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Screening for suitable Preclinical
molecules: Development
Hits — Leads — Candidate S8 el (Phase 0)
Early tests of safety,
Pharmacokinetics in man Phase |

_ 1-2 Years
Usually in healthy volunteers

Early tests of safety and
Pha a

Larger efficacy/

dose finding studies 1-2 Years Phase IIb
Large confirmatory
(“pivotal”) studies of safety and
efficacy in patients 2-4 Years Rile=cl
Special population studies NDA
Review of dossier by b
. Filing
regulatory authorities:
NDA = New Drug Application (for US)} ~1 Year Regulatory
MAA=Marketing Authorization Review
Application (in EU)
< Launch
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RAREERBICEVWCT.ILEMETHEICHEIRHELELEELNLERSNS GMP (Good
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STEP 1 STEP 2

Chemicals, Chemicals,

Solvents +/- Solvents +/- DRUG

Metals/catalysts Metals/catalysts \ /

A| || g
L1 [ i ~
Degradation O >
Products > >
Impurities,

Residual solvents, metals, etc

8.1 7x—X|HE&

BE.EFCOTII—X | ABRISE MRS RE#IERER (SAD; single ascending dose) h >
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Single or Multiple Ascending Dose Study

Dose Level 4
Alladex n=7

Placebo n=3

Alladex n=
Placebo n=3

Dose Level 1
Alladex n=7

Placebo n=3

©Julian Arnold Gray Unauthorized reproduction and distribution prohibited



Drug Development Summarized, version 1.0 April 2008 page 7

949994 X

LLTF®D 40 D4 X2 True (R 2) A False (FELY) THEZLIZEW, BEA LR HRIIDEIY
IVDRRIZHYFT DT, BEN O LHEELELLD,

1. BEMNLTEORERICITH 20 EHhM5D True/False

©Julian Arnold Gray Unauthorized reproduction and distribution prohibited



