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Abstract
Managing the development of a drug molecule from research through commercialization is a long 
and arduous journey. Along that journey are many speed bumps and triumphs, process 
optimization, clinical trials, and manufacturing validations.  Through each phase of development, 
toxicology, and clinical trials, lies a variety of key inputs and decisions which generate any number 
of required changes and risks.  The approach a project team takes to change management can 
impact timelines, budgets, and resources and ultimately define the success of the program and 
take the team to the next level.  Understanding why the change is being made, who are the 
stakeholders involved, what the key objectives are, and how the change will be managed are all 
vital on the road to meeting goals and delivering medicines to patients.
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Pipeline / Change Framework

Chemistry Manufacturing & Controls (CMC)

Clinical Pharmacology & Quantitative Pharmacology 
(CPSS/CPQP)

Q & A
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The Pathway of Drug Development

The average time of drug development is approx. 10 years!

At each stage of development, new 
functional and global product teams 
form, managed by a community of 

> 500 project managers
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The Internal and External Environment 
Influences Drug Development



2024 Project Management Symposium 7

Global Product Team Change 
Framework
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Global Product Teams Drive 
Development from Idea to Launch

Core GPT membership is illustrative and changes during the lifetime of development
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What is Biopharmaceutical Chemistry 
Manufacturing and Controls (CMC)? 
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Why is Change Control Needed in CMC? 
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Scope of Changes



Case Study – The Need for Change Management in CMC is 
Driven by Progression of Development through the Drug Life 
Cycle 
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CMC Change Management 
Impacts Many Areas of the 
Business
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What is Clinical Pharmacology and 
Quantitative Pharmacology ?
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Impacts of Clinical Pharmacology and 
Quantitative Pharmacology (CPQP) Change 
Management
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Submissions Documents 
From Clinical Pharmacology



1
7

Clin Pharm Submission-Team 
Structure
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Project Management Changes in 
Clinical Pharmacology



Data Gathering/compiling in iTRAX system: 
✔  project updates on regulatory submissions,
✔  validation of data 
✔  review by PM

CPQP reports are centralized and 
automatically generated from iTRAX system 

to Power BI. 
iTrax data is automatically exported to an 

excel file that is saved to SharePoint. 
This excel is linked to Power BI dashboards 

and automatically refreshed every day.
Benefits: 
minimizing inadvertent human errors, building value long-term 
relationship with team members, monitoring regulatory 
deliverables timelines, identifying projects at risk early on, 
combining data from various sources, reliable and consistent data, 
providing high quality regulatory submissions reports, 
accelerated timelines and more effective ways of working. 

Power BI dashboards

iTRAX 
system

Project Reporting changes (Tools)  



2024 Project Management Symposium 20

Analytics of Health Authority Answers (AHAA) Tool 
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Lessons Learned on Submissions and Health 
Authority Questions Analysis and Implement Changes
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Conclusion: Managing Change in Drug 
Development is Complicated but 
Unavoidable 



2024 Project Management Symposium

Q & A
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Evaluate Session
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