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We R in SPACE (Statistical Programming And Computing Environment) and
we R not alone!
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Introductions

Sumesh Kalappurakal
Head M&l, Janssen
Business Wrangler and
User Experience Lover
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Alastair Scarlett
Senior Consultant, d-wise
Scrum Guru and
Business Translator
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SPACE

What is SPACE?

SPACE is the cloud based GxP compliance Statistical Programming And Computing
Environment for generating statistical analysis for submission.

Why SPACE?

SPACE enables Statistical programmers and Statisticians to work globally together in
one environment where they can run statistical analysis using multiple analytical
platforms (e.g. SAS, R, Python etc.).

It is qualified environment that meets regulatory needs for clinical study analysis
submission
It creates a user experience they ENJOY using!
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SPACE Capabilities

e Support for 1000+ users globally

* Receives clinical data from various internal and

external sources

* Facilitates Dev, Pre-Production and

Production workflow

* Create and manage a programming plan

e Supports intuitive versioning paradigm throughout )

the workflow

* Supports sequestration of working areas for

sensitive activities
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* Auditing of files and workflow actions enabling the

who, what, and when

* Programmers can leverage both SAS or R for
programming

* Dependencies are automatically captured enabling
the traceability of data, code, and outputs

Performant and compliant file storage within the
Janssen AWS private cloud

* Highly performant and elastic compute
performance on demand and as needed

WORKFLOW VERSION CONTROL POWER TOOLS REPOSITORY UDIT TRAI MANAGE
Workflow and File Programming Control of Integrations Compliance System support
Management Support Program Execution 9 P 4 PP
* Program Planning + Code Editor + Job execution + CDR + Security + Job Monitor

« FolderHierMgr + Bubble up « Batch « ADR « Activity tracker * Help

« Workflow + Pgm Standards « Scheduler « External files + DigSig - WasteBasket
* Version Control + Global Macros * SAS & R Grid * Notifier

« Traceability + Data Validation + DocMgmtSystem * Metrics

» NamingStd « Diff « Archive
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SPACE Architecture

Users

Statisticians

4l

Stat. programmers Administrators

(PCX - AWS
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Expandable

SAS grid

With SAS studio
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Computing
Environment
Web app
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Analysis Data Repository:
Trial data and programs
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Elastic
R grid
With R studio
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Demonstration

Creating a Managing a Promotion
Project Plan Development Workflow

Traceability




