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Typical Flow 

Mock Shell Creation

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.

Mock Shell Review Metadata Program output 

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.

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.

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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Pain point
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The application includes a 

preloaded standard library 

that can be used as a 
foundation when creating new 
mock shells. These standards 

are fully customizable, 
allowing teams to tailor the 
appearance to match their 

final TLFs.

Symphony supports in-tool 
review of mock shells and 
introduces a streamlined, 

organized issue-management 
system to enhance clarity and 

efficiency.

S Y M P H O N Y

The metadata captured 
upfront both powers our 

existing macros and produces 
additional artifacts, including 

ARM (Analysis Results 

Metadata) and ADaM 
metadata.

While mock shells are being 

created in the Symphony UI, 
the Composer package powers 

the mock-ups behind the 
scenes, even in the absence of 
data. This means each mock 

shell is paired with 
ready-to-use R code that can 
be easily converted into TLF 

code once ADaM data is 
available.

Symphony

Create Mock shells Review Mock shells Metadata 

Symphony Enbaled Flow 

Task

Enahncement 

Tool

Program Output  
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E2E Enabled Workflow 

Task

Description

Benefits Stat Programmers

Allow for the 
review to be done 

within the tool 
itselff add 

comments on 

templates and 
stored within a 

DB.

Review CycleMock shells Metadata

Down stream 

metadata 

creation Interactive TLFs 

Ready TLFS

R code 

generation 

Guardrails in places to 
ensures that the DPP 

adheres to the process 

Consumes the 

responsibilities of the 
DPP Tool by producing 
the metadata to be 

consumed by 
programmers

The mockups will be 
generated from real r 

code, aiding for a 
seamless integration 
when ADaM data is 

ready to produce the 

real TLFs

ADaM metadata is 
entered once and 
seamlessly reused 
across systems —

automatically 

generating ARDs, 
code lists, and 

more.

A tool to 

streamline 
current process 
of building the  

by digitizing the 
document and 
expediting the 

process with the 
introduction of 
automation and 

AI 

An intuitive 
application UI that 

empowers 
stakeholders to 

interact with TLF 
dynamically 

adjusting populations 
and exploring 

additional 

parameters.

Biostatisticians 

Biostatisticians 

Clinical

Stat Programmers Stat Programmers Stat Programmers Biostatisticians 

Clinical 
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DPP Creation

• Standard 

Templated

• Customizable

• AI Integration and 

Assistance

• Ease the review 

process and  

eliminate 

miscommunication

• Global Settings 
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Review & Issue Management 

• Output Review within 

the tool

• High-level issue 

manager

• Progress and resolve 

faster
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Version Management 

• Version controlled

• Ease of communication 

between development 

team

• Changes are evident
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Composer 

• Code generated mock 

shells

• Smooth transition 

when data is available
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Impact 

Standards

• Global and TA Specific Standards 

are managed and maintained 

within the tool itself 

• Ensures larger team is using the 

most up to date standards 

Maintaining Standard Library 

Streamline Processes

• Reducing the tools down to one 

main tool eliminates down 

stream processes

• Helps streamline communications 

amongst the team

Processes are slimmed 

Generating 

Efficiencies

• Once lost metadata and work 

done to create mock shells is 

now leveraged to its full extent

• Associated metadata and even 

code is obtainable from a single 

mock shell

Provide on going feedback 



Join the Symphony – Let’s Build Together!

Symphony Web application

Composer TFL package
BristolMyersSquibb

Dev Team Opifex  

John Coene

BMS

Karma Tarap

Margaret Wishart

https://github.com/BristolMyersSquibb/symphony
https://github.com/BristolMyersSquibb/composer
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Thank you!

Q&A
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