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Agenda 

 

Wednesday, October 10, 2012 
 

Tab No. 
 

7:30 – 8:00 AM 
 

Registration and Continental Breakfast 
 

 

8:00 – 8:15 AM PERI Welcome Address  
Marian Selby 
Course Manager/Meetings Manager 
 

 

8:15 – 8:45 AM Course Overview 
Lionel D. Edwards, MD BS FFPM – Course Director  
President  
Pharma Pro Plus Inc. 
 

 

8:45 – 10:45 AM Strategic Clinical Planning Exercise and Discussion 
Lionel D. Edwards, MD BS FFPM 
 
 Practical aspects of clinical protocol development 
 Working with investigators and study sites 
 Data management challenges 
 Summary and group discussion 
 

4 

10:45 - 11:00 AM 
 

Morning Break  

11:00 AM - 12:00 PM 
 

Culture and Ethnic Effects on Clinical Trials 
Lionel D. Edwards, MD BS FFPM 
 Intrinsic factors 
 Extrinsic factors 

5 

12:00 - 1:00 PM Lunch on your own 
 

 

1:00 - 2:00 PM Session TBD 
 

6 

2:00 - 3:00 PM Session TBD 
 

7 

3:00 – 3:15 PM Afternoon  Break 
 

 

3:15 – 4:00 PM Exercises in Managing the Project 
Lionel D. Edwards, MD BS FFPM  
 

 Exercise in risk assessment/contingency planning 
 Managing expectations 
 CRO selection/management 

 

8 
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4:00 – 5:30 PM 
 

Budget Management 
Nancy Daczowski  
Project Manager 
Clinical Operations 
Emergent BioSolutions 
 
 Creating the project budget 
 Projected costs vs. actual spend 
 
 

9 

 
Thursday, October 11, 2012 
 

 

7:30 – 8:00 AM Continental Breakfast 
 

 

8:00 – 9:30 AM 
 

EU Clinical Directives 
Lionel Edwards, MD BS FFPM 
 
 Requirements for submission for clinical trial approvals in the 

European Union 
 Implications of the EU Clinical Trial directive on Trial Management 
 
 

10 

9:30 – 10:45 AM 
 

Implementing Effective Clinical Trial Management in Today’s 
Competitive Environment 
Lionel Edwards, MD BS FFPM 
  
 Current status of the research industry 
 Clinical trial project performance 
 Current realities 
 
 

11 

10:45 – 11:00 AM 
 

Morning Break  

11:00 AM – 12:00 PM Manpower Assessment 
Rick O’Hara, MBA 
Sr. Sourcing Manager 
Johnson and Johnson PRD, LLC.  
 
 Introduction to manpower assessment 
 Three models for determining manpower 
 
 

 12 
 
 
 
 
 

12:00 – 1:00 PM 
 

Luncheon on your own 
 

 

1:00 – 2:15 PM 
 

International Clinical Trials – Asian and  
Latin American Perspective                                 
Lionel Edwards, MD BS FFPM 
 
 India Market and Regulations 
 China and Japan Market and Regulations 
 Brazil, Argentina, Mexico Market and Regulations 
 

 

     13 
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Thursday, October 11, 2012 Tab 

2:15 – 3:15 PM 
 

Global Team Management 
Rick O’Hara, MBA 
 
 Considerations for effective international teams 
 Managing skill deficits 
 Evaluating/monitoring the team’s performance 

14 

3:15 – 3:30 PM 
 

Afternoon Break  

3:30 – 4:30 PM 
 
 
 
 
 
 
 

Outsourcing 
Rick O’Hara, MBA 
 
 Choosing a vendor 
 Partnering: myth or reality? 
 Practical situations, challenges, and issues 
 

15 

4:30 PM Course Wrap-Up and Adjournment 
 Faculty 
 

 

 
 

CONTINUING EDUCATION CREDIT 
 
Pharmaceutical Education & Research Institute, Inc. (PERI) is pleased to make continuing education credit 
available to you for attendance at this program.  To receive credit, you must attend the entire program and 
submit the Continuing Education Application form directly to a PERI on-site coordinator.  A continuing 
education certificate or Statement of Credit will be distributed to you within three weeks of this program. 

 
 
Pharmaceutical Continuing Education  
 

Pharmaceutical Education & Research Institute, Inc. (PERI) is accredited by the American 
Council on Pharmaceutical Education as a provider of continuing pharmaceutical education.  
ACPE Universal Program Number is #0708-0000-12-020-L03-P. 1.4 continuing education 
units (CEUs) are available for this program.  Initial Release Date: 10/10/2012. This is a 
knowledge based CPE Activity.    

 
 

 
Continuing Medical Education  

 
PERI, Inc. is accredited by the Accreditation Council for Continuing Medical Education to 
provide continuing medical education for physicians. PERI, Inc. designates this live activity for 
a maximum of 14 AMA PRA Category 1 CreditsTM.   Physicians should claim only the credit 
commensurate with the extent of their participation in the activity. 
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