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Adequate and Well-Controlled Trial

Bridging Data Package

(Bridging Study)

Complete Clinical Data Package

Compounds Insensitive to Ethnic Factors

Compounds Sensitive to Ethnic Factors

Dosage

Dose Regimen



Ethnic Factors

ethnicity ethnos

racial

Extrinsic Ethnic Factors

Intrinsic Ethnic Factors

Extrapolation of Foreign Clinical Data

Foreign Clinical Data

ICH ICH Regions

New Region

Population Representative of the New Region

Pharmacokinetic Study
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PK/PD

Pharmacodynamic Study

ECG ACE

Population Pharmacokinetic Methods

Therapeutic Dose Range
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Question 1 Question 2 Question 3 Question 4

Yes Yes

Yes No

No —> Yes —

-

No No
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PD

PK
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QL

Q2.

18 4 3
55 5 30

Q3.

Q4.

698

16

14



Q5.
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Q7.

Q2
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Q8.
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Qo.

Q10.

Q11
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Q13. 2.1

Q14.
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Q20. 3.2.3
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322
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Q24. 3.2.4
1 300

1 300

7 5 24 592
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Q25.
ICH E-1

Q26.
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Q27.

AUC Cmax

Q28. 1

Q29.
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12 22 487

Q30.
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Q3L1.

Q32.
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