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NCI GUIDELINES FOR INVESTIGATORS: ADVERSE EVENT REPORTING REQUIREMENTS
FOR DCTD (CTEP AND CIP) AND DCP INDs AND IDEs

http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/aeguidelines.pdf

2.1.2 Attribution (B ME)

RELATIONSHIP ATTRIBUTION DESCRIPTION
REF BHE % ]
Unrelated Unrelated The AE is clearly NOT related to the intervention
to investigational T L BR S MMTREEE L 7Ly
agent/intervention!
Unlikely The AE is doubtfully related to the intervention
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Related Possible The AE may be related to the intervention

to investigational AlREMEH Y BET S EMTTREMEN H S

agent/intervention! Probable The AE is likely related to the intervention
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ABRELHRELONALD Definite The AE is clearly related to the intervention
EXRERDY BomMzHY B oA CBIET %

INOTE: AEs listed as ‘possibly, probably, or definitely’ related to the investigational

agent/intervention in AAEERS are considered to have a suspected ‘reasonable causal relationship’

to the investigational agent/intervention (ICH E2A).
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* : AE (adverse event, AEHH) 09I H,

BRSO ZE DI A & DO BS M A3 possible, probable,

definite’ DWFN N TH D & AAJEERS (Adverse Event Expedited Reporting System, 5 EH R A%
W AT L) THwEINTZbON, TEHMRKRERMKR] 2525 AE (ICH E2A) LIS 5,




2016/08/01

B EME (attribution) (22U T O &

Unrelated to investigational agent/intervention
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(1) Unrelated (72 L) : BIH2MZBE L7gu

The AE is clearly NOT related to the investigational agent(s)/intervention.

A EERIEL. WO IR OBECM O N (PHEIE, fh O KACIHR, BRIER L) 12X 0 &
Ul /EiEfL Lz & Z 2 b, RBEEPHIZE Lo AT X2 TREMEIIE & A L 720,

(2) Unlikely (B53%5<72L) @ B4 5 GBI ATRENEIZE IV

The AE is doubtfully related to the investigational agent(s)/intervention.

CUBAEFERIT, LH60 VX FRUROEECMOERIC I W AT SEIER LI LB R DT,
ABRIECHIZE LD AIC LD L EZ LD, bolbH LY,

Related to investigational agent/intervention
ABEOHITE O A L ORRERSD Y
(3) Possible (FTHEMESD V) @ BHE 42 A BRYARENEN & 5
The AE may be related to the investigational agent(s)/intervention.
- MFAEFERIL. EL00 LW ZAFRBIECMAE LD ARV AU EIEM LI EE X DD,
SR DOIERMOERIC LD EEZEZX L0V, bolb b LU,

(4) Probable ((5Z5H< &HY) : BEY % AIAEVEA K&\

The AE is likely related to the investigational agent(s)/intervention.
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(5) Definite (BHSHMCH V) : S NCEET S

The AE is clearly related to the investigational agent(s)/intervention.
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