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Why a RWD Playbook?
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Stating the obvious…
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Ø Development of legislation/guidelines/policy on the use of 

RWE in pharmaceutical regulatory activities is evolving

Ø Pharmaceutical organizations are evolving à specialized 

groups emerging to drive technological innovation

Ø Existing processes, systems in place for conventional Clinical 

Trials are not sufficient nor entirely relevant when we 

encounter RWD studies

Evolving 
Environment
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When we have RWD studies to support 

REGULATORY submissions, where does that 

leave study teams and specifically…

Statistical Programmers?



Statistical Programming Real-World 
Data (RWD) Playbook
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The RWD Playbook provides colleagues in Janssen Statistical

Programming and Analysis insights into the best practices and key

considerations for RWD studies that are part of or have the potential to

be included in regulatory submissions.

The RWD Playbook is aligned with the life-cycle of the study/project

utilizing RWD/RWE and discusses roles & responsibilities and activities

linked to data fitness, acquisition, standardization, analysis, and

documentation … up to submission.

https://confluence.jnj.com/display/VATS/RWD+Playbook+v1.0


The purposes of the use of RWD as part of a regulatory
submission / decision may include the following:

Ø To provide evidence in support of effectiveness or 
safety for a new product approval

Ø To provide evidence in of support labeling changes for 
an approved drug

Ø To be used as part of a post-marketing requirement to 
support a regulatory decision

Focus of RWD Playbook

RWD Studies used for Regulatory Submissions



RWD Playbook Journey at Glance
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Survey
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Ø Early involvement in cross-functional / strategic discussions à diminished 

ability to provide functional input (e.g., into vendor contract discussions, 

data curation strategy) à less time to execute activities to meet submission 

timelines.

Ø Better clarity on roles and responsibilities (broader set of stakeholders with 

RWD projects)

Ø Clear strategy on data handling (privacy issues, how to select data, data 

cleaning, dealing with ambiguity, missingness, data transformation)

ØVisibility on processes and platforms relating to data ingestion, transfer, 

anonymization and storage  of source data

Ø Guidance on expectations of standards for RWD data

Exposed Opportunities:
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RWD Study Stakeholders
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Regulatory Guidance

Image for placement reference. Please visit the Janssen Identity Library (JIL) 
at https://jnj.sharepoint.com/sites/PHM-GCSP/JIL to access additional 
approved imagery. Delete text box before use.
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https://jnj.sharepoint.com/sites/PHM-GCSP/JIL
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• Study Planning
• Early 

engagement
• Functional 

representatives
• RWDCT 
• RACI
• Sourcing 

strategy 
Awareness & 

Presence
Early Insight 
into Data

Regulatory 
Engagement

Analysis &
Submission 
ready

Clinical 
Questions; 
Protocol

Identify data 
sources

Get to know the 
data

Transformation 
and Ingestions

Analysis Ready & 
Submission 

Ready

RWD Playbook - Core Concepts



RWD Council Team - RACI



• Early 
engagement with 
data vendor

• Operational 
Manual 

• Feasibility/fit-for-
purpose 
assessmentAwareness 

& Presence
Early Insight 

into Data

Regulatory 
Engagement

Analysis & 
Submission 
ready

RWD Playbook - Core Concepts



• Show “fit-for-use”
• Waiver for SDTM?
• Data model and 

documentation

Awareness 
& Presence

Early Insight 
into Data

Regulatory 
Engagement

Analysis & 
Submission 
ready

RWD Playbook - Core Concepts



• Data curation 
strategy

• Data quality 
assessment

• Data mapping
• Submission 

considerations

Awareness 
& Presence

Early Insight 
into Data

Regulatory 
Engagement

Analysis & 
Submission  
ready

RWD Playbook - Core Concepts



Process Flow



Best Practices

Purpose of RWD:

Protocol:



Overview of Statistical Programming 
Activities for RWD Projects



In Summary
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Visibility Cross-Functional 
Council 

RWD Study 
Tracker

Missed 
Opportuni

ties

• Align on optimal 
approach for ensuring 
visibility on RWD studies 
planned.

Data Science, SDS and  
functional representatives 

• “Real-World Data Council” 

• Forum for key stakeholders 
to formulate and align on 
strategy for feasibility 
analysis and data activities 
linked to acquisition, 
mapping, transforming, 
analyzing, reviewing, and 
submitting.

• Cross functional 
collaboration with 
Data Science to 
understand triggers 
for current (RWD) 
study approaches 

• Use outcome to help 
determine high level 
strategy.

https://jnj.sharepoint.com/:x:/t/DEAWorkspace/ET92DThwVCxOsyS6l5JC0icBbE1Xv84Z0ojONS60hH0yIA?CID=B4FE6446-DAAC-4867-BF75-C524E9E424BC&wdLOR=cE3E78120-7BC3-433F-B848-891365538774
https://jnj-my.sharepoint.com/:p:/p/lwex_its/EfVIm40lCBFFs8WNLXDFMcYBkA6clmLXMZcOShQF6ctXmA?e=V6DvS3
https://jnj-my.sharepoint.com/:p:/p/lwex_its/EYjUDwqfkrdGsC38L5P1YegBKIcxJzS-PaojWaUMvMK5QQ?e=IrKWyv



