How clinical data packages in NDAs are constructed?
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Background: Clinical Data Packages

Objective

How companies construct these packages? into 4 types of data
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New Drug Applications

« Investigate how pharmaceutical companies construct
clinical data packages

— Does foreign data “substitute” or “complement” for Japanese data?
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*p<0.1, **p<0.05, ***p<0.01

- Results & Discussion
Methods The Overview of Our Model T Negative Factors associated with data stock
« Samples Larger data stock led to larger data submission

— 209 new drugs approved from 2001 to 2010 in Japan
* Regression analysis (Simultaneous equations model)
— Dependent variables:
Number of submitted JP hyoka/ JP sanko/ F hyoka/ F sanko data per NDA

— Esti by three-stage least squares (35LS)
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Relationship between dependent variables
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Results & Discussion
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Increase in foreign hyoka data led to Foreign hyoka data substitutes for

decrease in Japanese hyoka data Japanese hyoka data

data: expressed as number of clinical trials per NDA

Results & Discussion

( Substitute \

Complement

‘- 0O

Decrease Not

Decreased

Question Raised by Our Research

-> This result reconfirmed the common belief that companies decide

Japanese data volume per NDA based on the “given” foreign data
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+ Most Japanese clinical data packages depend on the “given” foreign data
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Larger drug lag led to increase in
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Estimated number
of patients in Japan

l What should the “ideal clinical data package” for Japanese people be like?

Firm size measured by
world annual drug
sales ranking (16-30th)

Estimated number | Drug lag (0-4 Years)

of patients in Japan

data: expressed as number of clinical trials per NDA
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E‘ Japanese data is not associated with Foreign data submission

Not Significant
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Only foreign data is likely to affect Japanese data submission
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Foreign data is associated with Japanese data submission

data: expressed as number of clinical trials per NDA




