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Simultaneous Global Drug Development

1. Independent strategy: Local trials —
Submission

= =
I I
_ PK Exploratory Confirmatory Regulatory
A region clinical trials clinical trials : submission |
[
: Submission
i i
B region BK Exploratory Corffirmatory I Regulatory
clinical trials clini}:al trials I submission
Delay
2. Global strategy: representative example of MRCTs
Submission
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Aregion .\ Exploratory Regulatory
\  clinical trials * : submission I
3 Including \ 1
’," pharmaco'ogy Submission :
B region / (PK/PD) study Regulatory I
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Regional Variability and Potential Impact

» Disease Definition, Methods of Diagnosis,
Understanding of Endpoints

= Disease Prevalence, Incidence

= Medical Practice

= Baseline demographics (e.g. Body Weight, age)
= Cultural or Socio-economic factors, Healthcare
= Cultural difference

* [ntrinsic factors : Genetic polymorphism of drug
metabolism, receptor sensitivity

> ICH E5 £FX : Intrinsic and Extrinsic Ethnic Factors ’
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x| St (Pooled Region)

X< (Region)
> XA XY, =7 E= 1A XS = 2|0

Geographical region, country, regulatory region

X9 E<et(Pooled Regions)
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£ 24 22l
= M AKX Chok X| 2= 10F A4F (Primary Analysis)

= Regional Consistency -7}
» Descriptive summaries
» Graphical displays (e.g., Forest plots, Funnel plots)

» Model-based estimation including covariate-adjusted
analysis

» Test of treatment by region interaction
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