PROGRAM ANNOUNCEMENT*

“Coordinating Clinical Research/Clinical Trials:

Understanding GCPs and UMMS Guidelines” 

The Clinical Research division in the Office of Vice Provost for Research (OVPR) is offering a session in basics of GCP - Good Clinical (Research) Practice for clinical research coordinators and associates.

This 2 day (12-hour) training is offered quarterly to ensure that all research team members have both a full understanding of the regulatory mandates that guide responsible conduct of clinical research and the UMass processes that guide best practice with research participants. 
Topics include: 

· Introduction to Clinical Research/Trials (definitions/roles/responsibilities) 

· Good Clinical Practice (GCP) guidelines & research ethics (pre-study activities, eligibility and recruitment, IRB submissions, process of informed consent, source documentation, billing issues, organization of study files, drug/device accountability, adverse events, IRB communications, site monitoring, study close-out)

· Communicating as a team
· Standard Operating Procedures at UMMS

· Learning from audits – common issues and areas  for quality improvement
Next session: January 28 and 29, 2009
Time: 8:30am – 2:00 pm

Location: TBD (you will be notified after registration) 
Class size is limited to encourage interactive sessions.

To apply for January class, please send following information to Kathy Delongchamp in the OVPR (fax: 65004) or email: kathy.delongchamp@umassmed.edu  
Coordinator Name: ________________________________________________________

Department/Division: ________________________________ PI ___________________

Brief role description: _____________________________________________________

Contact information (extension, email address): _________________________________

________________________________________________________________________

For specific questions about these sessions, contact:

Sheila B. Noone, Ph.D./OVPR – Clinical Research /X65015 

sheila.noone@umassmed.edu
