MedDRA®

Release 1.6
MedDRA 11.1

ICH MedDRA

2008 10 1



MedDRA® DATA
RETRIEVAL AND PRESENTATION:
POINTS TO CONSIDER

Release 1.6
Based on MedDRA Version 11.1

ICH-Endorsed Guide for MedDRA Users on
Data Output

1 October 2008



© ICH (IFPMA)

IFPMA

Chemin Louis-Dunant,15
P.O. Box 195

1211 Geneva 20
Switzerland

Tel:  +41(22) 33832 00
Fax: +41(22) 3383299

JMO



L e 2
1.2 MEOADRA 2
5 OSSP OPPPOURROTPI 2
LA e 3

2 e teeaetaetettetaaetsttasraaatstaaaraaaraenaaras 4
2. s 4
22 4
2.3 5
24 MedDRA e 5
25 MedDRA (SMQ) .ottt 10
2.6 MEADRA 10

B ettt tneraa et raa et anaanas 1z
Bl e 12
B2 12
321 SOC 13
322 19
B2 e 20

G APPECINIAICES: ...ttt e tta et e et ettt et et e et et a e a et aararnaannas 25
4.1 ICH Points to Consider L 25
4.2 ICH Points to Consider



ICH MedDRA 1
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. Points to 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 : IMO)
Appendices
MedDRA SMQ
MedDRA 11.1
MedDRA
! MedDRA
(Maintenance and Support Services Organization: M SSO) (Japanese Maintenance
Organization: IMO)
2 ICH MedDRA 1.1 (Introductory Guide)
JMO http://www.sjp.jp/~jmo_new2006/ JMO ID/PW




11

MedDRA
MedDRA
12 MedDRA
. safety signals
. / ADR/AE 3
= ADR/AE
. ADR/AE
13
MedDRA PTC
MedDRA MedDRA
MedDRA
MedDRA MedDRA
MedDRA
MedDRA
ICH MedDRA (MedDRA Introductory Guide)
MedDRA MedDRA Term Selection : Points to Consider
® ADR/IAE ICH CIOMS



14

MedDRA

MedDRA



21

MedDRA
211
MedDRA
MedDRA
=  MedDRA

Bowel ischaemia
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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 decreaseq)
PT (Blood pressure increased)
HLT
PT
242
MedDRA (PT)

MedDRA PT



MedDRA 111 PT
PT
15 (Upper respiratory tract 7
(I/nfection) infection)
(Nasopharyngitis) 2
(Infection) 1
(Lower respiratory tract 4
infection)
(Skin infection) 1
9 (Abdominal pain) 4
(Abdominal (Abdominal pain upper) 3
pain) (Abdominal tenderness) 2
4 (Injury) 1
(Accidental (Skin laceration) 1
injury) (Joint sprain) 1
(Back injury) 1
MedDRA PT
243 (Multi-axiality)
MedDRA PT SOC
/
SOC
SOC SOC
MedDRA
MedDRA
SOC
2431 SOoC
MedDRA ICH MedDRA
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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)



2.4.3.2 SOC

SOC
SOC SOC
SOC (/nvestigation)
SOC (Surgical and medical procedures)
SOC (Social circumstances)
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2433 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
(/nvestigations)
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
(/nvestigations)  SOC (Hepatobiliary disorders)
PT (Liver transplant)
SOC (Surgical and medical procedures)
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SOC
PT (Blood glucose increased) SOC
(/nvestigations) SOC PT
(Hyperglycaemia) SOC (Metabolism and nutrition
disorders) SOC
SOC
MedDRA
SOC
(disorder) SOC
MedDRA 11.1
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SMQ
= SMQ
= SMQ PT HLT
= SMQ
= SMQ SMQ
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MedDRA
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MedDRA 11.0 PT
(/njection site bruising ) 15
PT
(/njection site haematoma) 5
MedDRA 111 PT
(/njection site bruising ) 0
PT LLT
(I/njection site haematoma) 20
PT MedDRA 11.0
111 11.0 PT
MedDRA 111 PT
LLT PT
MedDRA 11.0 PT (Arterial restenosis) SOC
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SOC 11.1 SOC (Injury,
poisoning and procedural complications) SOC SOC
SOC SOC PT
SOC PT
MedDRA
MedDRA 111 MedDRA 10.1
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MedDRA
( )
. (Periodic Safety Update Report: PSUR)
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32
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www.ich.org ICH E2E (Pharmacovigilance

Planning)
MedDRA SOC PT Body System
(System Organ Class) preferred terms
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 ( Cardiac death)
321 SOoC
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 11.1

MedDRA/J 11.1

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
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MedDRA Version1l.1 (1AO)

MedDRA/J 11.1

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
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SOC

SOC (Cardiac disorders) 22
HLGT (Cardiac arrhythmias)
HLT (Supraventricular arrhythmias)
PT (Atrial tachycardia) 22
LLT ) ) 9
(Paroxysmal atrial tachycardia)
LLT ) ) 10
(Tachycardia atrial )
LLT 3
(Tachycardia paroxysmal atrial)
SOC ( Investigations) 10
HLGT ( Enzyme investigations NEC)
HLT ( Skeletal and cardiac muscle
analyses)
PT 10
(Blood creatine phosphokinase MB increased )
LLT
(Blood creatine phosphokinase MB increased ) 2
LLT
(CPK-MB increaseq) 2
LLT 5
(Plasma creatine phosphokinase MB increased)
LLT
(Serum creatine phosphokinase MB increased) 1
JMO LLT (Tachycardia atrial) LLT
(Tachycardia paroxysmal atrial) N
MedDRA/J LLT (Atrial tachycardia)
LLT (Paroxysmal atrial tachycardia)
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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
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 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
Inj&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|1 0.9
Vasc|2 : : 1 1.3
6] 3 10 15

Relative frequency of any event (%)
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SOC

SOC

PT

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
< -
5 Eye disorders
c Cardiac disorders
% Vascular disorders
5 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
0 500 1000 1500 2000 2500 3000
Number of Reports
Patient population 2
Skin and subcutaneous tissue disorders
Nernvous system disorders
Psychiatric disorders
Gastrointestinal disorders
General disorders and administration site
Immune system disorders
Cardiac disorders
Musculoskeletal and connective tissue disorders
n Respiratory, thoracic and mediastinal disorders
a Eye disorders
[s) Investigations
g Vascular disorders
o Ear and labyrinth disorders
5 Reproductive system and breast disorders
£  Injury, poisoning and procedural complications
Q Metabolism and nutrition disorders
2 Renal and urinary disorders
2 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 | I I I I I I I
0 2000 4000 6000 8000 10000 12000 14000 16000

Number of Reports

18




PT

. SOC

/ SOC
PT SOC

* MedDRA

322
PT

PT

PT

ARTHRALGIA
MNAUSEA
ANOREHIA
HAEMATURIA
NS O 1A
VOMITING
PEPSIA
WEIGHT DECREASE
PAIN
DIARRHOEA
FATIGL
FLATELENCE
DIZZIMESS
ABDOMINAL PAIN
RESFIRATORY DISORDER
HE&DACHE
INJURY
GASTROESOPHAGEAL REFLLX
BACK PAIN
RASH
HYPERKALAEMIA,
SINUSITIS
WVIRAL INFECTION
UPPER RESP TRACT INFECTION
COUGHING
URIMARY TRACT INFECTION
MY ALGIA
MELAENA,
RHINITIS
BRONCHITIS
CHEST PAIN
CHROM OBSTRUCT AIRVWAY DISEASE
DYSPNOEA

T
0 10 20 30

Percent

A
5
Relative Risk with 95% ClI
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SOC
3.21 SOoC
. SOC
3.23.1 SOC
SOC 3.2.1 MedDRA
MedDRA
. SOC SOC HLGT
HLT
. SOC
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 ( Uhthoff's phenomenon)

PT ( Visual field defect)

PT SOC (Nervous system disorders)
SOC SOC
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MedDRA 11.1

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| 143 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% 115.3%
[2] Sudden death 2| 9.5% 1]/5.3%
General disorders and administration site
conditions
Any High Level Term
Any event 3| 143 1|5.3%
%
Any primary path 2| 9.5% 1]5.3%
Death and sudden death
Any event 2| 9.5% 115.3%
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
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3.2.3.2 MedDRA (SMQs)

. 50 SMQ SMQ
SMQ
. SMQ
SMQ
MedDRA SMQ MedDRA
SMQ ( SMQ Introductory Guide)
. (broad) (narrow)
* SMQ SMQ
SMQ
SMQ
3.2.33
SMQ
SMQ
MSSO

MedDRA

= MedDRA MedDRA

SOC HLGT HLT
. SOC
SOC (Renal and

urinary disorders)
. SOC sOC (/nvestigation) SOC

(Surgical and medical procedures) SOC (Social circumstances)

SOC SOC
(General disorders and administration site conditions)

SOC (Injury, poisoning and procedural

complications) SOC (Pregnancy,

puerperium and perinatal conditions)
. SOC

MedDRA LLT PT
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SOC SOC PT PT

PT (Dyspnoea)
241
PT HLGT HLT SOC
LLT
SMQ

SMQ DEVELOPMENT AND RATIONAL USE OF STANDARDISED
MedDRA QUERIES (SMQs), CIOMS, Geneva 2004
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500 10038738/ 1F 083, R3hH LTMIRFEE  Rezpiratory, thor
10038716/ 10 23 P8 E NEC/ Respiratory dizorders
= HLT 10006334/ 1F0% B 5 /Breathing abnormalities

. HL

LA

£

PT

10071 3968 /1B FEEE/ Dyaphosa

50C 10007541/ .CREPEE /Cardiac disorders
= O 10007939/ LBEFE MRS LTHEIR /Cardiac disorder

= LT 1001 3975/0F0E E2E /Dy sprosas
PT 10013963/ 0308 [F2%/Dysprivea

<

[=--HLT 10006334,/ 1F0% B % /Breathing abrormalities

mamaaamaaamaaamaaamaaamaaamaaamaaamaa

]

10023499,/7 2 7 1)L AR AKuzz maul respir
10008501 /5 — 2o 2 b — 2 20FR Cheyre—5
10035004,/ -2 -2 HEIREE Pickwickian =
10038021 /L. F A/ BEERERE/Retinoic acid =
100713060/ EFFIFIR FE  Tvapnioea at rest
1002091 058145, Hyperventilation

100311 23 /F2 240508 AOrthoprioea

10066927 2 ke EneikIE O IR = LEESE
10021079/ 7E0F 0%  Hypopnosa

10059411 AFSEE  Prolonged expiration
10005344,/ B8 #RE 8RR 5 / Breathing-relat
10057570/ IF 0 855 2 424 — /Respiratary d
1003868?,’“?";&%?1_!%&3 iratory distress

10038681 ARRIR SRR “'fResplratory depth d
10038682 /1F 0B F EEN0/ Respiratory depth i
100328669, TFE{E L /Respiratory arrest
10038678/ 1FRINH]/ Respiratory depression
10028071 7/C100% A Mouth breathing

10018762/ M EE /Grunting
10054809,/ FH#1FE 5518 / Postaper ative respir
10006102/ 781F05 / Bradypnoea
10063968/ _E S IBIBTUEIERE Upper airway rg
10007522/ IR B A Cardiac asthma
1000761 7/ 0R{% 1k /Cardio-respiratary arrest
10040979 /8%AFREF BEIL IR E %84 /Sleep apnoea
10066131 SE R PR BT E IR RS Cones
10006322/ 8,257 /Breath haldine

10007982/ PR ihfa B S /Central-alve
10021133485 Hypoventilation

1001 3974 /B E TR IFIR FEIRE / Dv=pnosa pa
10043039, FEIFE / Tachypnoea

10044590,/ Fr{3IEAFIE: / Trepopnoea

10002074 AEEIFIE S Apnoea

10002977 IFREFE/ fipnosic attack
10049235,/ TERIEIR EIZE Mocturnal dvspnoea
10013971 /551 E DG Sk Dysprioea exertio

S0C 10021881 /ERER LA RIE Infections and infest
S0C 10029104/ B 1%, BEELUSEET RO EM (@R
$0C 10005329/ M%) YR85 /Blood and lymphatil
S0C 10021429/ ZREE Ammune system disorders
S0C 10071 4698/ P15 BB = /Endocrine disorders
$0C 10027453/ E LT /Metabolism and nutritig
S0C 100371 7 45 18FeE /Psychiatric disorders
S0C 10020205/ ¢85 FF8E /Nervous svstem disorders
$0C 1001591 9/BRF8E /Eve disorders
s0C 10013093/ B & LTA#EEFEE /Ear and labyrinth disorder
50C 10007541 /.LEEP#E /Cardiac disorders
w05 1001082/ "FEhARFEE / Coronary artery disorders
b 10028593/ ERFEE  Myocardial disorders
= M 10007539/ ER S LOMER Cardiac disorder
= WLT 10013975/0F0R [F8E/ Dysproeas
+ [PT] 10013068/ ZA$SIFIREHE/ Dyspnoea at re:
+ 10031123/ F24MFER /Orthopnoea
* 100123968 /¥ 160 [F12% /Dysproea
[F1] 1nnﬁzasuiﬂfiimgrJ%B;ﬂ:!i@!maryng-
[PT] 1um9235ﬁ§Fﬁﬂ¥ﬂE@£Emmumal dyspod
[PT] 10013071 /54 EIEITIR FIEE / Dyspnoes exer|
+ [PT] 10085550/FR FUFIR/Platypnoea
+ HLT 10007581/ ERE LUSHEMNEC/Cardiac infe
+ HLT 10007543/ LFFNEC/Cardiac disorders NEC
+ HLT 10007571 /0 Bl 1S HE /Cardiac hypert
& HLT 10007609/ 0 EER ETAEIANEC/ Cardiac sien|
+ o7 10007590/ BEERE M/ Cardiac necplasms
+ 0 10014662/5CPIARPE & /Endocardial disorders
+ 10019280/ (A2 /Heart failures
+ 0y 10046973403 iBFEE /Cardiac valve disorders
+ 7 10034468/.L- 8RR /Pericardial disorders
w00 1000394/ % F LM E /Congenital cardiac disord
¥ 0 10007521 /T80 Cardiac arthythmias
S0C 10047065/ MEFEF Nazcular disorders
S0C 10028738/ 19085, MaREi L SEPEFEE /Respiratory, th

*.

Calmc e

SO0C 10017947/ BRERE /Gastrointestinal disorders
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Canada:
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Michelle Slow

United States:
US Food and Drug Administration
John (Jake) Kelsey
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Pharmaceutical Research and Manufacturers of America
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JoAnn Medbery

MedDRA MSSO
Patricia Mozzicato
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4.2 ICH Points to Consider

Japan:

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

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

Japanese Maintenance Organization
Yuki Tada
Akemi Ishikawa

Canada:
Health Canada
Heather Morrison
Heather Sutcliffe
Bill Wilson

European Union:
Commission of the European Communities
Dolores Montero

European Federation of Pharmaceutical Industries 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
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JoAnn Medbery
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