"Conducting Human Subject Research at the UR: Writing and Implementing Research"
Date: Monday, April 1, 2011
Time: 8:30 am - 11:30 am 
Place: University of Rochester Medical Center Whipple Auditorium (2-6424)

Agenda
8:30-9:00
Elements of a Research Protocol and Understanding the IRB Review Process
Presented by: Kelley O’Donaghue, MPH, CIP, Executive Director, RSRB
· Describe the basic elements of a research protocol

· Describe how a submitted application travels through the RSRB review process 

9:00-9:45
Informed Consent: Federal Regulations, Institutional Policy & Good Practice 
Presented by: Kelly Unsworth, MS, CCRC, Human Subject Protection Specialist, RSRB
· Describe the required and additional elements that must be included in the informed consent document 
· Describe the RSRB expectations regarding the informed consent process and the documentation of the consent process 
9:45- 10:00
Break

10:00-10:30
What’s a Protocol Deviation and How to Avoid the Muddy Water     

Presented by: Linda Vineski, MS, CCRC, CCRA, Manager, Research Quality Improvement, OHSP
· Describe the requirements for conducting research and reporting expectations should a deviation occur

· Identify resources for site specific questions related to protocol compliance.

· Assess protocol compliance at your site

· Implement preventative actions when problems are identified at their site
10:30- 11:00
Understanding Reportable Events and When to Report to the RSRB 
Presented by: Kelley O’Donaghue, MPH, CIP, Executive Director, RSRB
· Describe the types of reportable events in the RSRB Online Submission System (ROSS)

· Describe the guidelines for reporting reportable events to the RSRB 

11:00-11:30
Documentation: PI Oversight/Source Documents 


Presented by: Bill Kelvie, BS, CCRC, Director Research Education, OHSP
· To identify the Principal Investigators’ (PI) responsibilities in the oversight of research studies and describe the required documentation needed to meet these responsibilities

· To define what source documents are and describe the documents that are required to confirm the subjects are adequately protected, the validity of the trial conduct, and the integrity of the data collected  

