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MedDRA Release 3.8 Release 3.9

MedDRA 10.0 10.1
MedDRA
3.5
MedDRA
PT Oabetic retingpathy PT
Hpertensivecardionegal y PT Eosi nophi 1 7 ¢ pneunoni a
35.1
chest pain due to nyocardial infarction
Mocardi al i nfarction
355
3.5.5
3.8 MedDRA
pain due to cancer Cancer
pain

shortness of breath due to cancer
Shortness of breath



3.10

B
“ cancer " * carcinoma " (MedDRA 10.1
B )
3.13
MedDRA 8.0
MedDRA
HLGT HLT
HLT ( Maladministrations )
HLT ( Medication monitoring errors)
HLT (Overdoses )
HLT ( Medication errors due to accidental exposures )
HLT ( Medication errors NEC)
3131
(Drug dispensing error)
MedDRA 10.1 B
3.14

transmission.

C suspected transmission of Hepatitis C via a
blood produc



Suspected transmission of an infectious agent via a medicinal product
(Hepatitis C)

: C confirmed transmission of Hepatitis C

via a blood produc

Suspected transmission of an infectious agent via a medicinal product
(Hepatitis C)

3.16

3.16.1

(medi cal devi ce breakage)
Device breakage)

( Leaking patch)

3.16.2 MedDRA
medical device related infection)

(Device related infection)

3.16.3 MedDRA

(Device malfunction) (Ventricular tachycardia)

3.20
3.20.1 3.18.1

3.18.1.



(antibiotic didn’t work)

(Lack of drug effect)
(patient took drug,
her headache didn’t go away, drug is ineffective)
(Drug ineffective)
3.20.1.
the preferred option
(antibiotic didn’t work)
(Lack of drug effect)
(patient took drug,
her headache didn’t go away, drug ineffective)
(Drug ineffective)
3.20.2 3.18.1

3.20.2

(patient took drug, her
headache didn’t go away, drug ineffective)
(Drug is ineffective)
3.20.3 3.18.2

(an
epileptic patient took an anti-convulsant, but the seizures continued
unchanged) (Lack of drug effect)

3.21

3.19

(patient was abusing an analgesic)

(Analgesic abuse)



(patient’s ability to drive vas inpaired)
(Impaired driving ability)

SOC MedDRA
SOC (Disorder) SOC ADR/AE
Social
SOC Circumstances SOoC Disorder SOC
SOoC
(Alcoholic) (Alcoholism)
(Drug addict) (Drug addiction )
SOC MedDRA
SOC (Disorder) SOC ADR/AE
SOC
Social
SOC Circumstances SOoC Disorder SOC
SOoC
(Alcoholic) (Alcoholism)
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