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Goal (Q1 to Q3 2024):
Leveraging existing ClinOps standard to prove the 
concept (PoC) that a ClinOps ontology will accelerate 
the process of site selection and site support with 
running clinical procedures as defined in a study 
protocol schedule of assessment data

ClinOps Ontology Project

Project Lead: Aditya Tyagi 
(aditya.tyagi@pistoiaalliance.org)

Project Champions Merck KGaA: Gernot Weber, Hrvoje Mohoric, 
Stefan Gilb

Roche: Marcel Merfort, Cedric Berger

Novartis: Artur Schaf, Rudi Ager

Boehringer Ingelheim: Karsten Quast

Vision:
Have a unified, open, machine-readable metadata 
backbone that provides all necessary information to 
automatize clinical study operations

Project Steering Team
Provide direction and make strategic decisions on project priority tasks

Sponsoring organizations

…
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• Site feasibility - align requirements of protocol with capabilities of a site
• What is protocol and schedule of activities/events?
• Pharma, CRO, site relationship
• Manual process

Protocol and Schedule of Activities

First Use Case – Site Feasibility

Pharma/Sponsor - Protocol 

- objectives

Pharma/CRO – Study 

Execution Management

Hospital/site – conduct of 

the study
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Site Feasibility Questionnaire

• What is site feasibility 
questionnaire - collect 
information from sites 
manually

• Multiple stake holders 
manually summarize to design 
questionnaire

• Feasibility team prepares the 
summary and finalize site 
selection

• For other study, process 
repeats asking sites the same 
questions again and sites must 
fill the similar information 
again
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Enhancing Clinical Trials 
through Standardization and 

Automation

• Ambiguous data
• Non-machine readable data
• Open to interpretations

• Snomed CT 
• Structured protocol 

(e.g. USDM DDF)
• SIP (Shared 

Investigator Platform)

• AI/ML applications 
(Ontologies for 
precision)

Automate the process for 
pharma/CRO/site/vendors 

Improve the collection, 
analysis and exchange of 
clinical operations data

Problem

Datasets

ApplicationsGoal

Result
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Clinical Operation Ontology Demo



info@pistoiaalliance.org @pistoiaalliance www.pistoiaalliance.org

Join us and get involved
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