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Today’s Objectives

» Share experience of ISS for projects with cross-company
cooperation

» Look forward to productive discussions
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Agenda

® |SS introduction

® Cross-company project ISS background
® Challenges & Solutions

® Expectations & Discussion

® Contact information



|ISS Iinfroduction

The integrated summary of safety (ISS) is a required section of a New
Drug Application (NDA) and a supplemental New Drug Application (SNDA)
that provides comprehensive safety outcomes of one or more clinical trials
to agency reviewers.

With ISS, a single database is formed by pooling the results of all the
clinical trials. This pool of database is much larger than those of individual
studies, hence, it is easier to characterize the overall safety profile of the

study drug and to identify risks that should be included on the product
label.
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Cross-company project ISS Background

* Experimental treatment:
Drug A (MSD) combination with Drug B (Partner company)

* Include pooled drug B data provided by Partner company in 1SS
analyses

» Take drug B safety profile into consideration
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Challenges & Solutions
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Challenges & Solutions
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AESI: Adverse Events of Special Interest



Challenges & Solutions

Present different layouts for different tables

ISS Table Presentation: General

Column A Column B Column C

ISS Table Presentation: AESI for Drug A

Column A Column B Column E
Drug A Pool

pivotal study | pivotal study | (N=XXX)

Column D Column E

Drug A Pool

pivotal study | pivotal study | pivotal study |Tablet Pool | (N=XXX)

ISS Table Presentation: AESI for Drug B Tablet Pool
ISS Table Presentation: AESI for Drug B Tablet+Capsule Pool

Column B Column C Column D
Column A Column B Column C Column D

Column A
Drug A pivotal Drug A pivotal

study Arm 2 pivotal study |Tablet Pool
pivotal study |pivotal study | pivotal study

study Arm 1
(N=XXX) (N=XXX)
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Challenges & Solutions
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Expectations & Discussion

Optimize data sharing
process

Standardize ADaM data
structure

3
Expand documentation
support )
.
Any ideas?
J
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Contact Information

Your comments and questions are valuable and appreciated.

Huan Huang
Assoc Prin. Scientist, Stat. Programming
BARDS-AP, MSD

huan.huang@merck.com

: INVENTING FOR LIFE

13


mailto:%20huan.huang@merck.com

¥
$2.C

WﬁE% 5.0
ﬁaaauqmme “'6

A raC|aSmtrugere

sioweng 1w GO raibh maith agat 5

tegekkur ederim's: -
ﬂSRKYVI c“noc euxaplorw 3)( = [j;-:

x °9U"

-2dankie : hva
}?;"c':;" ww})ﬂf‘k o 33'3'

i"“’tTI‘ial1 k'é 2 YOU

Grazna§ L s

Dankon Clmpf.wl‘wln tPyml

na godes==




