
       
 
Pharmaceutical Technology and BioPharm International Presents Main Stage  
Tuesday, April 20, 2010, and Wednesday, April 21 
 
On the Main Stage at INTERPHEX:   
 
Wednesday, April 21, from 10:30 to 11:30 am: Q&A with the FDA 
Following their Signature Session, Richard Lostritto from FDA’s Office of New Drug 
Quality Assessment and Aloka Srinivasan and Richard Iser from FDA’s Office of 
Generic Drugs will answer audience questions about Deficiencies in New Drug 
Applications and Abbreviated New Drug Applications. 
 
The FDA session will be followed by two full days of vidcast interviews and panel 
discussions hosted by the editors of Pharmaceutical Technology and BioPharm 
International, on the following* topics: 
 
 International Harmonization: An Update 
 New Techniques in Supply-Chain Management: Environmental Eco-Political 

Monitoring and Shared Audits 
 Outsourcing—Performance Metrics and Continuous Improvements: How Are 

Sponsor Companies’ Expectations Changing? 
 Single-Use Technologies: Economics, the environment, and single-sourcing 
 H1N1: A Postmortem 
 Flu Vaccine Manufacturing: From Eggs to Cell Culture, and Beyond 
 Manufacturing for Pandemic Response: Where We Stand 
 Quality by Design: Lessons Learned from Industry Case Studies 
 How to Apply QbD Principles Learned for Small-Molecule Production to the 

Production of Large Molecules 
 Challenges of Tableting Structurally Labile Compounds 
 Green Facilities 
 Process Analytical Technology (PAT) Implementation 
 Robots in the Cleanroom 
 Packaging Roundup 
 Modular Construction and Manufacturing 
 Spray Drying versus Lyophilization 
 Controlling Risk in Sterilizing Grade Filtration 
 Automating Biopharmaceutical Processing 

 
 
* Final topics are subject to change. 


