
Preliminary Course Agenda for Year Two
Monday August 17, 2009
12:00-4:00 
Arrivals and Registration

4:30-5:30 

Faculty Orientation

5:30-6:15

Reception

6:15-6:30

Welcome 

6:30-7:30

Dinner and talk “Frontiers in Alzheimer’s Disease Clinical Trials”


Tuesday August 18, 2009
7:00-8:00

Group Breakfast
8:00-8:30

Introduction to the Course

8:30-9:15

Lecture 1: Asking Questions: The Sequence of Clinical Development 

9:15-10:00

Lecture 2: Fundamentals of Biostatistics 
10:00-10:15

Break

10:15-11:00

Lecture 3: Questions and Designs for Phase I Clinical Trials 

11:00-11:45

Lecture 4: Clinical Pharmacology I 
11:45-12:45

Lunch 
12:45-2:15

Protocol Development 1: What Is Your Primary Question?
2:15-2:30

Break

2:30-5:00

Independent Study (all faculty available by appointment)
5:00-7:00

Free time

7:00-


Group Dinner 
Wednesday August 19, 2009
7:00-8:00
Group Breakfast


8:00-8:45 
Lecture 5: Questions and Designs for Phase II Clinical Trials 
8:45-9:30

Lecture 6 A: Statistical Approaches to Phase II Clinical Trials
9:30-9:45
Break

9:45-10:30
Lecture 6 B: Adaptive designs in Phase I-II Clinical Trials 
10:30- 11:15

Lecture 7: Clinical Pharmacology II 
11:15-11:30

Break 
11:30-12:15

Lecture 8:  Endpoints and Outcome Measures 




12:15-1:15

Lunch/Faculty update meeting
1:15-2:00

Lecture 9: FDA 101 - What you need for an IND 

2:00-2:45
Lecture 10: Development paradigms for non pharmacological therapies 
2:45-3:00

Break
3:00-4:30

Protocol Development 2: Focus on Phase I and II Designs
4:30


Free time/Dinner on own

Thursday August 20, 2009
7:00-8:00 

Group Breakfast 
8:00


Updated Protocols Due

8:00-8:45

Lecture 11:  
Biomarkers and Lab Correlates  


8:45-9:30 

Lecture 12: Safety Monitoring Across Clinical Development 
9:30-9:45

Break
9:45-10:30

Lecture 13: Ethical Issues in Phase I-II Clinical Trials 
10:30-11:15 

Lecture 14: Are we there yet? What You Need for a Phase III Clinical Trial 11:15-11:30

Break

11:30-12:15

Lecture 15: Approaches to Data Monitoring for Safety and Efficacy 

12:15-1:15 

Lunch
1:15-2:45
Protocol Development 3:  Focus on endpoints and analysis plan
2:45-4:30
Independent Study/Free time/sign up to meet with faculty
4:30-6:30

Career Development Session
7:00


Group Dinner and Round Table Discussion: Careers in Clinical Trials
Friday August 21, 2009
7:00-8:00 

Group Breakfast

8:00-8:45

Lecture 16:  Project and Data Management: What it takes to Run a Trial 
8:45-9:30

Lecture 17: Good Clinical Practices and Investigator Responsibilities 
9:30-9:45

Break
9:45-10:30

Lecture 18:  Clinical Trial Budgets and Administration 
10:30-11:15

Lecture 19:  Recruitment, Retention and Special Populations
11:15-12:15

Lunch

12:15-1:45

Protocol Development 4: Focus on safety issues and lab surveillance
1:45-5:00

Independent Study (all faculty available)
5:00


Final Protocols Due



Dinner
 on own


Sat August 22, 2009
7:00-8:00

Group Breakfast
8:00-8:45

Lecture 20: Contracts, Conflicts, and Confidentiality 
8:45-9:15

Lecture 21 A: Funding Opportunities for Clinical Trials - NIH 
9:15-9:45

Lecture 21 B: Funding Opportunities for Clinical Trials – Other 

9:45-10:00

Break
10:00-10:45

Lecture 22: Clinical Trial Reporting 

10:45-11:30

Participants Complete Course Questionnaires

11:30-12:00

Feedback from Trainees 
12:00-1:00

Lunch (group photo)
1:00-3:30

Protocol Development 5: Feedback from Faculty on Protocols

3:30-4:15
Faculty Meeting
6:30


Banquet/Closing: The Future of Clinical Trials
Sunday August 23, 2009
7:00-8:00

Group Breakfast 
8:00


Departures
