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Outline of the talk

The global drug development and
regulatory environment in 2009

What has changed in 10 years since ICH E9
The opportunities
Promoting and guiding innovation
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Increasing atiention to clinical trial topics
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S0rme Experlence witn
statistical reviews of NDA's arnd
Clinical Studies

sumrmeary of review of 7 years of clinicel
stucies Involving foreign clinical data in
DA'S

U)

=

Uﬁ

/

N

|—

NDA suomisslions wrnose decisions
perided upor rlrJrlJ/Jl ancl Interpretaion
trezirnent effects in rmulil -regional trials

SR
> (D

Q
—
(—
(—
/

(D
)

)

Jonn Lawrence e/al Latlon of Jrlrge
cardiovascular outcorne siucle:

(D
2



Of 1,926 clinical "rr]?lls analyzed by OB during F YOL-FYO7:
41% were domestic; 50% foreign-dornestic; and 9% foreign.
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Glopal Trial Consideration
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Studies will pe underpowered for effect sizes
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The Impzact of genormics
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Minirnizing ris¥. 0y genormic screening
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Clinical trials witn saifety as endpoint

Eplderniology and opservational data pases
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Electronic rmedical records to oe minead for
pzitterns, associations, signals

World wide data bases now peing coordinatiad to
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Cnronological ordering of resulis of  RCT's

Repeated testing of accurnulating stucly resulis
inflate tyoe 1 error
Flced and randorn effects models to account for
neterogeneity
Sequentizal poundaries witn penalties for repeaied
testing

- no upper bound on tne nurnoer of studies,
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Inforrnation I1s not flxed 1n acdvance



Curnulative reta -analysis of accumulaiing RCT's -
Type 1 error conirol
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To oe Involved, with sufficient core resources, to
snape the approacres and frarmework for now tnese
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