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09:30-10:00 REGISTRATION

OPENING SESSION
10:00-10:15 *Overview of Training Course
« Introduction of Trainers and Facilitators

QOVERVIEW OF US DRUG REGULATION
Overview of US Drug Regulation
- Organization of FDA

10:15-11:00 *Regulation of drugs, new drugs and biologics
Drug Development Overview
«Regulatory Strategy
« Target Product Profile (TPP)

IND SESSION(1)

The IND: General Introduction

«When is an IND Required?

«When is an IND Not Required?

« Types of IND (Commercial, Investigator, Expanded Access, Exploratory)
11:00-13:00 Special Topics for Clinical Research

- Adaptive Study Designs

« Patient Reported Outcomes

« Trials Conducted Outside US

13:00-14:00 LUNCH BREAK

IND SESSION(2)
The IND in Detail
«IND Form 1571
«IND in CTD Format
« Table of Contents
« Introductory Statement
« General Investigational Plan
« Investigator’s Brochure
« Protocols
« Chemistry, Manufacturing, and Controls
- Nonclinical Pharmacology and Toxicology
« Previous Human Experience
« Additional Information
FDAs Action on the Original IND
«FDAS Review of an IND
- Clinical Holds
14:00-16:30  IND Amendments
« Protocol Amendments
- New Protocol
- Change in Protocol
- New Investigator
« Information Amendments
- Chemistry/ Microbiology
- Pharmacology/ Toxicology
- Clinical
IND Annual Reports
Special Regulatory Considerations for Development
Adverse Event Reporting
- Adverse Events
- Serious Adverse Events
- IND Safety Reports
«Reporting Responsibilities
« Termination of an IND for Safety

16:30-17:00  COFFEE BREAK

IND WORKSHOP
17:00-18:30 - IND Amendments.
«Wrap-up of Day 1
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NDA SESSION(1)
- Getting from the IND to the NDA
- Considerations in NDA Planning
- Study Data from Different Populations
- Type of NDAs
09:00-11:00  The NDAin CTD Format: Module 1-5
FDA Review and Actions
FDA Review of Applications and Actions on Applications
« Amendments to an Unapproved Application
« FDA Actions on an Application
«Reasons Applications Are Not Approved

11:00-11:15  COFFEE BREAK

The FDA and Risk Management
« Premarketing Risk Assessment
- Post Marketing Risk Assessment
«Risk Evaluation and Mitigation (REMS)
Post-NDA Approval Regulatory Requirements
« Post-NDA Approval Obligations
- Supplements and other changes to an approved application 21 CFR 314.70
- Major Changes
- Moderate Changes
- Minor Changes
- Postmarketing reporting of adverse drug experiences 21 CFR 314.80
- 15 Day Alert Reports
- Periodic ADE Reports
- Other postmarketing reports
- NDA Annual Reports
- NDA Field Alert Reports
- Biologic Product Deviation Reports

11:15-13:00

13:00-14:00  LUNCH BREAK

NDA SESSION(3)
Interactions with FDA
« FDA Meetings (Type A, B and C)
- FDA's Guidance on Meetings
- FDA Meetings (Pre-IND, End of Phase 2, Pre-NDA, Labeling, Advisory Committees)
- How to request and Prepare for a Meeting with FDA
- Principles for Communicating with FDA
«Resolving Issues or Disputes with FDA
« Advisory Committee Meetings
« GCP Inspections
- Reasons for FDA Inspections (Routine, For Cause)
- Targets of FDA Inspections
- Inspection Outcomes: Additional Considerations in GCP Inspections
- FDA Enforcement Actions

14:00- 15:30

15:30-15:50  COFFEE BREAK

NDA WORKSHOP
Post-NDA Approval Requirements
Wrap-up

15:50-17:20

17:20-17:30  CLOSING SESSION




