· Patient Recruitment

· Close working relationship with OrthoCarolina, PA: a 70 physician, 30 physician assistant orthopedic practice

· Institute website

· www.clinicaltrials.gov
· Institute Newsletter, Research Matters
· Institutional Review Board (IRB)

· Access to two local, hospital-based IRBs for trials that include study visits at a hospital facility
· Experience working with central IRBs for clinic-based trials

· Past experience with regulatory agency inspection (Food & Drug Administration)

· Staff training

· Staff receives Good Clinical Practice Training (GCP) and Bi-Annual Saf-T-Pak training
· Site encourages staff to become certified or to maintain certification as a Clinical Research Coordinator (CCRC) through the Association of Clinical Research Professionals (ACRP)
· Imaging:

· Digital radiographs with ability to send copies of film or de-identified images on CD
· On-site Magnetic Resonance Imaging (MRI) at OrthoCarolina, Spine Center
· Venogram, Computerized Tomography (CT), and Ultrasound available at local facilities
· Ability to send copies of films or de-identified images on CD as image file (.jpg, .tif, etc) or DICOM
· Laboratory:

· Study coordinators have phlebotomy experience to include processing samples

· On-site centrifuge and lab processing station with (Clinical Laboratory Improvement Amendments) CLIA Certificate
· On-site refrigerator/freezer

· On-site locked cabinets within locked office with limited research-personnel only access for drug storage of non-refrigerated study medication

· Access to -80 degree freezer
· Monitoring Facility

· Office available with LAN internet capabilities and phone (please note: We are able to provide LAN access, but some monitors have needed an external access to their eCRFs due to sponsor firewalls)
· Access to online and paper medical records
· Record/Supply Storage:

· Study CRFs/Source documents stored in a locked room within a locked suite with FOB-entry access

· Study lab kits stored within locked suite with FOB-entry access

· Study drug requiring refrigeration stored in hospital pharmacy with limited pharmacy-personnel only access

