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ICH MedDRA !

MedDRA
2 verbatim term
MedDRA Lowest Level Term: LLT
LLT Preferred Term: PT
granularity specificity
MedDRA
High Level Term: HLT High Level
Group Term: HLGT MedDRA
MedDRA PT System Organ Class (SOC)
MedDRA
MedDRA
MedDRA® The MedDRA Data Retrieval and
Presentation: Pointsto Consider (PTC) MedDRA ICH
MedDRA
MedDRA
MedDRA® MedDRA Term Selection: Points to Consider
ICH
EU

USA MedDRA

(MedDRA Maintenance and Support Services Organization : MSSO)

(Japanese Maintenance Organization :  JMO)

Appendix

MedDRA
(Maintenance and Support Services Organization: M SSO) (Japanese
Maintenance Organization: IMO)
MedDRA Version 9.0 (Introductory Guide)



MedDRA
1.1
MedDRA’
1.2 MedDRA
" safety signals
= ADR/AE
L] ADR/AE
1.3
MedDRA
PTC MedDRA
® ADR/AE ICH

MedDRA SMQ

MedDRA V.9.0
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MedDRA’

ADR/AE 3

MedDRA

MedDRA



MedDRA MedDRA

MedDRA
MedDRA
ICH MedDRA (MedDRA Introductory Guide)
MedDRA’ (MedDRA Term Selection: Points to Consider)
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MedDRA
MedDRA
2.1
MedDRA
211
MedDRA
MedDRA
= MedDRA
Bowel ischaemia
Gastrointestinal Disorder
MedDRA Gastrointestinal disorder



(vervatim terms) MedDRA

Bowel ischaemia
Gastrointestinal Disorder

MedDRA Bowel ischaemia
2.12
= 211 2
MedDRA
MedDRA
MedDRA
(bowel ischaemia)
(gastrointestinal disorder)
2.2
MedDRA
MedDRA
MedDRA
MedDRA SOC
MedDRA
MSSO
2.3
MedDRA
MedDRA
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MedDRA
MedDRA

24.1
MedDRA

HLGT
HLT
HLT
HLT
HLT

2411

MedDRA

MedDRA
HLT PT
MedDRAR
MedDRA
ICH
MedDRA
HLGT HLT
HLGT HLT

(Cardiac arrhythmias)
(Cardiac conduction disorders)
(Rate and rhythm disorders NEC)
(Supraventricular arrhythmias)
(Ventricular arrhythmias and cardiac arrest)

HLGT/HLT



HLT

HLT: (Vascular tests NEC (incl blood pressure))
PT (Blood pressure decreased)
PT (Blood pressure increased)
PT (Blood pressure)
PT (Blood pressure abnormal)
HLT
PT
242
MedDRA (PT)
(
MedDRA PT
PT MEDDRAVERSION9.0  PT
(Infection) 15 (Upper respiratory tract 7
infection)
(Nasopharyngitis) 2
(Infection) 1
(Lower respiratory tract 4
infection)
(Skin infection) 1
(Abdominal pain) 9 (Abdominal pain) 4
(Abdominal pain upper) 3
(Abdominal tenderness) 2
4 (Injury) 1
(Accidental injury) (Skin laceration) 1
(Joint sprain) 1
(Back injury) 1

MedDRA PT

2.4.3 (Multi-axiality)

MedDRA PT SOC
/
soc

soc soc
MedDRA
MedDRA
soc



2431 SOC

MedDRA ICH MedDRA
SocC
SOC MedDRA
SOC
MedDRA
SOC
SocC

(Congenital, familial and genetic disorders) SOC

PT (Enterocolitis infectious)

SOC (Infections and infestations)

SOC (Gastrointestinal disorders) PT
(Enterocolitis) SOC (Gastrointestinal
disorders)

2.4.3.2 SOC
SoC
SOC SOC
SOC (Investigation)
SOC (Surgical and medical procedures)
SOC (Social circumstances)
SoC
2.4.3.3 PT
MedDRA PT SOC
2 SocC 2.4.3
HLGT (Epidermal and dermal conditions)
HLT (Bullous conditions)
PT (Stevens-Johnson syndrome)
PT (Toxic epidermal necrolysis)
HLT (Exfoliative conditions)
PT (Nikolsky"s sign)
PT (Dermatitis exfoliative generalised)
PT (Dermatitis exfoliative)
PT (Skin desquamation)

3.2



PT

(Thrombocytopenia) — SOC

( Blood

and lymphatic system disorders)

PT

MedDRA 26

PT

(Platelet count decreased) — SOC
SOC

(Investigations)

SOC

(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 V.9.0
% Body System/
SOC PT ( ) SOC
Hyperglycemia
4.1) (Hyperglycaemia) (4.1) (4.2)
Increased blood
sugar (2.7)
Glucose increased (Hyperglycemi
(2.2) (10.5)
b a) (10.5) (Blood glucose (6.4)
ood glucose was :
high (1.0) increased ) (6.4)
Increasing
glucoses (0.5)
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SOC
(hemorrhagic condition)
SOC
HLT HLGT
MedDRA PT Special Search
Categories ; SSC PT SOC
SSC MedDRA MedDRA
MedDRA ( Standardised MedDRA Queries ; SMQs)
(robust) SSC
MSSO SSC 2007 3 (MedDRA V.10.0)
SSC MSSO Web
MedDRAV.9.0 V.9.1 SSC
SSC PT
SSC
2.6 MedDRA (SMQ)*
MedDRA Standardised MedDRA Queries: SMQs
Council for International Organizations of Medical Sciences CIOMS
SMQ ICH (MSSO/JMO)
SMQ SOC
SMQ
SMQ 4
SMQ SSC
= SMQ
= SMQ PT HLT HLGT SSC PT
= SMQ
= 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 SMQs: Development
and Rational use of Standardised MedDRA Queries (SMQs)
MedDRA SMQ MedDRA 9.0 (Introductory Guide for

Standardised MedDRA (SMQs) — MedDRA Version 9.0)

10



2.7 MedDRA

MedDRA "X.0”
”X.l”
PT
PT HLT HLT
PT LLT
SSC  PT PT
PT
LLT
LLT PT PT
LLT PT
LLT LLT LLT
SOC
SMQ
SOC
MedDRA MSSO
JMO What's New MedDRA
MedDRA
MedDRA
MedDRA 8.1
( Circulatory depression ) PT 9.0 LLT
MedDRA 8.1 PT
(PT) 15
( Circulatory depression )
MedDRA 9.0 PT
(PT ) 0
( Circulatory depression )
PT 15
( Cardiovascular insufficiency )
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PT MedDRA

8.1 9.0
9.0 8.1 PT PT LLT
PT
MedDRA 8.1 PT ( Corneal perforation ) SOC
( Injury, poisoning and procedural complications )
SOC 9.0 SOC ( Eye disorders )
SOC SOC SOC
SOC PT
SOC
MedDRA
MedDRA V9.0
MedDRA V6.0
MedDRA
MedDRA

(Integrated Safety Summary ; ISS)

MedDRA
MedDRA
MedDRA
ISS
MSSO (www.meddramsso.com)
3.1

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

311

3.2
ADR/AE
www.ich.org ICH E2E
Pharmacovigilance Planning
MedDRA SOC PT Body System
(System Organ Class) preferred terms
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MedDRA PT

PT

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 SOC
(Cardiac disorders)
PT ( Chest discomfort )
PT (Chest pain)
PT (Oedema peripheral)
PT (Sudden death)
PT (Localised oedema)
PT (Oedema due to cardiac disease)
PT (Peripheral oedema neonatal)
PT (Propofol infusion syndrome)
321 SOC
SOC
HLT HLGT
MedDRA
HLGT, HLT PT SOC
SOC PT
SOC PT
PT SOC
(HLGT HLT)
SOC SOC
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(Internationally Agreed Order)
ADR/AE SOC
SPC PSUR
MedDRA ASCII
SOC

SOC

MedDRA

MedDRA Version 9.0

MedDRA/J 9.0

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 9.0 (1AO)

MedDRA/J 9.0

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

15



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

SoC
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 )
SoC (Cardiac disorders)
HLGT (Cardiac arrhythmias)
HLT (Supraventricular arrhythmias)
PT (Atrial tachycardia)
LLT
(Tachycardia atrial )
LLT
(Paroxysmal atrial tachycardia)
LLT
(Tachycardia paroxysmal atrial)
JMO LLT (Tachycardia atrial ) LLT
paroxysmal atrial) N MedDRA/J
LLT (Atrial tachycardia) LLT

16

10

10

22

22
10

9

3
(Tachycardia

(Paroxysmal



atrial tachycardia)
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MedDRA

Author
Figure 1 16NOV2005
Relative frequency of events per primary SOC
SocC o
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
0 5 10 15
Relative frequency of any event (%)
Author
Figure 2 16NOV2005
Relative frequency of events per primary [1] and per secondary [2] SOC

SOC %
Card|2] 2.1
Ear[1 1.9
Ear|2 0.4
Endo[2] 0.3
Eye[1 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
Injé&P| 1 1.5
Inj&P[2 0.1
Inv[ 1 3.0
Metab|1 1.5
Metab|2 0.4
Musc|1 1.9
Musc|2 0.6
Neopl[2] 0.1
Nerv|1 10.7
Nerv|2 0.9
Preg|1 0.3
Psych|1 0.6
Psych|2 0.6
Renal[2 0.4
Repro|1 1.5
Repro|2 3.1
Resp|1 8.8
Resp|2 7.4
Skin[1 3.0
Skin|2 2.2
Surg 1h 0.9
Vasec|2 1.3

0 5 10

Relative frequency of any event (%)
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SOC

SOC

Patient population 1

PT

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

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
Surgical and medical procedures

System Organ Class

2000

4000

6000 8000 10000

Number of Reports

12000

14000

16000
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PT
. Slele
. ?
PT soc
= MedDRA
3.2.2
PT

Most Frequent On-Therapy Adverse Events PTs sorted by relative risk
4 Drug X
1
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3.2.3

SOC
3.2.1
. SOC
3231 SOC
SOC 3.2.1 MedDRA
MedDRA
. SocC SOC HLGT
HLT
. SocC
SOC
PT
SOC (Eye disorders)
HLGT ( Vision disorders)
HLT ( Visual field disorders)
PT ( Hemianopia)
PT ( Hemianopia heteronymous )
PT ( Hemianopia homonymous )
PT ( Scotoma)
PT ( Tunnel vision)
PT ( Uthoff's phenomenon )
PT ( Visual field defect )
PT SOC (Nervous system disorders)
SOC primary SOC
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MepbDRA 9.0

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 9.5% 1| 5.3%
Ventricular arrhythmias and cardiac arrest
Any event 2 9.5% 1| 5.3%
[2] Sudden death 2 9.5% 1| 5.3%
General disorders and administration site conditions
Any High Level Term
Any event 3| 14.3% 1| 5.3%
Any primary path 2 9.5% 1| 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%
SOC HLT PT
MEDDRA
1 2
24.1
. SOC HLGT/HLT
= PT SOC
3.2.3.2 MedDRA (SMQ9)
. MedDRA (3.2 )
SMQ

22




. SMQ SMQ

SMQ
SMQ
MedDRA SMQ SMQ Introductory
Guide
. (broad ) ( narrow )
= SMQ SMQ
SMQ
SMQ
» HLGT HLT SMQ SMQ HLT
PT
PT
3.2.33
SMQ
SMQ
MSSO
MEDDRA
* MedDRA MedDRA
SOC HLGT HLT
. SOoC
SOC (Renal and urinary
disorders)
. SOC SOC (Investigation) SOC (Surgical
and medical procedures) SOC (Sacial circumstances)
SOC SOC
(General disorders and administration site conditions) SOC
(Injury, poisoning and procedural complications) SOC

(Pregnancy, puerperium and perinatal conditions)
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MedDRA LLT
PT
SOC SOC PT PT
PT (Dyspnoea)
241
PT HLGT HLT SOC
LLT
SMQ

SMQ DEVELOPMENT AND RATIONAL USE OF STANDARDISED MeoDRA QUERIES (SMQs), CIOMS,
GENEVA 2004
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€+ MedDRA Browser - SOC View : MedDRA Yersion 9.0

File Wiew Tools

Help

€~ MedDRA Browser - SOC View : MedDRA Yersion 9.0

File wiew Toaols Help

soc Respiratory, thoracic and mediastinal disorders
=-n; Respiratory disorders NEC
-t Breathing abnormalities

FT Dyspnoea

soc Cardiac disorders
-4 Cardiac disarder signs and symptoms
=T Dyspnoeas
PT Diyspnoea

I Respiratory disorders NEC

-l-HLT Breathing abnormalities
Acute promyelocytic leukaemia differentiation syndrome
Apnoea
Apnoeic attack
Bradypnoea
Breath holding
Breathing-related sleep disorder
Cardiac asthma
Cardio-respiratory arrest
Central-alveolar hypoventilation
Cheyne-Stokes respiration

+-[e]
+-[e1]
= [e1]
+-[e]
+-{P1]
+-[e1]
+-[e1]

o

Dysprioea at rest

Dyspnoea exacerbated
Dyspnoea exertional

Dysprioea paroxysmal nocturnal
Grunting

Hyperventilation

Hypopnoea

Hypoventilation

+ [
+ [
5[]
+ 7]
s [

+ Kussrmaul respiration
+-{P1] Mouth breathing

+ Mocturnal dyspnoea

+ [e1] Orthopnoea

+ Pickwickian syndrome
+-{P1) Platypnoea

+ Prolonged expiration

+ Respiratory arrest

+ Respiratory depression

25

soc Blood and lymphatic system disorders
sot Cardiac disorders
+-or Cardiac arhythmias
- t; Cardiac disorder signs and symptams
+-H1 Cardiac disorders NEC
Cardiac hypertensive complications
1 Cardiac infections and inflammations NEC
T Cardiac signs and symptoms NEC
T Dyspnoeas

- HLT

Dysproea at rest

Dyspnoea exacerbated
Dysproea exertional

Dyspnoea paroxysmal nocturnal
Laryngeal dyspnoea

Mocturnal dyspnoea
Orthopnoea

Platypnoea

o[
o [
« [




4 Appendices.
4.1 ICH Pointsto Consider

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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4.2

|CH Pointsto Consider

Japan:

Ministry of Health, Labour and Welfare
Tamaki Fushimi
Kazuhiro Kemmotsu
Chie Kojima
Emiko Kondo
Kemji Kuramochi
Kaori Nomura
Kenichi Tamiya
Manabu Yamamoto
Takashi Yasukawa

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
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