypophoea

Hypoventilation

F.uzzmaul rezpiration

touth breathing

Macturnal dyzphoea
Orthophioea

Pickwickian syndrome
Platypnoea

Prolonged expiration
Respiratary amest
Fezpiratary depression
Fezpiratary depth decreased
Rezpiratory depth increazed

27-

e E'f Fezpiratary dizorders MEC = E'f Cardiaz dizarder zignz and symptans
[E-KLT Breathing abrarmalities =T Dypsprioeas
L PT Diyzphioea i pT Dyspnoea
= E'f Rezpiratory dizorders MEC 50t Blood and lmphatic syztem digorders
[E-HLT Breathing abnormalities ot Cardiac dizorders

F- B Cardiac anhythmias

- Bt Cardiac disorder signs and symptams
[#-hit Cardiac disorders NEC

Cardiac hypertenzive complications
Cardiac infectionz and inflammation: MEC
Cardiac signs and symptoms NEC
Dysproeas

Dyspnoea

Dyzpnioea at rest

Dyzpnoea exacerbated
Dyzpnioea exertional

Dyspnoea paroxyzmal nocturnal
Larpngeal dyspnoea

MNaoctumal dyspnoea
Orthopnoea

Platyphoea

- - - - -



4 Appendices:
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Rapporteur:
Reinhard Fescharek

Japan:

Ministry of Health, Labour and Welfare:
Tatsuo Kishi
Tetsuya Kusakabe

Japan Pharmaceutical Manufactures Association
Takayoshi Ichikawa
Yo Tanaka

Japanese Maintenance Organization
Reiji Tezuka
Yasuo Sakurai

European Union:

Commission of the European Communities
Dolores Montero
Carmen Kreft-Jais

European Federation of Pharmaceutical Industries Associations
Reinhard Fescharek
Christina Winter

Canada:

Health Canada

Bill Wilson

United States:

US Food and Drug Administration
John (Jake) Kelsey
Toni Piazza-Hepp

Pharmaceutical Research and Manufacturers of America
Susan M. Lorenski
JoAnn Medbery

MedDRA MSSO
Patricia Mozzicato
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Ministry of Health, Labour and Welfare

Tamaki Fushimi
Kazuhiro Kemmotsu
Chie Kojima
Emiko Kondo
Kemji Kuramochi
Takashi Yasukawa
Kaori Nomura
Kenichi Tamiya
Manabu Yamamoto

Japan Pharmaceutical Manufacturers Association
Akemi Ishikawa
Satoru Mori
Yasuo Sakurai
Kunikazu Yokoi

Japanese Maintenance Organization
Yuki Tada
Akemi Ishikawa

Canada:
Health Canada
Heather Morrison

European Union:
European Federation of Pharmaceutical Industries Associations
Barry Hammond ? past Rapporteur

United States:

US Food and Drug Administration
Miles Braun
Brad Leissa
Andrea Feight

Pharmaceutical Research and Manufacturers of America
David Goldsmith
Sidney Kahn
Margaret M. Westland ? past Rapporteur

MedDRA MSSO
JoAnn Medbery



