Training Course Details

Course Title: 
Generic Registrations
Course Duration:
3 days (10th –12th October 2006)

Course Leader: 
Mr Andrew Willis. 

Director of European Regulatory Affairs. Cardinal Health

Course Content:

Day 1

1. Development of Generics - Key Pharmaceutical Considerations and Timelines

· CMC Content

· Brand Comparison

· GMP Relationship

2. Regulatory Procedures (+ Practical Exercises)

· Decentralized Procedure (more focus on this area)

· Mutual Recognition (more focus on this area)

· Centralized Procedure (less focus)

Day 2

1. Post Marketing Authorization Life Cycle Management (EU Pricing, Variations and Renewals) ( Central focus on this issue + practical exercises)

2. Project management of Generic Developments

3. Role of Regulatory affairs within a Generic Company.

4. Patents / Data Exclusivity - Importance to Generics

5. Regulatory strategy and interface with licensing arrangements. (less focus)

Day 3

1. Ba and BE

2. Evergreening

3. Practical Exercises

· Drug Substance Supply

· Development of Generics

· Finished Product Specification

