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Traditional Setupl
SAS/LSAF generated outputs(TLF’s) in RTF/PDF document.

Statistical Programmer/
Statistician
&>
SAS[LSAF) System @ I I I 5 &%
Table, Listing and Figures
{_docxk/_pdf files) Issues
(.docx/ pdf files)
&

Pros :
» Easier to log comments.

Cons :
» Difficult to review due to large number of pages and non-interactive.

» No consolidated view of issue logs.
» Difficult to track the issue closures.
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Traditional Setup?2:
Interactive Outputs/Reviews : R Shiny application.

Reviewers

Pros .
» Easy to review.

Cons :

» Difficult to log comments within the application.

» No consolidated view of issue logs.

» Discussions and resolutions often lost in emails and excels due to lack of
central comment logging.

» Repetitive/Duplication review comments for the same data issue by multiple
team members. Due to lack of comment visibility.

» Review is performed in a different tool and the issues are logged in a separate
tool (e.g. Excel).
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Vision:

» Introduction of centralized commenting module.
» Combining data, issue logs and their resolution status in one application.

» Establish efficient review process. Team members have the common
understanding of the issues.
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Commenting Module Demonstration 1 :
C @ (i) localhost:36511 a A & S

Data Explorer Grunenthal _
Feel life:

Home

Snapshot Time : February2025 Submit General Comments :

View Comment

Demographics

Show| 20 + | entries

USUBJID WEIGHT HEIGHT BMI RACE RANDFL SAFFL TRTOTP TRTSDT EQOSSTT EOSDT DCSREAS COMMENT CRITICAL Buttons

XXXX-SA104-004 79.8 170 2761WHITE Y ¥ PLACEBO  201206:04 COMPLETED  2013-06-10
YXXX-SA104-005 69 160 2656WHITE Y ¥ DRUG A 20120625  DISCONTINUED 20121224 Lack Of Efficacy Active Filter Summary
76 153 3247WHITE Y N DRUG A 20120304  COMPLETED  2013-03-02 Data Name Obs
XXXX-SAT05-01D 94 180 2901 WHITE Y N DRUG A 20120429  COMPLETED  2013-04-27 - 47
e : : 2A9WHITE Y ¥ PLACEBO 20120610 COMPLETED  2013-06-07 sverse.event -
:&Volsgau O 184 26SBWHTE Y ¥ PLACEBO 20120629 COMPLETED 20130621 B _
AfYEe 86 184 2sewWHITE Y ¥ DRUG A 20120702 COMPLETED ~ 2013-06-23 B conmed e |F | Ite r P ane
XXXX-SA105-017 72 160 2812WHITE Y ¥ DRUG A 20120728  COMPLETED  2013-07-26 B
XXXX-SA105-018 105 175 3429 ¥ ¥ DRUG A 20120729  COMPLETED  2013-07-26 B
XXXX-SA105-019 97 168 3437WHITE Y ¥ PLACEBO 20120729 COMPLETED 2013-07-28 Ad d CO mment B Active Filter Variables
XXXX-SA105-021 68 162 2591 WHITE Y ¥ PLACEBO 20120803 COMPLETED  2013-08-04 B ads]
XXXX-SA105-022 90 172 3042WHITE Y ¥ DRUG A 20120803  COMPLETED  2013-07-28 B 0 filters applied
XXXX-US101-001 603 160 2355WHITE Y ¥ DRUG A 20120505 COMPLETED  2013-05-24 B I
XXXX-US102:001 640 154 3542WHITE Y ¥ PLACEBO  201201-03 COMPLETED 20121231 B 0 filters ;pp"ed
XXXX-US102:002 114.4 1825  3435WHITE Y ¥ DRUG A 20120104  COMPLETED  2013-01-02 B
BLACK OR conmed
XXXX-US102-003 935 165 3434 AFRICAN Y ¥ DRUG A 201201-15  COMPLETED  2013-01-25 B 0 filters applied
AMERICAN
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Commenting Module Demonstration 2 : Adding comment

C M (D) localhost:36511 a A 9 ] = e a

Add Comment :

Subject Identifier

KANNK-UST02-001

PREVIOUS COMMENTS

COMMENT

Weight is entered as 640. Seems to be data issue. Kindly check.

CRITICAL STATUS

High - | Open - |

# Submit Edits
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Commenting Module Demonstration 3 :Archiving comment

C M () 127.0.0.1:45677 a MmN & o = o l"b

Archived Comments

Add Comment :

Subject Identifier

XXXX-US102-001

PREVIOUS COMMENTS

Reviewer1 (26Feb2025) : Weight is entered as 640. Seems to be data issue.
Kindly check

COMMENT

CRITICAL STATUS

High Open

@ s et
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Commenting Module Demonstration 4 :Adding comment by
multiple reviewer/ responder

C Q@ O 1270014577 Qa A %)l o B

Add Comment :

Subject Identifier

KAXXUS102-001

PREVIOUS COMMENTS

Reviewer1 (26Feb2025) : Weight is entered as 640. Seems to be data issue
Kindly check

COMMENT

CRITICAL STATUS

High - ‘ Closed - |
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Commenting Module Demonstration 5 : Archiving multiple
comments

C QA O 12700145677 a A %) St o D

Add Comment :

Subject Identifier

XXXX-US102-001

PREVIOUS COMMENTS

Reviewer1 (26Feb2025) : Weight is entered as 640. Seems to be data issue.
Kindly check.
DM (28Feb2025) : Query Raised.

COMMENT

CRITICAL STATUS

High Closed

GRUNENTHAL Page 9



Commenting Module Demonstration 6 :

comments applicable across listings

Data E

C m

xplorer
fficient de

>

0
\n

localhost:36511

Snapshot Time :

Demographics

Show | 20

UsSuBJID
XXKK-SAT04-
004

XXXX-SA104-
005

XXXX-SA105-
oog

XXHK-5A105-
010

XXXX-SAT05-
012

XXHX-SAT05-
014

XXHX-SAT05-
016

XXHX-SAT05-
017

XXO(K-SAT05-
018

XXXX-SA105-
019

XXXX-SA105-

v | entries

WEIGHT

798

68

76

86

72

105

February2025

170

160

153

180

170

184

182

160

175

168

BMI RACE

27.61 WHITE

26.56 WHITE

32.47 WHITE

29.01 WHITE

22 .49 WHITE

26.58 WHITE

25.96 WHITE

2812 WHITE

3429

34.37 WHITE

RANDFL

SAFFL TRTO1P
PLACEBO

DRUG A

DRUG A

DRUG A

PLACEBO

PLACEBO

DRUG A

DRUG A

DRUG A

PLACEBO

TRTSDT

2012-06-04

2012-06-25

2012-03-04

2012-04-29

2012-06-10

2012-06-29

2012-07-02

2012-07-28

2012-07-29

2012-07-29

EOSSTT EOSDT

COMPLETED  2013-06-10

DISCONTINUED 2012-12-24

COMPLETED  2013-03-02
COMPLETED  2013-04-27
COMPLETED  2013-06-07
COMPLETED  2013-06-21
COMPLETED  2013-06-23
COMPLETED  2013-07-26
COMPLETED  2013-07-26
COMPLETED  2013-07-28

DCSREAS

Lack Of Effic

Adding General / common

Search:

COMMENT CRITICAL STATUS

Reviewer1(26Feb2025)
: Subject has
completed the study
but safety flag is N?
Reviewer2
(28Feb2025): Kindly
confirm if the reason is
related to
randomization by
mistake?

High Open

Reviewerl
(25Feb2025): Race is
missing for this
subject. Seems to be
dataissue. Kindly
check. DM
(28Feb2025) : Query
Raised.

High Closed

=

S}

Buttons

doggaog

o]

10

eneral
omments

Submit General Comments :

Reviewer1: Treatment End dates
need to be added in the listings.

ection

_—

Active Filter Summary

Data Name Obs
adsl 47/47
adverse_event A66/466
conmed 47/47

Active Filter Variables

adsl
0 filters applied

adverse_event
0 filters applied

conmed
0 filters applied

Add Filter Variables
Add ads1 filter

Add adverse_event filter
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Commenting
Table

C M (D) localhost:26187

Data Explorer

Module

Snapshot Time : February2025

Grunenthal
Feel life:

Demonstration 7 : Adding comments for

eneral
omments

Submit General Comments :

Reviewer1 (26Feb2025) : Count of SEX for Drug X is not
consistent with population count. Kindly check.

ection

_—

Demographics
& .
A: Drug X B: Placebo : Combination All Patients
(N=134) (N=134) (N=132) (N=400)
Sex
n 133 134 132 399
F 79 (59%) 82 (61.2%) 70 (53%) 231 (57.8%)
¥ 54 (40.3%) 52 (38.8%) 62 (47%) 168 (42%)
Race
n 134 134 132 400
ASIAN 68 (50.7%) 67 (50%) 73 (55.3%) 208 (52%)
BLACK CR AFRICAN AMERICAN 31(23.1%) 28 (20.9%) 32 (24.2%) 91 (22.8%)
WHITE 27 (20.1%) 26 (19.4%) 21 (15.9%) 74 (18.5%)
AMERICAN INDIAN OR ALASKA NATIVE 8 (6%) 11 (82%) 6 (4.5%) 25 (6.2%)
MULTIPLE 0 1(0.7%) 0 1(0.2%)
NATIVE HAWAIIAN CR CTHER PACIFIC ISLANDER 0 1(0.7%) 0 1(0.2%)
OTHER 0 0 0 4]
UNKNOWN o] 0 0 Q0
Reason for Discontinuation from Study
n 42 40 38 120
ADWVERSE EVENT 3(2.2%) 6 (4.5%) 5(3.8%) 14 (3.5%)
DEATH 25 (18.7%) 23 (17.2%) 22 (16.7%) 70 (17.5%)
LACK OF EFFICACY 2 (1.5%) 2 (1.5%) 3(2.3%) 7(1.8%)

Active Filter Summary

Data Name Obs
ads| 400/400
adverse_event 466/466
conmed 47147

Active Filter Variables
adsl

adverse_event
conmed
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Commenting Module Demonstration 8 : Pulling consolidated
comments in one application

C () 127.0.0.1:33565

Data Explorer

v | entries

WEIGHT

Snapshot Time : February2025

Cummulative Comments

XXXX-SAT04-
005

HOOOK-SAT05-
008

JOOOK-SAT05-
010

XXXX-SA105-
012
XXXA-SA105-
014
XOOK-54105-
016
KHK-SAT05-
017

XXXX-SA105-
018

XOO(X-5A105-
019

127.0.0.1:33565/# XXHH-SAT05-

76

86

72

105

153

180

170

184

182

160

175

168

EMI

26.56 WHITE

32.47 WHITE

29.01 WHITE

22.49 WHITE

26.58 WHITE

25.96 WHITE

28.12 WHITE

3429

34.37 WHITE

RANDFL SAFFL TRTO1P TRTSDT EOSSTT EOSDT DCSREAS
Y Y PLACEBO 2012-06-04  COMPLETED  2013-06-10
DRUG A 2012-06-25  DISCONTINUED 2012-12-24  Lack Of Efficacy

Consolidated Comments pull

Y N DRUG A 2012-04-29 COMPLETED  2013-04-27
Y Y PLACEBO 2012-06-10 COMPLETED  2013-06-07
Y Y PLACEBO 2012-06-29 COMPLETED  2013-06-21
Y Y DRUG A 2012-07-02 COMPLETED  2013-06-23
Y Y DRUG A 2012-07-28 COMPLETED  2013-07-26
Y Y DRUG A 2012-07-29 COMPLETED  2013-07-26
Y Y PLACEBO 2012-07-29 COMPLETED  2013-07-28

Search:

COMMENT

Reviewer1(26Feb2025)
: Subject has
completed the study
but safety flagis N?
Reviewer2
(28Fb2025) © Kindly
confirm if the reason is
related o
randomization by
mistake?

High Open

Reviewerl
(25Feb2025): Race is
missing for this
subject. Seems to be
data issue. Kindly
check. DM
(28Feb2025) : Query
Raised.

High Closed

CRITICAL STATUS

Butions

Submit General Comments :

Active Filter Summary

Data Name Obs
adsl 47147
adverse_event 466/466
conmed 47/47

Active Filter Variables

adsl
0 filters applied

adverse_event
0 filters applied

conmed
0 filters applied

Add Filter Variables

Add ads1 filter

Add adverse event filter
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Commenting Module Demonstration 9 : Example of comments
consolidated in an excel

D | @
File Home Insert Page Layout Formulas Data Review View Awutomate Help  GRT Tools
ﬁl:l ;‘E |Calibri ~[11 | ATOAT = = | A 2D, Wrap Text |General ~| H:_ﬂEE’ %
Paste § B I U~-H- a-A- === = = Merge & Center ~ BB v % 9 8§ Conditenal FOrnet
Clipboard M Font ] Alignment ] Mumber = Styles
G18 ~ | 8 Jx
A B C D E F
1 Reviewer Date Subject Identifier COMMENT CRITICAL |STATUS
2 |Reviewerl 26-Feb-25|XXX-US5102-001 Weight Is entered as 640. Seems to be data issue. Kindly check. High Closed
3 DM 28-Feb-25|XXX-US5102-001 Query Raised High Closed
4 |Reviewerl 26-Feb-25 | XXX-SA105-008 Subject has completed the study but safety flag is N? High Open
5 |Reviewer2 28-Feb-25 | XXX-SA105-008 Kindly confirm if the reason is related to randomization by mistake? High Open
6 |Reviewerl 25-Feb-25 | XXX-SA105-018 Race Is missing for this subject. Seems to be data issue. Kindly check. High Closed
7 DM 28-Feb-25 | XXX-SA105-018 Query Raised High Closed
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
Demographics Advere Events Concomitant Medications r
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Application Modules:

I/ Maodule: Bind Columns ‘W

Bind Columns for row level
commenting and add
buttons.

Module - Listing )

_“\

4 Module: GRT Template )

Package DT used for listings
display.

—

"y

_"\\I

Module: Modal W

Blocks to collect
comment.Use javascript and
observe events

(r Module: Filters

Teal Slice module used forJ

filtering.

|(F Module: Table/Figures

Standard template for all
pages.

Module: Comment
Extraction

Handle the comment
extraction.

gtsummary used.

Teal Clinical Modules and J

(,- Module: C55 & JavaScript w

U=zed to handle designing
and dynamic behaviour of
the application.

vy
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Roadmap :

Display for
current data
along with
Snapshots.

Consolidated

Comment
Extraction .

<&
Commenting o _
Module for Commenting module
listings. O for Tables/Figures

Action items
tagging to the
assigned team
member.

Metadata
linking for
Table/Listings.
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Thank You

Questions?
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