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Carcinogenicity assessment document (CAD)
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1) Steering CommitteeMd D Step ANESFHEEDRER

Draft Public Comments
Regulatory Notice . - incorporated into
RND published regionally
Document (RND) for by 3 Health Authorities for 90 days a Revised RND
PUbliC Input Public Input; also posted to ICH Website

. L (Begin revisions @ June 2013 Mtg)
(Final @ Nov 2012 Mtg) Seeks input on proposal, criteria and

on prospective data collection period

Step 4 Guideline
(June 2017)
- - Data support
Finalized Regulatory o " Stip 2 DocLitient T

Notice Document: [OSpectiNe witevision  gi o ¢
A) Proposes modification to S1 Data Collection spbl' ﬁchen
Guidance w specific criteria for & Preparation of ublished for
justifying a carco study waiver ~— S—) Draft Step 2 Public Input
B) Explains the design and Publish

, mion 2014 -2016/17:
launches the prospective non- .
e : , : Process 2 possible outcomes
binding trial evaluation period
(RND Finalized June 2014,
possibly sooner)

Data refute
Proposalto

(Publish Peer-Reviewed Modify $1

Scientific Manuscript
Prior to June 2017)

2) RND (R)RUWoE Z77R—FZE&T Appendix () ICRHT SR DIRE

3) 11 A Mface-to-face EWG £ & HIIZ. RND, WoER U4 F&#E M Carcinogenicity
Assessment Documents (CADs) DEFEZESTHK

Abandon Effort
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1) Public Input® =M Appendix 1 (WoENER)Z=L RND
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« Van Oosterhout, Van der Laan, De Waal, Olejniczak,
Hilgenfeld, Schmidt, Bass (1997). The utility of Two
Rodent species in Carcinogenic Risk Assessment
of Pharmaceuticals in Europa. Regulatory
Toxicology and Pharmacology 25, 6-17, 1997

&5t 221 &Y 5B181LIFT IR -SYFDRERHY)

« Contrera, Jacobs, DeGeorge (1997). Carcinogenicity
Testing and the Evaluation of Regulatory
Requirements for Pharmaceuticals. Regulatory
Toxicology and Pharmacology 25, 130-145, 1997
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YC IcH FHEL 72 T—HR—2
Cassorcompounds  numher

CNS 74
Cardiovascular 103
Antiviral 8
Hormonal 11
Metabolic 19
Antimicrobiological 39
Respiratory 28
Immunological and NSAIDs 30
Remaining 58

Total (EU + FDA) 370
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Dopamine agonists 4 4 (uterus)
D2-antagonist (PRL-enh) 8 6 (mammary)
Vasodilators 11 7 (kidney)
Ca-antagonists 11 6 (ging hyperpl)
Steroid hormones 11 8 (mam/testes)
Beta-2-agonists 10 6 (mesovarian)
Acid secretion inhibitors 3 2 (stomach)
Corticosteroids 5 5 (various)
Fibrates 4 4 (liver)
Statines 4 4 (forestomach)

2012/12/25



©
(... BIER (2

Antiepileptics 14 6
5HT3 agonists 2 1
Anxiolytics 21 9
(incl. benzos)

Ca-antagonists 11 6
Antivirals 8 4

Antifungals 7 6

2012/12/25
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Negativeclasses  No. compounds  positive in rals

Opiates 5 0
Antidepressants 10 3
Other 5HT related comp 2 0
Remain CNS comp 1
Alpha-2 agonists 6 0
ACE-inhibitors 11 2
Beta-blockers 22 2
Alpha-1 blockers 6 2
Antidiabetics (sulphonyl) 11 3
Remain Respiratory 13 3
Antiinflammatory 28 6

2

H1 antihistamines 17

2012/12/25
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