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and efficacy studies
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. 2010100 | 100 to 500 )
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Therapeutic Confirmatory Studies
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Types of Studies in .
Drug Development
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Ascending dose studies (single- or multiple-)
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AMINLAHE (Clinical Development Plan)

A description of clinical studies that will be carried out
in order to assess the safety and effectiveness of the drug.

¢ Aclinical development plan typically includes
+ adevelopment rationale,
« listing of trial characteristics,
+ timeline,
+ cost, and
* resource requirements.

+ Although a typical CDP is based primarily on the validity of medical and scientific considerations,
other factors that involve issues such as biostatistics, requlatory, marketing, and management are equally
important.
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Remember??

Basic Information for
Decision-making

Mandatory Information fof
Regulatory Submission
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CDPO Z&te= JHE L&A detail
Phase Il Products Clinical Data -
[0 is currently being evaluated in a phase 2 trial in [ patients who are both[I i and [T

Category Phase 2
| —

| Tr-mldv--um_-m

Rw double bind, placebo controlied, paraliel assigrment, Ne

Study Population s
* Stable dose of background therapy (includes
| ROA and Dosing
Efficacy
Safoty . m - -nn.::‘mmmmymmmm(mxw:amm;m
tmm Jaruary 2020 - Februsey 2021
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+ Regulation
+ Formulation

« Process (production)
+ Internal management capability (External network)
« Funding (BD) (+ revenue prediction)
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