Training Session

Open to All Attendees

Scientific Engineering & Technology
Regulatory QA/QC

Latin American Supply Chain

Thursday, October 20, 2011

Room 8:30 9:00 9:30 10:00 10:30 11:00 11:30 16:45 17:00 19:00
102 Ethical Leadership - Oliver Trapp and
Marnie Forestieri, Dale Carnegie
201A
201B Elements of a Successful PAT Program at the Advances in Structured Organic Particulate Addressing Microbial Contamination and Rouge
Site Level - Jose Montenegro-Alvarado, Pfizer System Research - Carlos Velazquez, University of in Process Equipment - Paul Lopolito, STERIS;
Puerto Rico Elizabeth Rivera, STERIS Corp; Joseph McCall
DSM Pharmaceuticals, Inc.
202A Automating QA/QC: Quality by Design and PAT - GMP and Containment Compliance to Reach
Sandy Weinberg, Clayton State University Quality and Safety - Richard Denk, Hecht-
Anlagenbau
202B How to Implement a Simple, Yet Critical 9-Step Changes Occurring in 2011 for 21 CFR Part 11 Post-Market Surveillance of Medical Devices:
CAPA Program for FDA-Regulated Industries - and EU Annex 11 - Juan Perez, QCSV, Inc., Past, Present and Future - Nilsa Loyo-Berrios,
Jackelyn Rodriguez, Monarch Quality Systems Orlando Lopez, Consultant FDA/CDRH, Nicole Jones, OSB/CDRH/FDA
Solutions
202C What Manufacturing Plants Need to Do When Design Controls - From Concept Through
Developing an R&D Strategic Plan for Their Sites Manufacturing and Beyond - Robert Sestrick, GE
Juan Felipe Mendez, Puerto Rio Medical Device Healthcare
Cluster
203 Fundamentals of Environmental Compliance in
Manufacturing Industries - Eng. Axel Medina, Axel
Medina, PE & Associates
209 Latin American Supply Chain Latin American Supply Chain LA Supply Chain Lunch Presentation Latin American Supply Chain Latin American Supply Chain
[ | [ | [ Exhibit Hall Open - 12:00 - 19:00
Friday, October 21, 2011
Room 8:30 9:00 9:30 10:00 10:30 10:45 11:00 11:30 12:00 13:30 13:45 14:00 14:30 15:00 15:15 15:30 16:00 16:30 16:45 17:00 18:00
102 ENERGY STAR Training - Juan G. Gutierrez, MPA, Increase Tablet Press Uptime by Reducing Changeover Downtime - John Henry, Changeover.com
Environmental Protection Agency
201A
201B The Roadmap to Real-Time Release: Role of ROI Implementing a Collaborative Process Process Knowledge Robustness as a Tool to
and PAT - Manuel Hormaza, IBS Caribe, Inc. Intelligence Platform: Human Genome Science Human Error Reduction - Yolanda la Salle, la Salle
"Path to Process Excellence" - Kate Lusczakoski, Group; Carmen Amador, Bristol-Myers Squibb; Juan
Aegis Corporation Pablo Gutierrez, Bristol-Meyers Squibb; Victor
Batista, Pfizer
202A Combined Products Regulated by the FDA - Root Cause Investigation for CAPA - Bob Mehta, Strategies for Applying Process Analytical
Norma Mejia, Beyond Productivity, Inc; Juan Pablo GMP ISO Expert Services, Vanessa Lopez, Technologies to Improve Manufacturing
Gutierrez, Bristol-Meyers Squibb Consultant Performance - Jonathan Lustri, Emerson
202B Cleaning Corrosion and Residues from Stainless Single Use Disposable Technology for Reliable
Steal Surfaces in Pharmaceutical Clean Rooms - Bio-Production - Gabriel Olmo, Pall Biopharm
Clay Foutch, Foamtec International
202C
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204 What Manufacturers Want in Outsourced R&D -
Alberto Velez, Johnson & Johnson
209 Latin American Supply Chain Latin American Supply Chain

Skills Required to Successfully Implement and
Transfer R&D Responsibilities - Thomas Farb,
Puerto Rico Science Trust
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