


























Evaluations IARC Experts & Regulators
Review Primary Study Report(s) No Yes

Consider Dose-Response No Yes

Consider Statistical Trend Analysis
Recalculated, positive.  No trend if exclude doses ≥ 

limit dose.  No trend across all studies

Yes

[negative]

Review Pathology Report No Yes

Review Pathology Working Group Report No Yes

Consider histopathology of pre-neoplastic findings 

for treatment induced carcinogenesis
No

Yes

no evidence of pre-neoplastic progression

Consider all studies; consistency across studies

Evaluate same neoplasm types across  same/similar

design in same species

No 

e.g. hemangiosarcoma in one mouse study, renal 

neoplasms in another mouse study, but not across 

both studies for weight of evidence evaluation

Yes 

(up to 6 mouse and 9 rat chronic/carc studies 

considered)

Consistent with Previous Expert Regulatory Reviews No Yes 

Consistent with OECD Guidance Document 116 on 

Conduct & Design of Carcinogenicity Studies
No

Yes

Evaluated statistics, biological plausibility, 

dose-response, pathology

Time Days/weeks Months/years






























































