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terminology that is used to describe the clinical information

such as AE’s,, disease, drugs, vaccines..
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—If the verbatim terms exactly match the dictionary terms —

Autoencoded by the system
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Diseases
Diagnoses
Signs, Symptoms

Therapeutic indications

Investigation names & qualitative

results

gical & surgical procedy
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Not a drug

dictionary
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Not a drug

Clinical

trial

study

design

Patient
demographic

terms
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Frequency qualifiers

Severity
Numerical
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results
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Praclinical
Testing

| |

Markedad

o Chinical o Chnical o Chinical o Product
Fhasa | Phase 1l Phase il

Phasa W

Regulatory Authority and Industry Databases

Individual Case Safety Reports and Safety Summaries

Clinical Study Reports

Investigators’ Brochures

Marketing Applications
Publications

Prescribing Information
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High Level Group Term (HLGT) S IE 335 338 mE

High Level Term (HLT) =B 1732 1732 =
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* 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

e Immune system disorders

» Infections and infestations

* Injury, poisoning and procedural complications
« Investigations

*  Metabolism and nutrition disorders
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Musculoskeletal and connective tissue disorders

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

Nervous system disorders

Pregnancy, puerperium and perinatal conditions
Product issues

DPovinhiatric dicardarc

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 Version 18,1

MedDRA Version 19.0
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MedDRAKR &5

>4l 434k (specificity and granularity) : HFREKH
ARIBLLTIRHE TIEER S, ABHNEZEARTE, RAR
WEESARENFEES, AHRKFRITFNETIRHEH
THRERR RN,

HLGT = Cardiac arrhythmias

HLT = Rate and rinythen disorders NEC

FT = Amrhythmia
LLT // / ™~ LLT
Armythmia LLT Dryashiylhimias
wOs Arrhythmia LLT {Mon-currant)
CAhar spacified cardiac
dparbythmiss ot wt UThakesn

PAE BN AE SR T2, NSRRI —EAE. ET
AR E4Ae, BV https://d. book118. com/035314141331011300
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