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Typical Flow
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Pain point
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Mock Shell Creation
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Mock Shell Review

Metadata

Program output

A4

Tool: Word

Historically, mock shells were
produced in Word using
existing templates. Because
the content remained locked
within standalone documents,
the information could not
cascade downstream, limiting
reuse and creating gaps in
metadata-driven processes.

A4

Tool: Word and Issue

Reviews were conducted
within the Word document or
shared through fragmented
email threads, which slowed
the process and introduced
unnecessary ambiguity.

A4

Audience: Study Teams

An Excel tool was used to
process the Word document
and extract key metadata such
as titles, footnotes, and other
structured elements.

A4

Audience: One Clinical

Programmers then used the
Excel output to drive their
macros and begin coding,
while still referencing the

mock shell that remained in

the original Word document.
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Symphony Enbaled Flow
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Task Create Mock shells Review Mock shells Metadata Program Output
4 4 A 4 4
Tool SYMPHONY
Enahncement
While mock shells are being
The application includes a created in the Symphony Ul,
preloaded standard library - The metadata captured the Composer package powers
that can be used as a S%?igclo?f/ rsr:?cpkosrrtmsellrs ;?]%l upfront both powers our the mock-ups behind the
foundation when creating new introduces a streamlined existing macros and produces scenes, even in the absence of
mock shells. These standards oreani eu d issue-mana eme’nt additional artifacts, including data. This means each mock
are fully customizable, . sgtenjnzto e]nhL;nce cla%i tv and ARM (Analysis Results shell is paired with
allowing teams to tailor the y efficienc y Metadata) and ADaM ready-to-use R code that can
appearance to match their iciency. metadata. be easily converted into TLF
final TLFs. code once ADaM data is
available.
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E2E Enabled Workflow

Down stream R code
metadata . -~
Task Mock shells Review Cycle Metadata creation generation Interactive TLFs S E
o A tool to o i
USRSl streamline Guardrails in places to . An intuitive
Allow for the ensures that the DPP ADaM metadata is Tive e s il application Ul that Ready TLFS
empowers

current process
of building the

by digitizing the
document and
expediting the

process with the
introduction of
automation and

Al

review to be done
within the tool
itselff add
comments on
templates and
stored within a
DB.

adheres to the process

Consumes the
responsibilities of the
DPP Tool by producing

the metadata to be
consumed by
programmers

entered once and
seamlessly reused
across systems —
automatically
generating ARDs,
code lists, and
more.

generated from real r
code, aiding for a
seamless integration
when ADaM data is
ready to produce the
real TLFs

stakeholders to
interact with TLF
dynamically
adjusting populations
and exploring
additional
parameters.

Biostatisticians

Clinical

Benefits Stat Programmers [| Biostatisticians Stat Programmers Stat Programmers Stat Programmers

Biostatisticians

Clinical
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DPP Creation

Home TOC Editor  Shared ¥  Versions Validation Issues Document Users \I“I Symphony O 2 Reportabug User Guide Settings

° S tan d a rd Editor ‘ Select an output. v @ ot updated @ L LT S ‘ o ) ( + Create ) ( View™ )

vish - 13 January 2026 14:22

Tem plated Source: Global Core / Hematology Standards / Demo — @
©I000] - o

Table 14.1.1.1

THim o > I PHUSE US CONNECT DEMO I
o
[ ] C t I Il bl I| PHUSE US CONNECT DEMO HG’E—_V—l_CSR—D'M 1_001 ‘
US O lza e - ENROLLED RANDOMIZED Total
Output Filename H o= R 0= R Ho=
| rt-dm-xxx ‘ Countzy n (%) s 10 H 10 B 10
Site Numbsr n (%) [N = XK ¥ = XK N = XX N = HXX N = KX N = XX
Purposes #  Output Number
NUMSER OF COUNIRIES KXK XHK KKK KK HHX KK
AI I . d ‘ ‘ ‘ 14111 ‘ o Total column
o nte gratlon an _ : WMBER OF STTES Xx oK o o o ok
. Population #  Section EURCEE KK (O0LK) MEE (LX) KX (OLE) MM (OGE) OO (00EK) MMM (XHELX)
ASS]Stance | Treated Analysis Set ‘ | None NORTH RMERICA HEX (KNELE) MK (OGLK) N (HEKLE) ONEN (OO0 KX (NOELK) MK (KHELX)
Big N format NOT REBCRTED HEX (XEE.K) KHK (OE.K) KKE (EKLE) KEX (RHHLK) KN (HHELX) HNK (KEELX)
‘ XXX
Footnote Preview

Reporting Events: _§0005383596
File Name: re-dm-xmx

Ease the review
process and
eliminate 4

 Table References

miscommunication Repeat #

‘ No repeats

Programming Notes: Row sorcing: zlphenumerieally by Country and Site Number
Display site numbers with leading zerc

TLayout Notes
Includs/Not

Not Include Randomized

Column Header Left

Country n (%) <br/> Site Number n (%)

Global Settings l

Row sorting: alphanumerically by Country and Site Number<br>
Display site numbers with leading zero
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Review & Issue Management

Home ~TOC Editor Shared ~  Versions Validation Isswes  Document  Users

Global Issues

Total issues 1 LI Open issues.

Total issues In study Issues still open

Issues View  Outputs View

* QOutput Review within 7 s
the tool R

#101 opened by system

[ Title

#68 opened by wishartm — Demographic Characteristics Summary

« High-level issue RRS——
manager ) s

828 opened by wishartm  — General lssue

Qlusmphmy

D & Reportabug UserGuide Settings

Search issues...

)

QOutputs with open issues
Outputs with issues

Al Al

3

2025-10-13 2307

o aD

D2 20251008 1431

D vivown

Issue Details

Population

[] Population

#26 opened by wishartm — General [ssue

#26 opened by wishartm on 2025-08-21 14:45

* Progress and resolve
faster

Related Output: - General Issue

Update population to treated

Comments

torapk 20250821 14t

Add a comment.

Attach Image (optional)

&

Click to upload, drag and drop, or paste an image
PNG files only, PG files only, JPEG files only, GIF fles anly
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Version Management

Home TOC Editor ~ Shared ~  Versions  Validation Issues Document Users \|||| Symphony D 2 Reportabug User Guide Settings

Version Management

Create Snapshot

Version Comparison

Base Version Compare Version
«
Example (2/5/2026, 11:38:31 PM) v ‘ | Current version ~
:
+ Version controlled
Modified d

Version Comparison: Comparing le (2026-02-05) with Current version

 Ease of communication
141.1.1 - PHUSE US CONNECT DEMO - (Template: GS_CSR_DM_T_001) (7 Modted
between development
team

A 1 difference found (definition changes only)

Definition: Field 'title’ changed frem 'Enrollment Summary by Country and Site' to 'PHUSE US CONNECT DEMO'

» Changes are evident

Base Version Compare Version

Table 14.1.1.1 Table 14.1.1.1

tnrullment Summary by Country and SitEI I PHUSE US CONNECT DEMO I
C e

Country n (%) INROLLED  RANDOMIZED  TREATED Total Country n (%) INROLLED  RANDOMIZED  TREATED Total
Site Number n (8) N = HKX W = KEE N = HXH N o= K Site Number n (¥) N = EEX W o= KHE N = EXH N o= KE
NUMBER OF COUNTRIES AWK HHX HEX KKK NUMBER OF COUNTRIES 0K HHK HEE KKK
NUMBER OF SITES HEK KX HEK KKK NUMBER OF SITES HER KKK HEE KK
EUROEE ERX (MXX.X) KEE (KHK.X) KKK (HEK.X) XEK (KEE.X) EUROEE EEX (MXK.X) KEE (KKK.K) KKK (MEK.K) XEK (KEE.X)
NORTH EMERICA X (HKK.X) KME (KHM.X) KKH (NKK.X) MO (H.X) NORTH AMERICZ WX (HKK.X) KME (KKM.X) KKH (MEK.K) O (000X
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Composer

» Code generated mock
shells

* Smooth transition
when data is available

Code X

composer: :table ( o

title = "PHUSE US CONNECT DEMO",
file_name = "rt-dm-xxx",
footer = ",
bigh_format = "XXX",
population = "Treated Analysis Set ",
layout_notes = "Include/Not Include Randomized<br/>Include/Not Include Treated<br/><br/><br/>",
total_col = TRUE,
output_number = "14.1.1.1",
reporting_events = "_60BE@9383996",
analysis_criteria = "",
column_header_left = "Country n (%) <br/> Site Number n (%)",
programming_notes = "Row sorting: alphanumerically by Country and Site Number<br> \nDisplay site numbe
) 1>
composer: :colgroup (composer: :by(
variable = "WISITNUM",
levels = 1ist("ENROLLED", "RANDOMIZED", "TREATED")
DIk
compaser: :rowgroup (
composer: :row(
label = "NUMBER OF COUNTRIES", computation = composer::compute(format = "XXX"),
composer: :row(label = "NUMBER OF SITES", computation = composer::compute(format = "XXX"))
),
composer: :by(
variable = "REGION",
levels = 1ist("EUROPE", "NORTH AMERICA", "NOT REPORTED"),
computation = composer::compute(format = "XXX (XXX.X)"),
composer: :by(

variable = "",
levels = 1list(CHILE = "@l20", CANADA = Llist("eiz21", "e122"), AUSTRALIA = list("e@123", "e125", "@l
computation = composer::compute(format = "XXX (XXX.X)}")

)
Y 1>

composer : :compose ()
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Impact

A .
g\vi Streamline Processes

© =

M Generating
Efficiencies

Provide on going feedback

* Once lost metadata and work

* Global and TA Specific Standards * Reducing the tools down to one done to create mock shells is
are managed and maintained main tool eliminates down now leveraged to its full extent
within the tool itself stream processes

« Associated metadata and even

» Ensures larger team is using the » Helps streamline communications code is obtainable from a single

most up to date standards amongst the team mock shell
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Join the Symphony - Let’s Build Together!

ASEE ]

O Symphony Web application Mﬁ
[

Composer TFL package ==

BristolMyersSquibb
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https://github.com/BristolMyersSquibb/symphony
https://github.com/BristolMyersSquibb/composer

Thank you!
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