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Quality of review process

General reviewing process

Binding upon prior reviewers’ opinions on the same

case
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Regular survey on stakeholders’ satisfaction rate
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Quiality of review process

NDA

* Quality and time-efficiency when reviewing

package insert:

o Provide reasonable rational or scientific

reference when modify applicant’s draft PI
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o Clear timetable should be defined to the PI

review process after DOH issued approval

notice of NDA
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Quality of review process

IND

Reduce the requests of local amendment to global
studies (e.g., request more lab test items...)
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Communication &
Consistency of CDE /
DOH review

Different requirement of CDE and DOH but hard to
distinguish
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Not clear of “Conditional Approval”
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Reviewing process
improvement

Time-consuming reviewing loop for supplements
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Time-consuming process between CDE and DOH
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Transparency of review
process

Face to face communication between applicants
and reviewers
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T RIER

The applicants has no information about CDE’s
final conclusion / comments to the case before this
case shall be presented in DOH AC

Suggestions from IRPMA
members

Enhance binding effects of reviewers’ comments

(& 5 EAFRIL > ¥ fodod it)

Y

Reduce localized requests to globally marketed
products / international studies
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Shorten overall reviewing time by:
* Enhance consistency between CDE / DOH
comments
» Cut down unnecessary reviewing loops
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Improve transparency by:

* Provide more direct communications between
reviewers and applicant (meeting or phone call
or oversea conference call...)

* Provide CDE reviewers’ expert report to
applicant before forwarding to DOH




