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Drug-Drug and Drug-Food Interactions
Stereochemistry Issues

Bioavailability and Bioequivalence Evaluations
Renal and Hepatic Impairment Studies

Age Effects

Session 8: Nonclinical Drug Development Experiment s — Part 1 (Day 2: 3:00 PM to 4:30
PM)

Toxicokinetic Support

Feto-placenta Transfer and Lacteal Secretion Toxicokinetic Studies

Tissue Distribution (Single— and Repeat—-Dose) and Whole Body Audioradiography
Studies Design and Sampling Requirements

DAY THREE

Session 9: Nonclinical Drug Development Experiments — Part 2 (Day 3: 9:00 AM to 10:15
AM)

Metabolite Isolation and Identification

Development and Validation of Bioanalytical Method(s) for Metabolites
Pharmacokinetic Evaluation of Metabolites

Definition of Metabolism Pathway

Induction and Inhibition of Drug Metabolizing Enzymes

Animal Bridging Studies

Session 10: Documentation (Day 3: 10:30 AM to noon)

I Study Protocols

I Technical/Study Reports

I Test Assay Methods

I Standard Operating Procedures

I Summaries for Submission to Regulatory Authorities

Session 11: Workshop (Day 3: 1:00 PM to 3:00 PM)
I Summary and Conclusions

I Workshop to Design and Discuss ADME and Drug Metabolism Studies Needed to Support the
Discovery and Development of Various Drug Candidate Types

For Schedule & Course Information online visit:
http://www.cfpie.com/showitem.aspx?productid=090

7 Great Valley Parkway, Suite 128 Phone: 61488-1708
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Adverse Drug Events — Reporting & Regulatory Requirements

Who Should Attend

This two-day course is designed for those involved with Clinical Research, Safety Surveillance,
Regulatory Affairs, Clinical Trials, Medical Affairs and QA/QC issues. It will also benefit Audit
personnel and those in management who require a full understanding of international regulations
regarding monitoring and reporting adverse events.

Learning Objectives
During this two day course you will learn about:

= Adverse Event (AE) Terminology

= Role & responsibilities of Pharma and the Regulatory Agency in AE reporting
Pre & Post-marketing AE reporting requirements worldwide

Product Safety Update Reports

Pharmacovigilance

Safety issues

Coding

Course Description

This course will provide participants with an understanding of drug safety at the investigational
stage and during the marketing phase. Adverse event identification and reporting requirements
will be addressed, as well as FDA, EMEA, Health Canada and ICH roles in the drug safety
process. The course will also discuss international law/regulations, ICH guidelines,
Pharmacovigilance, definitions and current regulatory issues.

Adverse Event reporting requirements specific to the US, Canada, Japan, and Europe will be
discussed and compared in detail. Participants will be provided with templates for reporting
requirements in each region covered.

Multiple exercises are included to reinforce the lecture material. Through the use of various
scenarios, participants will learn how to assess and report AEs including SAEs.

COURSE AGENDA
DAY 1
09:00 — 09:30 Welcome & Agenda Review
09:30 — 10:45 AE Terminology

= Definitions & classification of key terms
= Exercise 1 — Module 1

7 Great Valley Parkway, Suite 128 Phone: 610-688-1708
Malvern, PA 19355 www.cfpie.com ©CHTPIE, Inc.
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10:45-11:00 BREAK

11:00 - 12:00 AE Regulatory Environment

= Regulatory requirements:
o Canada

EU

Japan

us

o O O

12:30 - 01:00 LUNCH

01:30 — 02:00 AE Regulatory Environment (continued)
= Exercise 2 — Module 2

02:00 — 03:00 Post-Marketing AE Reporting

= FDA & ICH Compliance Programs
Program Objectives
Inspections

Administrative action

Minimum reporting criteria

Key data elements for reporting
Blinded studies

O O O O O O

03:00 — 03:15 BREAK
3:15-4:00 Post-Marketing AE Reporting

= FDA & ICH Compliance Programs
= Exercise 3 — Module 3
=  Exercise 4 : AE Scenarios

04:00 —4:30 Recap & Q&A
DAY 2

09:00 — 10:30 ICH Requirements for Clinical Safety Data Management & Reporting

= Background

= General reporting principals

= Sources of reportable information

= Describing AEs

= PSUR & Summary Bridging Reports

= Standards for non-serious AE reporting
= Exercise 5 - Module 4

10:30 — 10:45 BREAK

7 Great Valley Parkway, Suite 128 Phone: 610-688-1708
Malvern, PA 19355 www.cfpie.com ©CHPIE, Inc.
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10:45 - 12:00 Pharmacovigilance

= Risk management

Signal detection

Safety specification

Pharmacovigilance methods

Active surveillance

Passive surveillance

Exercise 6 — Module 5

= Exercise 7 : Completion of SAE Report Form

12:00 - 01:00 LUNCH
01:00 — 03:15 Reference Summary/Review
03:15 - 03:30 BREAK

03:30 — 04:30 Recap & Q&A Issues

Past Participants Comments:

”

"Very informative — gained valuable understanding of ADE reporting history.
Susan W., Sr. Product Support Specialist, Pfizer

For Schedule & Course Information online visit:
http://www.cfpie.com/showitem.aspx?productid=002

7 Great Valley Parkway, Suite 128 Phone: 610-688-1708
Malvern, PA 19355 www.cfpie.com ©CHPIE, Inc.
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Good Monitoring Practices for Medical Devices

Who Should Attend

This course is designed for those who perform, supervise, manage, audit, or oversee the
monitoring practices for medical device development. This includes, but is not limited to,
professionals involved in pre-clinical, clinical trials, quality control, quality assurance, and
validation activities. The course will benefit those in related facets of medical device
manufacturing, such as basic discovery research, design prototype, regulatory affairs, clinical
sciences, satellite manufacturing sites, marketing, and post-marketing surveillance studies.

Learning Objectives

The objectives of this course are to provide an overview for good monitoring practices for
medical device firms and clinical research organizations, specifically for the essential experimental
design and management aspects of clinical trials. Upon completion of this course, attendees will
have a clear understanding of global regulatory requirements and will have gained the knowledge
necessary to effectively plan, validate, and monitor medical device-related development
programs. Participants will have an understanding of the investigator’s roles and responsibilities
in all clinical developmental phases. This course will address some of the global challenges of
developing device trial studies. Additionally, the course will also address the
advantages/disadvantages of CRO hosted trials in keeping track of monitoring activities and study
closeouts. Participants will learn the essentials of coordinating, monitoring, and managing a
clinical trial with an emphasis on a good clinical outcome.

Course Description

Good monitoring practices for medical devices are an integral part of product development.
Keeping abreast of new scientific knowledge and regulatory procedures related to advances in
applied clinical research is essential to the success of the medical device industry. This course
offers an opportunity for clinical researchers, industrial engineers, and healthcare professionals to
gain an in-depth understanding of the regulatory process in medical device applications, as well
as, the global regulatory framework as it relates to their product’s technology and market. This
course provides comprehensive, up-to-date knowledge of regulatory processes contained in U.S.
and international regulations, standards, and guidelines. The guidelines of the International
Conference on Harmonization (ICH) will receive special attention throughout the course. The
course will also prepare attendees to plan and execute effective and compliant method validation
plans.

COURSE AGENDA
DAY ONE
Introduction to Clinical Trials Monitoring

» Importance of Research Development, Discovery, Design Prototype in pre-FDA Studies
* Role of the Clinical Research Team

7 Great Valley Parkway, Suite 128 Phone: 610-688-1708
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* Historical Perspectives for Clinical Research Monitoring and Official Documents
* Role and Functions of Monitors
* Role of Sponsor, Institutional Review Committees, Investigators, and Study Subjects

Navigating the Regulatory Framework

* Definitions of Regulatory Terms

* Managing the Revisions to the Medical Device Directive

* Assuring a Successful Transition from the Old to New Directive

e Clinical Trials Regulation and Guidelines

* Development of Clinical Research Plan, Clinical Utility, Statistical and Clinical Endpoints

Marketing and Strategic Management for Medical Devices

Device Classification

Applications for Medical Devices

Science-Based Product Life Cycle

Quality System Requirements / Design Control Plans

Good Clinical Practice and Management of the Clinical Study Design
* Organizing and Managing the Clinical Trial

Good Science as it Relates to Clinical Studies

*  Definition of Good Science

* Development of Scientific Methods

*  Concepts of Quality Data and Integrity

* Role of the Principal Investigator and the Laboratory in Clinical Trials

* Role of Institutional Review Boards (IRBs), Principal Investigator, and Clinical Sites

»  Principle Applications of Clinical Research Combined with Health Care Delivery System

DAY TWO

Importance of Informed Consent

* Research Practice, Ethical Principles, and Study

* Informed Consent, Oral or Written

e Waiver / Liability

* Investigational Device Use

e Health Insurance Portability and Accountability Act (HIPPA) for Privacy and Security
Compliance

Patient Information and Studies
¢ Recommendations for Information Sheets

*  Protection of Human Subjects
*  Principles and Guidelines for Clinical Studies involving Human Subjects

7 Great Valley Parkway, Suite 128 Phone: 610-688-1708
Malvern, PA 19355 www.cfpie.com
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Applications for Informed Consent

* Assessment and Monitoring of Benefits vs. Risks

* Institutional Review Committees Membership and Operations

e Assuring Compliance and Monitoring Visits, Records, Reports and Use of Source
Documents

Monitoring Safety and Adverse Events Requirements

e Monitoring of Data Integrity
*  Monitoring Documents
* Good Document Practices

Good Clinical Practice - International Conference on Harmonization Published
Guidelines (ICH-GCPs)

e Committee Membership and Responsibilities

*  Composition, Functions, Operations, Procedures, and Records

e Approval and Disapproval

*  Documentation on Device History Files and Master Records

* Risk Management and Role of Clinical Safety in Product Life Cycle
* Post-Marketing Studies / Bioresearch Monitoring

*  Device Examples and Case Studies

Sponsor Documentation

*  Pre-study Documentation

e Clinical Research and Investigator Documentation

e Sponsor Study File

* Management of New Product Development, Evaluation Phases, and Final Approval

For Schedule & Course Information online visit:
http://www.cfpie.com/showitem.aspx?productid=013

7 Great Valley Parkway, Suite 128 Phone: 610-688-1708
Malvern, PA 19355 www.cfpie.com
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