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6.3 B (Figures)

OTHER TERMINOLOGY
PREFERRED TERMS

No. oF
EVENTS

MEDDRA VERSION 14.1
PREFERRED TERMS

No. oF
EVENTS

Infection

15

Upper respiratory tract infection
Nasopharyngitis

Infection

Lower respiratory tract infection

Skin infection

Abdominal pain

Abdominal pain
Abdominal pain upper

Abdominal tenderness

Accidental injury

Injury

Skin laceration
Ligament sprain
Back injury

P R R RPN W DAPRL, DR, NN

Figure 1 — How data coded to a single PT from another terminology may be expressed by

several PTs in MedDRA

OTHER TERMINOLOGY

MedDRA Version 14.1

Reported Event
(% subjects)

Coded Term
(% subjects)

Body PT
System/SOC

(% subjects)

(% subjects)

SOC

(% subjects)

Hyperglycaemia

(4.1)

Increased blood
sugar (2.7)

Glucose increased
(2.2)

Blood glucose high
(1.0)

Increasing glucoses
(0.5)

Hyperglycaemia

Metabolism

and nutrition

4.1) _
disorders (4.1)
Metabolism &
Hyperglycemia nutritional
(10.5) disorders
(10.5) Blood glucose | Investigations
increased (6.4) (6.4)

Figure 2 — Multiple MedDRA terms may be used to code similar medical conditions included

in a “disorder SOC”; associated laboratory findings are in SOC Investigations

34




MedDRA Version 14.0 Number of Events at PT Level
Reflux oesophagitis (PT) 15
Gastrooesophageal reflux 5

MedDRA Version 14.1 Number of Events at PT Level
Reflux oesophagitis (no longer a PT) 0
Gastrooesophageal reflux 20

Figure 3 — In MedDRA Version 14.0, Reflux oesophagitis was a PT and in Version 14.1
it was demoted to an LLT

SOC Cardiac disorders 22
HLGT Cardiac arrhythmias

HLT Supraventricular arrhythmias

PT Atrial tachycardia 22
LLT Paroxysmal atrial tachycardia 9
LLT Tachycardia atrial 10
LLT Tachycardia paroxysmal atrial 3
SOC Investigations 10

HLGT Enzyme investigations NEC
HLT Skeletal and cardiac muscle analyses
PT Blood creatine phosphokinase MB increased 10
LLT Blood creatine phosphokinase MB increased 2
LLT CPK-MB increased
LLT Plasma creatine phosphokinase MB increased

LLT Serum creatine phosphokinase MB increased

Figure 4 — Primary SOC output listing - example
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MedDRA Version 14.1
English Alphabetical Order

MedDRA Version 14.1

Internationally Agreed Order

Blood and lymphatic system disorders

Infections and infestations

Cardiac disorders

Neoplasms benign, malignant and unspecified (incl

cysts and polyps)

Congenital, familial and genetic disorders

Blood and lymphatic system disorders

Ear and labyrinth disorders

Immune system disorders

Endocrine disorders

Endocrine disorders

Eye disorders

Metabolism and nutrition disorders

Gastrointestinal disorders

Psychiatric disorders

General disorders and administration site conditions

Nervous system disorders

Hepatobiliary disorders

Eye disorders

Immune system disorders

Ear and labyrinth disorders

Infections and infestations

Cardiac disorders

Injury, poisoning and procedural complications

Vascular disorders

Investigations

Respiratory, thoracic and mediastinal disorders

Metabolism and nutrition disorders

Gastrointestinal disorders

Musculoskeletal and connective tissue disorders

Hepatobiliary disorders

Neoplasms benign, malignant and unspecified (incl

cysts and polyps)

Skin and subcutaneous tissue disorders

Nervous system disorders

Musculoskeletal and connective tissue disorders

Pregnancy, puerperium and perinatal conditions

Renal and urinary disorders

Psychiatric disorders

Pregnancy, puerperium and perinatal conditions

Renal and urinary disorders

Reproductive system and breast disorders

Reproductive system and breast disorders

Congenital, familial and genetic disorders

Respiratory, thoracic and mediastinal disorders

General disorders and administration site conditions

Skin and subcutaneous tissue disorders

Investigations

Social circumstances

Injury, poisoning and procedural complications

Surgical and medical procedures

Surgical and medical procedures

Vascular disorders

Social circumstances

Figure 5 — The alphabetical SOC order (in English) and the Internationally Agreed Order of

SOCs
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Author
Figure 1 16NOV2005
Relative frequency of events per primary SOC

SOC .
Ear 1.9
Eye 1.3
Gastr 13.2
Genrl 3.7
lmmun 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 S 10 15
Relative frequency of any event (%)

Figure 6 — Example of a graphical display (frequency by primary SOC)
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Figure 2
Relative frequency of events per primary [1] and per secondary [2] SOC

SOC

Author
16NOV2005

AN

Card]
Ear
Ear
Endo]
Eye[1
Gastr|1
Gastr|2
Genrl|1
Genrl|2
Immun
n
1
1
2

N —

Immu
Infec
Inj&P
Inj&P
Inv[1
Metab
Metab
Musc
Musc
Neopl[2]
Nerv
Nerv
Preg
Psych|1
Psych|?
Renal| 2
Repro| 1
Repro|2
Resp 1]
Resp| 2
Skin 1]
Skin|2
Surg| 1
Vasc| 2

TONUNON—O00O00000 =0 =NO=N=00WN_ =00 =N
WONORX=UIRDOWON=OORUIO—=UTWNE NONWNR O

0 S 10

Relative frequency of any event (%)

Figure 7 — Example of a graphical display (frequency by primary and secondary SOC)
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Nervous systemdisorders
Skin and subcutaneous tissue disorders

Psychiatric disorders
Generaldisorders and administration site conditons
Gastrointestinal disorders
Investigations =9
Injury, poisoning and procedural complications
Reproductive systemand breastdisorders
Ear and labyrinth disorders
Musculoskeletaland connective tissue disorders
Eye disorders
Cardiac disorders
Vascular disorders
Immune systemdisorders
Respiratory, thoracic and mediastinal disorders
Renaland urinary disorders

System Organ Class

Blood and lymphatic systemdisorders
Metabolismand nutrition disorders

Infections and infestations

Hepatobiliary disorders
Endocrine disorders

Neoplasms benign, malignantand unspecified
Social circumstances

Surgicaland medical procedures

Pregnancy, puerperiumand perinatal conditons

Congenital, familial and genetic disorders

0 500 1000 1500 2000 2500 3000

Number of Reports

Figure 8a — The upper bar of each pair represents numbers of reports from Consumers

(blue) and the lower bar reports from Health Care Professionals (red) (Population 1)

Skin and subcutaneous tissue disorders
Nenous system disorders
Psychiatric disorders
Gastrointestinal disorders
General disorders and administration site ——
Immune system disorders
Cardiac disorders
Musculoskeletal and connectiwe 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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o

2000 4000 6000 8000 10000 12000 14000 16000

Number of Reports

Figure 8b — The upper bar of each pair represents numbers of reports from Consumers

(blue) and the lower bar reports from Health Care Professionals (red) (Population 2)
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Most Freguent On-Therapy Adverse Events
FTs sorted by relative risk
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Figure 9 — For a small dataset, a display of PTs may be adequate
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Incidence of treatment-emergent adverse events coded by MedDRA 14.1
Population: Patients Valid for Safety

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% 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%

Note:Sorted first by System Organ Class (alphab. order), then by High Level
Term (alphab. order), then by Preferred Term (alphab. order).

Note: The table presents MedDRA terms of all paths.

Note:[1] means primary path, [2] means secondary path.

Figure 10 — Primary and secondary SOC output
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SOC Infections and infestations

Primary SOC Analysis

Adverse Event (MedDRA v14.1)

25 mg My
Drug (N=44)

Placebo
(N=15)

SOC Infections and infestations

14 (31.8%)

4 (26.7%)

PT Upper respiratory tract infection

5

PT Sinusitis

PT Urinary tract infection

PT Ear infection

PT Viral infection

PT Bronchitis

PT Influenza

PT Localised infection

PT Lower respiratory tract infection

PT Pneumonia

PT Tooth abscess
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Secondary SOC Analysis (same data as above)

Adverse Event (MedDRA v14.1)

25 mg My
Drug (N=44)

Placebo
(N=15)

SOC Respiratory, thoracic and mediastinal disorders

PT Upper respiratory tract infection

PT Sinusitis

PT Bronchitis

PT Influenza

PT Lower respiratory tract infection

PT Pneumonia

RlR(R|k|w|o

OO |Oo|o|OoN

SOC Infections and infestations

PT Viral infection

o

PT Localised infection

SOC Renal and urinary disorders

PT Urinary tract infection |

SOC Ear and labyrinth disorders

PT Ear infection |

SOC Gastrointestinal disorders

PT Tooth abscess |

Figure 11 — Programmed primary and secondary SOC outputs
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