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MedDRA®
211
MedDRA
MedDRA
=  MedDRA
Bowd ischaemia
Gastrointestinal Disorder
MedDRA Gastrointestinal disorder
(vervatim terms) MedDRA
Bowd ischaemia
Gastrointestinal Disorder
MedDRA Bowel ischaemia
212
= 211 2
MedDRA
MedDRA
MedDRA
(bowel
ischaemia) (gastrointestinal
disorder)
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MedDRA
MedDRA
MSSO
2.3
MedDRA
MedDRA
MedDRA
. MedDRA
MedDRA
cancer)
(breast cancer)
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24 MedDRA

MedDRA ICH
MedDRA MedDRA
241 HLGT HLT
MedDRA HLGT HLT
HLGT (Cardiac arrhythmias)
HLT (Cardiac conduction disorders)
HLT (Rate and rhythm disorders NEC)
HLT (Supraventricular arrhythmias)
HLT (Ventricular arrhythmias and cardiac
arrest)
24.1.1
HLGT/HLT
HLT
HLT: (Vascular tests NEC (incl blood
pressure))
PT (Blood pressure)
PT (Blood pressure abnormal)
PT (Blood pressure decreased)
PT (Blood pressure increased)
HLT
FJT
24.2
MedDRA (PT)

MedDRA PT



PT MedDRA 101 PT
15 (Upper respiratory tract infection) 7
(Infection) (Nasopharyngitis) 2
(Infection) 1
(Lower respiratory tract infection) 4
(Skin infection) 1
9 (Abdominal pain) 4
(Abdominal pain) (Abdominal pain upper) 3
(Abdominal tenderness) 2
4 (Injury) .
(Accidental (Skin laceration) 1
injury) (Joint sprain) 1
(Back injury) 1
MedDRA  PT
24.3 (Multi-axiality)
MedDRA PT SOC
/
SOC SOC
SOC
MedDRA
MedDRA
SOC
2431 SOC
MedDRA ICH MedDRA
SOC
SOC
MedDRA
SOC
MedDRA  SOC
SOC
(Congenital, familial and genetic disorders) SOC
PT (Enterocolitis infectious)
SOC (Infections and infestations)
SOC (Gastrointestinal disorders) PT
(Enterocolitis) SOC (Gastrointestinal
disorders)



2432 SOC

SOC
SOC SOC
SOC (Investigation)
SOC (Surgical and medical procedures)
SOC (Social circumstances)
SOC
24.3.3 PT
MedDRA  PT SOC
2 SOC 243
(Multi-axiality)
HLGT (Epidermal and dermal conditions)
HLT (Bullous conditions)
PT (Stevens-Johnson syndrome)
PT (Toxic epidermal necrolysis)

HLT (Exfoliative conditions)

PT (Dermatitis exfoliative)
PT (Dermatitis exfoliative generalised)
PT (Nikolsky's sign)
PT (Skin exfoliation)
3.2
PT (Thrombocytopenia) — SOC
( Blood and lymphatic system disorders)
PT (Platelet count decreased) — SOC (Investigations)
MedDRA 26 SOC
SOC
PT (Post procedural haemorrhage) — SOC
(Injury, poisoning and procedural complications)
PT (Chest pain) — SOC (General
disorders and administration site conditions)
SOC
(Investigations) SOC (Hepatobiliary disorders)
PT (Liver transplant)
SOC (Surgical and medical

procedures)



2434

SOC
PT (Blood glucose increased) SOC
(Investigations) SOC
PT (Hyperglycaemia) SOC (Metabolism and
nutrition disorders) SOC
SOC
MedDRA
SOC (disorder) SOC
MedDRA 10.1
% ggdcy Systeny PT ( ) soc
Hyperglycemia
Increased bl ood(;ljl?ar (Hyperglycaemia)
(2_% (4.1) 4.1
Glucose |ncreas?g.2) (Hyperglycemia)
Blood glucose was high (105 (105)
(10) i(r?(lzfgafjsgtliu)cose 64)
Increasing gl uco(soeg) ©64)
25 MedDRA (SMQY’

MedDRA Council for International Organizations

of Medical Sciences CIOMS SMQ ICH (MSSO/IMO)
SMQ
SOC SMQ
SVIQ 4
SMQ
n S\AQ
= SMQ PT HLT HLGT
n S\AQ
= SMQ SMQ

4

http!//www.cioms.ch/frame _meddra queries oct 2004.htm SMQ

http://www.cioms.ch/frame_whats_new.htm  SMQ
(Publication) MedDRA

Rational use of Standardised MedDRA Queries (SMQs)

MedDRA SMQ MedDRA 10.1

Standardised MedDRA (SMQs) — MedDRA Version10.1) JMO

SMQs: Development and

(Introductory Guide for
JMO Web



26 MedDRA

MedDRA "X.0
"X.r
FJT
PT HLT HLT
PT LLT
FJT
LLT
LLT PT PT
LLT PT
LLT LLT
LLT
SOC
SMQ
SOC
MedDRA MSSO
MO MedDRA
9.1 What'sNew MedDRA
*IMO MO Web
MedDRA
MedDRA
MedDRA 10.0
( Electrocardiogram QT corrected interval prolonged )
PT 10.1 LLT
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MedDRA 10.0 PT

(PT)

( Electrocardiogram QT corrected interval 15
prolonged )

( Electrocardiogram QT prolonged )
MedDRA 10.1 PT

( Electrocardiogram QT corrected interval 0
prolonged )

( Electrocardiogram QT prolonged ) 20

PT
MedDRA 10.0 10.1
10.0 PT
MedDRA 10.1 PT LLT
PT

MedDRA 10.0 PT ( Retinal scar)  SOC ( Eye
disorders ) SOC 10.1 SOC
(Injury, poisoning and procedural complications)
SOC SOC SOC
SOC PT SOC

MedDRA
MedDRA 10.1 MedDRA
9.1

MedDRA
MedDRA
(Integrated Safety Summary ; 1SS)

MedDRA

MedDRA
MedDRA

MSSO
*JMO MO  Web 3
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31

MedDRA

. (Periodic Safety Update Report:
PSUR) ISS
= ADR/AE

311
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3.2

ADR/AE
www.ich.org
ICH E2E (Pharmacovigilance Planning)
MedDRA SOC PT Body System
(System Organ Class) preferred terms
MedDRA PT
FJT
SOC
SOC SOC

(General disorders and administration site conditions)  SOC
(Pregnancy, puerperium and perinatal conditions) SOC
(Injury, poisoning and procedural complications)
SOC (Infections and infestations)

PT SOC
(Cardiac disorders)
( Chest discomfort )
(Chest pain)
(Oedema peripheral)
(Sudden death)
(Localised oedema)
(Oedema due to cardiac disease)
(Peripheral oedema neonatal )
( Cardiac death)

33333333§

321 SOC

HLT HLGT

MedDRA

13



HLGT, HLT PT soc

SOC PT

SOC PT

PT SOC (HLGT HLT)
SOC
SOC (Internationally Agreed Order)
ADR/AE SOC
SPC PSUR
MedDRA MedDRA ASCII
SOC

SOC

MedDRA Version 10.1

MedDRA/J 10.1

Blood and lymphatic system disorders

Cardiac disorders

Congenital, familial and genetic disorders

Ear and labyrinth disorders

Endocrine disorders

Eye disorders

Gastrointestinal disorders

Generd disorders and administration site
conditions

Hepatobiliary disorders

Immune system disorders

Infections and infestations

Injury, poisoning and procedural complications

Investigations

Metabolism and nutrition disorders

Muscul oskeletal 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

14




MedDRA Verson10.1 (IAO)

MedDRA/J 10.1

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

Muscul oskeletal and connective tissue disorders

Renal and urinary disorders

Pregnancy, puerperium and perinatal conditions

Reproductive system and br east disorders

Congenital, familial and genetic disorders

Generd disorders and administration site
conditions

Investigations

Injury, poisoning and procedural complications

Surgical and medical procedures

Social circumstances

15




SOC

SOC (Cardiac disorders)
HLGT (Cardiac arrhythmias)
HLT (Supraventricular arrhythmias)
PT (Atrial tachycardia)
LLT
(Paroxysmal atrial tachycardia)
LLT
(Tachycardia atrial )
LLT
(Tachycardia paroxysmal atrial)

SOC (Investigations)
HLGT ( Enzyme investigations NEC )
HLT ( Skeletal and cardiac muscle analyses)
PT
(Blood creatine phosphokinase MB increased )
LLT
(Blood creatine phosphokinase MB increased )
LLT
(CPK-MB increased)
LLT
(Plasma creatine phosphokinase MB increased )
LLT
(Serum creatine phosphokinase MB increased )

JMO LLT (Tachycardia atrial) LLT
(Tachycardia paroxysmal atrial) N

MedDRA/J LLT (Atrial tachycardia)

LLT (Paroxysmal atrial tachycardia)

16
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22

10

10
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MedDRA

Author
Figure 1 16NOV2005
Relative frequency of events per primary SOC
SoC %
Ear 1.9
Eye 1.3
Gastr 13.2
Genrl 3.7
Immun 0.3
Infec 12.8
Inj&P 1.5
Inv 3.0
Metab 1.5
Musc 1.9
Nerv 10.7
Preg 0.3
Psych 0.6
Repro 1.5
Resp 8.8
Skin 3.0
Surg 0.9
Q 5 10 15
Relative frequency of any event (%)
Author
Figure 2 16NOV2005
Relative frequency of events per primary [1] and per secondary [2] SOC

socC %
CardJ2] 2.1
Ear| 1.9
Ear[2 0.4
Endo[2] 0.3
Eys[ll 1.3
Gastr[1 13.2
Gastr|2 1.9
Genrl(1 3.7
Genrl| 2 0.4
Immun 1| 0.3
Immun|2 1.3
Infec[1 12.8
Inj&P|[1 1.5
Inj&P|2 0.1
Inv[1 30
Metab 1] 1.5
Metab| 2 0.4
Musc ] 1.9
Musc|2 0.6
Neop! !2] 0.1
Nerv 10.7
Nerv(2 0.9
Preg|1 0.3
Psyc 0.6
Psych[2 0.6
Renal[ 2 0.4
Repro[1 1.5
Repro 3.1
Resp 8.8
Resp|2 7.4
Skin|1 30
Skin[2 2.2
Surg[1 0.9
Vasc|2 1.3

0 5 10
Relative frequency of any event (%)
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SOC

Patient population 1

Nervous system disorders

Skin and subcutaneous tissue disorders
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

System Organ Class

o

500 1000

1500 2000
Number of Reports

2500

3000

Patient population 2

Skin and subcutaneous tissue disorders
Nervous system disorders

Psychiatric disorders

Gastrointestinal disorders

General disorders and administration site
Immune system disorders

Cardiac disorders

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

System Organ Class

Surgical and medical procedures
t

2000 4000

6000 8000 10000

Number of Reports

12000

14000

16000
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MedDRA

3.2.2

ARCEN N,
HAFMETIER,
IHE ML,
HOMTING
CHERERS LY
WENIHT DECREASE
PEN
DARRHOES
FATIL
FLATRL ERECE
DRIRERS
ARCIVINSL PAIH
REGMRATORY DEEORTER
HEADACHE
FUURY
BETROES FHAGESL REFLLX
BWCH PRI
RASH
HY PERALAE WL,
SHUImMs
VETAL BFECTION
IPPER: RESF TRACT RFECTEIN
COUGHNG
LFAHARY TRACT INFECTEIH
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MELAEHA,
RHRTIS
Te
CHESTPAR
CHROM DEETRUCT MAPAY MESEASE
CHEPRGES

SOC
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Relative Risk with 95% Cl




323

SOC
321 SOC
. SOC
3231 SOC
SOC 321
MedDRA
MedDRA
. SOC SOC
HLGT HLT
. SOC
SOC
FJT
SOC (Eye disorders)
HLGT (Vision disorders)
HLT ( Visual field disorders)
PT ( Hemianopia)
PT ( Hemianopia heteronymous)
PT ( Hemianopia homonymous )
PT ( Scotoma )
PT ( Tunnel vision)
PT ( Uhthoff's phenomenon )
PT (Visual field defect )
PT SOC (Nervous system disorders)
SOC SOC

20



MedDRA 10.1

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] 53%

Cardiac disorders

Any High Level Term

| Any event 2| 95% 1] 53%
Ventricular arrhythmias and cardiac arrest

Any event 2] 95% 1| 53%

[2] Sudden death 2| 95% 1| 53%

General disordersand administration site conditions

Any High Level Term

Any event 3| 14.3% 1| 53%

Any primary path 2] 95% 1| 53%
Death and sudden death

Any event 2] 95% 1| 53%

Any primary path 2] 95% 1| 53%

[1] Sudden dezath 2| 95% 1| 53%
Febrile disorders

Any event 2] 95% 0| 0.0%

[2] Postoperative fever 2| 95% 0| 0.0%

Injury, poisoning and procedural complications

Any High Level Term

Any event 2] 95% 0| 0.0%
Any primary path 2] 95% 0| 0.0%
Non-site specific procedural complications
Any event 2] 95% 0| 0.0%
Any primary path 2] 95% 0| 0.0%
[1] Postoperative fever 2| 95% 0| 0.0%
SOC HLT PT
MedDRA
1 2
241
. SOC HLGT/HLT
= PT SOC

21



3.2.3.2 MedDRA (SMQs)

. SMQ SMQ
. 50 SMQ SMQ
SMQ
SMQ
MedDRA SMQ

SMQ Introductory Guide
" (broad ) (narrow )
=SMQ  SMQ

SMQ
SMQ
*» HLGT  HLT SMQ SMQ
HLT PT
FJT
3.233
SMQ
SMQ
MSSO

MedDRA

* MedDRA MedDRA

SOC HLGT HLT
. SOC
SOC (Renal and

urinary disorders)

" SOC SOC (Investigation)  SOC
(Surgical and medical procedures)  SOC (Social circumstances)

22



SOC SOC
(General disorders and administration site
conditions) SOC (Injury, poisoning and
procedural complications) SOC
(Pregnancy, puerperium and perinatal conditions)

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

SMQ DEVELOPMENT AND RATIONAL USE OF
STANDARDISED MedDRA QUERIES (SMQs), CIOMS, Geneva 2004

23



S0C 10038735 VFIRES. RFESLUARRFRE /Respiratory, thor
= % 1002871610 23 ZREEMEC Respiratory dizorders
|- HLT 10006334/ 150G B ¥/ Breathing abnor malities

PT 100139681306 FEE / Dvapnosa

& I

S0C 10007541/ .CREPREECardiac disorders
&% 10007539/ L PR RE LTHMEIR /Cardiac disorder
= HLT 10013975/ 1F R [E%E  Dysproeas

PT 100139630315 [F2E/ Dysprioea

<

- HLT 10006334./1F0% B 5 /Breathing abnor malities
10023499,/57 2 7 M)A 0ER /Kuzsmaul respir
10008601 /1 —2 2 b — 2 2 0F0 Cheyne-35
10035004,/ -2 20 < SHEIREE Pickwickian =
10038921 /LA EHEERE Fetinoic acid =
100713969, ZEHFIFR FEE Dysprioea at rest
1002091 0458185,  Hyperventilation

10031123,/ F2 220305 /Or thoprioea
10068927 2 FrE R A A 5 {LEEEE
10021079, EIFIR A Hypopnoea

10058411 5L/ Pralonged expiration
10005344 /105 BE BB EBRFR T Breathing-relat
10057570/ TR0 8527 2 4520 — / Respiratory d
10033687, 19-0% 8558 /Fespiratory diztress

CEECEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEE

¥

10035687 /IR FE L I'Fiesplratnry depth d
10038682/ 105 FE N0/ Fespiratory depth i
10038665, TR {% 1k /Respiratory arrest
10038673130 3704/ Respiratory depression
1002801 7/ 00 AMouth breathing
100187622 E FE AGrunting

10054809,/ F7{20RIR 8558 / Postoperative respir
10006102,/ 7&0F0E / Bradypnoea

10063968/ _ERIBIEIE RS/ Upper airway re
100075225 A IR B /Cardiac asthma
1000761 7/ BRi% 1k /Gardin-respiratory arrest
10040979 /AEERIFRIFIRIE %S/ Sleep apnoea
10066131 SR PRI BB SREREE Coneg
10006322/ 8.5 A /Breath holding

10007982/ SPiE il B S Central-alve
100211334685, Hypoventilation

1001 3974/ FEV E I TRREIF IR FIRE Dy sprosa pa
10043089, $80F 0  Tachyproea

10044590/ Fr{BIEAFIE / Trepopnoea
10002974 A BEIFE S Apnoea
10002977 AB0F00 FE4°F/ Aphoeic attack
10049235, TER0E0: F#E  Mocturnal dysproea
10013971 ST EEIFIR FEE Tyeprioea exertio

F

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

¥

S0C 10021881/ HEHESR LTAEE RIE nfections and infest
S0C 10029104/ R1E. BUESLUSFET RO EN (EER,
$0C 10005329/ M:{#FH LA ) 12 E /Blood and ly mphati
S0C 10021420/% & ZFEE Immune system disorders
S0C 10014698/ P15 BFEE /Endocrine disorders
S0C 10027433/ & LT FEREE Metabolism and nutritig
S0C 100371 75/ 45 ¢8F8E /Psychiatric disorders
S0C 10029205/ 184E FFEE /Nervous system disorders
S0C 10015919/8RE8E /Eve disorders
S0C 10013993/ B & LT P E /Ear and labyrinth disorder
50¢ 10007541 /LR /Cardiac disorders
L 10011082/ A EANFEE /Coronary artery disorders

+- 0} 10028593/ HRFEE /Myocardial disorders
't 10007539/ .L BB E LTHEIR Cardiac disorder
HLT 10013975/ [E8E /Dyspnoeas

+ 10013969,/ ZEFJIFREEE Dyspnoea at re

+ 10031123/ F24MFR /Orthopnosa
10013968 AT FEE / Dysprnoea
1 nnszasufﬁi’!ﬁ!tl LJ:E:I’F'JJQE!E! Laryngt
;

¥

+

+

+

1 UMQZSE-’EFE‘IU:F”R@!E/' Noctumal dyspmt
+ E 10013971 AP E IR FEE /Dysprcea exert
+ [PT] 10035550/ 7% FIFIR/Platypnoea

HLT 10007581 /.LEERE LUSHENEC /Cardiac infe

HLT 10007543/ L FEFNEC /Cardiac disorders NEC

)

HLT 10007571 /LR M T S 1HE /Cardiac hypert
HLT 10007609/ O ighig s LOMEIRNEC /Cardiac sien
10007590/ BEE 4 )/ Cardiac neoplasms

1001 4662/ .LF108% B /Endocardial disorders

1001 9280/0-T2 /Heart failures
10046973/ BRFEE /Cardiac valve disorders
10034468/ BBF8E /Pericardial disorders

1001 0394/52 1.8 F /Congenital cardiac disord
o 10007521 /T EE/R Cardiac arrhythmias

S0C 10047065/ M EFEE MNascular disorders

S0C 100323729/130025. MREE LT SFEFEE /Respiratory. th
SO0C 10017947/ 8 BRPRE /Gastrointestinal disorders

24



4  Appendices:

41 | CH Pointsto Consider

Co-Rapporteurs:
John (Jake) Kelsey
Christina Winter

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

Japan Pharmaceutical Manufactures Association
Takayoshi Ichikawa
Yo Tanaka

Japanese Maintenance Organization
Reiji Tezuka
Y asuo Sakurai
Osamu Handa

European Union:
Commission of the European Communities
Morell David
Carmen Kreft-Jais

European Federation of Pharmaceutical |ndustries Associations
Chrigtina Winter

Canada:
Health Canada
Heather Sutcliffe

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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4.2 ICH Pointsto Consider

Japan:
Ministry of Health, Labour and Welfare

Tamaki Fushimi

Kazuhiro Kemmotsu

Chie Kajima

Emiko Kondo

Kemji Kuramochi

Kaori Nomura

Kenichi Tamiya

Manabu Y amamoto

Takashi Y asukawa

Japan Pharmaceutical Manufacturers Association
Akemi Ishikawa
Satoru Mori
Y asuo Sakurai
Kunikazu Y okoi

Japanese Maintenance Organization
Yuki Tada
Akemi Ishikawa

Canada:
Health Canada
Heather Morrison
Bill Wilson

European Union:
Commission of the European Communities
Dolores Montero
European Federation of Pharmaceutical |ndustries Associations
Barry Hammond - past Rapporteur
Reinhard Fescharek — 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
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