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CD's will be available for post-conference delivery

i All audio in cassette & CD format
=1 (make selection on mail order form).
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available as a specially priced complete set. CDs ordered on-site

to receive free shipping to $10 max. V
Complete audio tape or CD set...$799.00...Save over 30%!
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A Live Recording by CONTENT MANAGEMENT CORP.
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Company:

Address: City:

Province: Country: Postal code:

Phone: Fax: E-Mail:

All Prices in US funds
Code CcD Cassette

Thursday, September 23, 2004 Audio Audio
GCP and FDA Audit Preparedness Erin Krohl, MPH, MS, BS, ,210-2 1 g30 $30
IRB Regulations, Policies and Procedures: Challenges and Commitments 020-2 $30 $30
William L. Hirschhorn, MS 3 Audios

Presentation Skills Tutorial and Workshop Richard A. Sloane, MS 3%8052 $30 $30
Project Management Robert Deeter, PharmD 3%(9032 $30 $30
Site Coordinator Workshop - in English Jacqueline K. Busheikin, RN, CCRP 3 gfd?gg $30 $30
SOP Workshop Donna J. Headlee, BSN, RN, CCRP ,080-2 1 g30 $30
Friday, September 24, 2004

Opening Plenary - FDA GCP Update David A. Lepay, MD, PhD 090 $10 $10
Opening Plenary - Health Canada Inspection Program Jean Saint-Pierre 100 $10 $10
Opening Plenary - Coping with the Changing Clinical Research Environment 110 10 $10
John I. Gallin, MD

Opening Plenary — GCP and Detecting Fraud During Bioresearch Monitoring 120 10 $10
Thomas P. Hansen

Project Management for International Multi-center Investigator Initiated Trials 130 10 $10
Ann Ross Robinson, RN,CCRP

Improving Quality in Geographically Diverse ProjectsVickie Lynn Cleary, PMP 140 $10 $10
"As the e-World Turns: Applying Technology to Our Work" Communications 150 10 $10
and International Clinical Trials Donna Hellsten

Success in International Clinical Trials Susan Flint, MS, RAC, CCRA 160 $10 $10
Case Report Form Design Issues Phyllis Rathman, BSE 170 $10 $10
Strategies for Working with an IRB Cynthia S. Way, CIP, CCRP 180 $10 $10
Minimum Quality Standards for Clinical Research Practice at Investigative Sites:

Helping Investigators and Their Sites Meet Their Obligations 190 10 $10
Joanne Goldberg, MSc, BscES pht, CCRP

Administrative Management of the Clinical Trials "Business Cycle" 200 $10 $10
Matthew J. Lester

Developing a Study Budget, from the Site's Perspective Deitra D. Pickett, CCRP 210 $10 $10
Maximizing Your Relationship with CROs: The View from the Inside 220 $10 $10
Mark Roseman, OD, DSc

Good Nursing Practice as Applied to Clinical Studies: Current Thinking 230 $10 $10
Gayla Herschler, MSN, RNC,CCRC,CCRP

Electronic Data Capture: Accelerating Clinical Research, Facilitating Trial

Management, and “Making You Look Younger and More Attractive...” 240 $10 $10
Bruce Maloff, PhD

Advantages and Pitfalls of On-line Clinical Trials Jean Paul Collet, MD, PhD 250 $10 $10
Benefits of Implementing a Global Clinical Trial Management System (CTMS) 260 $10 $10
Susan Keegan, CCRA

Successful Implementation of Electronic Clinical Trials - from Data Collection 270 $10 $10
Design to Reporting and Close-out Blake Scott

InForm EDC Technology: the End User's Perspective 280 $10 $10
Khuongthuy (Koo) N. Nguyen, BS

PDA Technology in Clinical Trials Steve Raymond, PhD 290 $10 $10
Safety Reporting: What the FDA Expects from Devices vs. Biopharmaceuticals 300 $10 $10
& Combination Products William E. Gannon, Jr., MD

Introducing the New NCI Common Terminology Criteria for AEs v3.0 310 $10 $10
Ann Setser, BSN, M.Ed

Safety and Regulatory Pitfalls in Conducting and Monitoring Clinical Trials with 320 $10 $10
Herbal Products Carol Collins, MD

Training on Serious Adverse Events Theresa Ruth Eisenberg, MA, BA, CCRP 330 $10 $10
Post Approval Monitoring by the IRB Janet Allen, CIP 340 $10 $10
Adverse Event Reporting in Clinical Trials: Is There Room for Improvement? 350 $10 $10

Brenda Kowaleski




Code CcDh Cassette
Saturday, September 25, 2004 Audio Audio
Project Management at the Site: Training Site Staff - Education and Resources 360 $10 $10
Vinita G. Gotting, MPH, CCRP
Effective and Innovative Training Methods for GCP Training for Investigators, 370 $10 $10
Coordinators and Study Monitors Ruth Ann Nylen, PhD, RPh
Use of Electronic Source Documents: Retrieval and Retention 380 $10 $10
Kimberly Creekmur, MS
Project Management at the Site: Preparing for Auditors and Monitors: Incorporating 390 $10 $10
Internal QA Systems Carrie C. Froseth, BA, CCRP
Statistical Analysis of Clinical Trials Mark D. Krailo, PhD, CCR 400 10 $10
The Development of SOPs for the Investigator Site: The Challenges and Rewards 420 $10 $10
Marie Stephane Paquette
What to Expect for an Audit as a Site Coordinator Rose Ermete, RN, MS 430 10 $10
How to Prepare for an Audit — an Auditor's Note Veronica J. Lordan, MS 440 10 $10
NIH Audits - NCI Cooperative Group Audit: Guidelines and Practice 450 10 $10
Yuka Sato, MS, B Pharm, CCRP.
Applying Lessons Learned to Improve the Quality of Monitoring
Joanne Emmett, MS 470 $10 $10
Periodic Site Monitoring Visit, Smooth Sailing or Tsunami?
Arlene Lund, RN, BS 480 $10 $10
Using Data Management Reports to Prepare for a Monitoring Visit 490 $10 $10
George D'Addamio, PhD
Current Topics in Device Research Michael Marcarelli, PharmD 500 10 $10
Federal Regulation of Devices (Section 812 of 21 CFR) Vally M. Nance, BA, RN 510 10 $10
Concomitant Medications and Avoiding Queries Heather Harris 530 10 $10
Comprehensive Case Report Form Completion: Review of Procedural and 540 $10 $10
Patricia E. Lee, RPN, CRO, CCRP
Determining Eligibility Criteria and Considerations for Obtaining Informed Consent 550 $10 $10
Elaine Anderson, CCRC, RN
Developing and Maintaining a Data Management Program 560 $10 $10
Nina M. Trocky, MSN, RN, CAN
Verifying Source Documentation Ornella Labana, HRT, CCRP, MSR Tech 570 10 $10
Why Do Data Management Discrepancies Occur and How Can They Be 580 $10 $10
Prevented Elizabeth Ness, MS, RN
Probing Ethics in Research: The More Things Change, the More They Remain the 600 $10 $10
Same: Is There a Way Forward? Stephen O. Sodeke, PhD, MT (ASCP)
Ethics for Research Professionals Steven Vann Smith, MS, BA, BS 610 10 $10
Personal Leadership Protects Research Subjects Kathleen J. Motil, M.D., Ph.D 620 10 $10
Current Public Perception and How It Impacts Meeting Enroliment Objectives 630 $10 $10
Katura Fetterson
Informed Consent Recommendations and Recent Updates to the Template 640 $10 $10
Rose Mary Padberg, RN
The Psychodynamics of Clinical Trials Mark Hochhauser, PhD 650 10 $10
Subject Enrollment - Panel Dicsussion, Q&A 670 10 $10
Medicare Reimbursement During IDE Studies Judith M. Hickey, MBA 680 10 $10
Pathways for Market Clearance of Medical Devices Steve Norsted, PhD, MPH 690 10 $10
Regulatory and Technical Challenges in the Development of Combination Products 700 $10 $10
Winifred Wu, RPh, MBA
Significant and Non-Significant Risk Device Studies - What Sponsors, 710 $10 $10
Investigators, and Research Coordinators Need to Know Barbara Westrum
What Can A Clinical Trials Office Do for You Kathi Goodwin Durdon, BA, CCRP. 730 10 $10
QA Audits of Investigator Initiated Research Trials Elleen N. Martin, CCRP 740 10 $10
Quality Control in an Investigational Drug Pharmacy John M. Petrich, RPh 750 10 $10
Academic ResearchPanel Discussion — Q&A 760 10 $10
Sunday, September 25, 2004
Impact of Proposed QTc Guidance from FDA and Health Canada 770 $10 $10
Robert B. Huizinga, RN, NNC, MSc(c)Cneph©
Gynecologic Cancer Prevention: A Shift in 780 $10 $10
Perspective Kathleen Foster, BA, RN
Lung Cancer Chemoprevention: An Overview Judith J. Smith, MSN, RN, AOCN 790 10 $10
Mild Cognitive Impairment: Predictors of Progression to Alzheimer Disease 800 $10 $10
Michael Borrie, MD
Quality of Life - As Defined by the Pediatric Population 810 $10 $10
Pamela Hinds, Ph.D., RN, CS
Treating Obesity as a Chronic Disease Thomas W. Hopkins, MD 820 $10 $10
Complete set of Conference tapes/CD's (including storage album) CON 799 $799
8 Capacity Cassette/CD Binder $4
16 Capacity Cassette/CD Binder $7
Int'l Shipping (Outside Canada) @ $2/item to $75 max - Dom. Shipping @ $1/item to $10 max
Subtotal
7% GST (exempt outside Canada)
8% PST (exempt outside Ontario)
PLEASE INDICATE (040923) WITH CODE # WHEN ORDERING AUDIO TOTAL

PAYMENT: _ CASH __ CHEQUE (payable to Content Management) __ Visa _ M/C __ AMEX

(ALL PRICES IN US FUNDS)

Cardholder’s Name: Credit Card No:

Signature: Expiry Date:

ORDER ONLINE! IT'S FAST AND EASY

www.softconference.com/040923

GUARANTEE POLICY
If for any reason you are not happy with the audio you

have received from Content Management Corp., please
advise. It is our policy to REFUND YOUR MONEY, replace
defective audio, or allow you to select other audio from the
listing. YOUR SATISFACTION IS GUARANTEED. CONTENT

MANAGEMENT

Corp.

conference recordings
audio, video & "pro Cdings" on cd-rom

100 West Beaver Creek Road, Unit 18
Richmond Hill, Ontario L4B 1H5

TEL: (905) 889-6555 x 222

FAX: (905) 889-6566

email: dorad@cmcgc.com




