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Post-approval safety data management: Definitions and standards for expedited reporting

2.1.

2.2.

Adverse Event : AE

Adverse Drug Reaction : ADR

“adverse drug reaction”

step 4 “adverse drug reaction”

JCOG

“adverse drug reaction”

“side effect”

“side effect”

E2D

ICH E2A
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2.3. Adverse Reaction : AR
ICH JCOG

v

AR

AE

ADR AR
AE AE
AR ADR

2.4.
Serious Adverse Event : SAE / Serious Adverse Reaction

ICH E2A E2D

serious severe

mild moderate severe



2.5.

2.6.

JCOG

expected

definite (certain)

probable

possible

unlikely

3.2.

Unexpected Adverse Reaction

anticipated

plausible

reasonable

reasonable

improbable
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not related (unrelated)

unassessable (conditional)

conditional
JCOG definite probable possible
unlikely not related
3.
3.1.
JCOG Toxicity grading criteria
NCI Common Toxicity Criteria (NCI-CTC Version 2.0) — JCOG 2
v3.0 JCOG/JSCO  NCI Common Terminology Criteria for
Adverse Events v3.0 (CTCAE v3.0)
JCOG
grading
CRF
3.2.
1
30
30 day O 30
Grade 4 definite,
probable, possible
2
definite, probable, possible
31
Grade4 Toxicity grading criteria /
Grade3
32 1) JCOG

MDS
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CRF
20 31
3.2.1)
3.2.2)
3.2.2) Grade3
20 31
3.2.1)
e 32.1) 30
e 32.1) Grade4
definite, probable, possible
3.2.2)
e 32 2 31
e 322
JCOG
JCOG
30
Grade4
31
Grade4

Grade3




3.3.

JCOG

JCOG

JCOG

72

JCOG

Grade

15

JCOG

JCOG
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e JCOG
JCOG
JCOG
2
JCOG JCOG
JCOG JCOG
1)
3
4
32 4)
/ JCOG
5 JCOG
7 4 2 2
3.4. /
1
2

/ JCOG

JCOG
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15

JCOG



JCOG

3.2. 5)

32 4)

JCOG

4.1. /

4.2.

JCOG
JCOG

JCOG JCOG
3.2. 4)
JCOG
JCOG
JCOG
32.5)
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