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About
Suhas Giriraj

A full-stack programmer and Ruby enthusiast for the past 14 years. An IT
engineering graduate from Bengaluru City, The Silicon Valley of India.

Leads the product development team at Ephicacy Life Sciences,
Bengaluru.

Developing cloud-based applications for pharmaceutical companies
for the past 8 years.

Actively contributed to building Metadata Repository (MDR) and
Statistical Computing Environment (SCE) applications. Currently drives

the product development for Structured Protocol Authoring (SPA) and
MDR products.

Suhas is passionate about seeing and capturing the world through his
lenses, traveling, and exploring various cuisines.




Current
Challenges In
Planning
Clinical
Development
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Introduction to SPA

A cloud-based SaaSweb applicationfor
collaborativeClinical Trial Protocol Authoring
and structured studydesign environment.

Who are the users?

Medical experts
Medical writer
Globalclinicalleads
* Datamanagers




SPA Capabalities
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Structured Protocol Metadata Repository
Authoring (SPA)

Summary, Objectives, Concepts
Endpoints, Incl/Excl

Criteria F
Visits

Trial Design
(Epochs
& Arms) Forms

Refer Standards I Value sets
from MDR

Activities F
Data models

Schedule of

Activities (SoA) . Approved Standards
in MDR

Study in SPA

SPA utilizies approved standard libraries from MDR to
build Activities



Structured Protocol Metadata Repository
Authoring (SPA)

Summary, Objectives, Concepts
Endpoints, Incl/Excl

Criteria F
Visits

Trial Design
(Epochs
& Arms)

Activities F
Data models

Schedule of Autumatir:- building
Activities (SoA) of CRF in MDR

Study in SPA Study in MDR

CRF studies are automatically built into MDR using SPA APIs



Conclusion

 Fasterbuild timeof study protocolsor
CRFs

* Improvedproductivity of medicalwriters
by reduced cycletimesdueto

collaborativeediting.

* Consistentanddataaccuracy
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"Discontent is a catalyst for change."”

o

-Mike Murdock

Thank you
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