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Fundamentals of Oncology Treatment Clinical Trials 
October 24-25, 2006 

Lister Hill Center Auditorium 
First floor, Building 38A 

8600 Rockville Pike 
Bethesda, MD 

Agenda 

Tuesday, October 24, 2006 

Moderator: Georgie Cusack, R.N., M.S., A.O.C.N.® 
 

7:30 am – 8:00 am Sign-in Day 1 
 
8:00 am – 8:10 am  Welcome and Introduction 
 
8:10 am – 9:00 am Clinical Trials Update: Phase 0 Trials 
 James Doroshow, M.D., F.A.C.P. 
 
9:00 – 10:00 am Protection of Human Subjects 
 Elizabeth Ness, R.N., M.S. 

 
10:00 am – 10:15 am BREAK 
 
10:15 am – 11:15 am  Clinical Trial Design and Protocol Development 
 Elizabeth Ness, R.N., M.S. 
 
11:15 am – 12:00 pm Managing Data in Clinical Research 

Allison Wise, B.S., R.H.I.A. 
 

12:00 pm – 1:00 pm  LUNCH (On your own) 
 
1:00 pm – 1:45 pm Documentation in Clinical Research 

Susan Booher, R.N., M.S. 
 
1:45 pm – 2:30 pm  IND Clinical Trials and the Drug Development Process 
    Maureen Edgerly, R.N., M.A., O.C.N.®, C.C.R.C.  
   
2:30 pm – 2:45 pm BREAK 
 
2:45 pm – 3:30 pm  Roles & Responsibilities: The Sponsor 
    Maureen Edgerly, R.N., M.A., O.C.N.®, C.C.R.C. 
 
3:30 pm – 4:15 pm  Roles & Responsibilities: The Research Team 
    Rebecca Babb, R.N., B.S.N., O.C.N.® 
 
4:15 pm – 4:30 pm  Questions 

Day 1 Evaluation 
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Wednesday, October 25, 2006 

Moderator: Georgie Cusack, R.N., M.S., A.O.C.N.® 
 

7:30 am – 8:00 am Sign-in Day 2 
 
8:00 am – 9:00 am Informed Consent Process 

Georgie Cusack, R.N., M.S., A.O.C.N.® 

 
9:00 am – 9:30 am  RECIST: Applying the Rules 
 Elizabeth Ness, R.N., M.S. 
 
9:30 am  – 10:15 am BREAK 
 
10:15 am – 11:45 am Adverse Events and IND Safety Reports 

Elizabeth Ness, R.N., M.S. 
 
11:45 am – 12:45 pm  LUNCH (On your own) 
 
12:45 pm – 1:15 pm  Regulatory Binder 
    Michelle Eugeni, R.N., B.A., B.S.N. 
 
1:15 pm – 2:15 pm Monitoring of Sponsored Treatment Clinical Trials 
 Geoffrey D. Seidel, R.N., B.S.N., M.S. 
 
2:15 pm – 2:30 pm BREAK 
 
2:30 pm – 3:30 pm Patient Recruitment 

Susan McMullen, R.N., B.S. 
 
3:30 pm – 4:15 pm    Clinical Trial Jeopardy  
 
4:15 pm – 4:30 pm   Questions 

Day 2  Evaluation 
Overall Workshop Course Evaluation 

 


