Research Coordinator Education Program (RCEP) ~ 6
September 25th, 26th, 27th   2002

Sponsored by 

Indiana University School of Medicine

And 

Indiana University School of Nursing

Facilitated by 

IU Outpatient Clinical Research Facility (OCRF)

And 

IU Clinical Trials Program  (CTP)
LOCATION:


Riley’s new Outpatient Bldg, the “Ruth Lilly Learning Center”, Basement Conf Rm A&B
Day #1:
Wednesday, September 25, 2002: 

Regulatory Review and Resources   

0800-0815
Continental Breakfast
0815-0830
Welcome/Introduction to Course

   Marta Sears (OCRF)/Pam            

                                                                                         DeWeese(CTP)               

0830-0900
Overview of Drug Development   
Scott Herring (OTU)
0900-0945
History of Drug Law, Evolution of GCPs
Dr. Sharon Moe (CTP)
0945-1000
Review of CFR Handbook  
Marta

1000-1015
Break

1015-1100
Protocol and Study Designs 
Sharon Moe
1100-1130
Investigator/RC (Team) Responsibilities    Pam DeWeese, (CTP)

1130-1200
Study Feasibility
Marta and Pam

1200-1300     Lunch on your own
1300-1345
IRBs and the Protocol Approval Process   Sara Ellis (R&SP)
1345-1445
IRB Initial & Ongoing Submissions  
Marta 
1445-1500
Break (snack provided)

1500-1545
SOPs
Pam
1545-1645     Resources:

· Clinical Trials Program
Pam DeWeese
· ResNet
Brenda Hudson
· Wishard Foundation


· IN Institute for Medical Research (VA) 
Peggy Hannon
· GCRC
Tiffany Fox
· OCRF
Marta Sears
1645-1700
Questions/Answers/Comments
Marta/Pam

Day #2:
Thursday, September 26, 2002: 

Finances and Study Conduct

0800-0815
Continental Breakfast

0815-0820
Review of Day 1/Announcements 
Marta

0820-0900     Study Start-up and Study Initiation Visits  
Leo O’Connor (Inf Dis of Indiana)
0900-0940
Study Budgets
Cleo Coyle (Cyberonics) 

0940-0955    Break 

0955-1040
Contract Negotiation and Processing  
Ike Levy (R&SP)/Pam

1040-1110
Routing the Protocol Proposal
Robert Aull (Research Administration)
1110-1140
Billing Processes                                        Pam

1140-1200
Questions/Answers                                    Pam and Marta
1200-1300
Lunch on your own

1300-1330    The Informed Consent                               Gail Douglas (CTP)
1330-1400 Source Documents/CRFs

Regulatory/Study Binder                           Gail

1400-1445
Monitoring Visit                                         Mary Arnould (Bristol Myers Squibb)
1445-1515
Subject Recruitment and Retention
 Connie Sullivan (Bone studies) 

1515-1530
Break (snack provided)

1530-1615
Managing and Reporting Adverse Events 
 Linda Rohyans/Peggy Welker(Cardiology)
1615-1635
Study Closeout and Archive   

 Marta
1635-1700
Study Drug and Drug Accountability         Susan Morris (IDS)
Special Note:  Please familiarize yourself with the sample Bronchitis Protocol before Friday’s session. 

Day #3:
Friday, September 27, 2002:

 

Practical Lessons from a Bronchitis Study
Day #3’s activities are designed to be an interactive experience for the participants.  

A sample protocol and informed consent will be the basis for many of the activities.

**Participants will be asked to become familiar with the protocol prior to the Day #3 sessions.**

0800-0815
Continental Breakfast
0815-0900
Audits: FDA/Sponsor 
Pam



             IRB
 



   Dave Finch (R&SP)
0900-0930
“Bronchitis” Protocol Review 

   Marta
0930-1015
 Protocol Recruitment & Feasibility 
Marta

1015-1030
Break
1030-1100
Study Budget/Routing


   Pam/Marta

1100-1235
Breakout sessions (20 minutes each/5 between)

· Informed consent  
Sheryl Lynch & Sandy Guingrich (OCRF)
· IRB  
Shelley/Sara/Jody Scher (R&SP)
· Study Drug  
Greg Humma (IDS)
· Source documents and CRFs  
Gail


1235-1330    Lunch (on your own) 

1330-1400
Bronchitis Study AEs/SAEs 
Beth Zwickl (ACT)
1400-1430
Bronchitis Study Amendments  
Shelley/Sara & Marta
1430-1500
Scenarios Presented & Analyzed 
Break out into groups of 3-4
1500-1515 
Break (snack provided) 
1515-1600
Group Answers shared  
   Marta

1600-1645
Wrap Up/Questions/Answers ~ Evaluations Marta/Pam
Thank you for attending RCEP ~ 6
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