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Overview

• Review C-SOPS Program and Updates

• Key Events and Interactions 

• New features for members
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C-SOPS Core Program

1. Research Program – based on C-SOPS 2.0 projects 

2. Educational Program – Basic and Hands-On Training, 
Webinars, Curriculum Development

3. Regulatory Harmonization Program – Regulatory School, 
Malta Meeting, Regulatory Working Group, etc.

4. Industrial Groups – PAT, Regulatory, Large N, 
Dissolution/RTR, S88, etc.



Mini Consortia

• This model is necessary, but has struggled largely 
due to contracting

• New mechanism allows initiating of mini consortia 
through amendment of existing membership 
agreement

• Potential way for companies to initiate programs 
they want to be absorbed by the core program

• Currently, the H2Optx user group (Pfizer, GSK) 
invoking this model



CSOPS 2.0 Project Portfolio

• CSOPS 2.0 Core Project Goals: Address technology gaps & 

provide innovations to advance Continuous Manufacturing of 
pharmaceuticals while continuing the train the next generation of 
engineers for advanced pharmaceutical manufacturing

• Projects features:

• Funding Source: Industrial Membership Fees Only

• Scope: 1-2 yrs with specific deliverables

• Project team: Maximum of 1 post-doc + 1 grad student plus faculty 

• Selection based on priorities determined by industrial members



1. Predicting & managing API blend properties for batch and continuous 
manufacturing  

2. 2. Hot Melt Extrusion: Model Development 

3. Staged Powder Addition in Twin-Screw Granulation

4. NIR evaluation of Low Drug Concentration Blends 

5. Science-based statistical comparison of dissolution profiles

6. Value of Information in Sensor Networks 

7. A Comparative Assessment of Nanocomposites versus Amorphous Solid 
Dispersions for Dissolution Enhancement 

8. Microwave-Based Fluid Bed Drying

CSOPS 2017 Project Portfolio





Global Alignment

Increasing Familiarity with Advanced

Pharmaceutical Manufacturing

• May 2017 - Summit in Malta the day

ahead of an existing HMA meeting;

invited by Maltese Medical Authority

• May 2017 - Workshop in Mumbai in

conjunction with USP

• TBD – Planning similar programmatic

activity for Japan



Malta Meeting





New Website








