University of Rochester Medical Center Central Laboratory Service (URMC LABS)

URMC LABS is a full-service central laboratory that is an integral part of a large academic medical center that serves inpatient and outpatient populations and researchers in New York State, and across the United States and Canada. In 2011, with a staff of over 900 laboratory professionals, URMC LABS conducted more than nine million laboratory assays and supported hundreds of research projects. Departmental facilities are housed in over 150,000 square feet of laboratory space and administrative offices on campus and at a separate laboratory location four miles from the main campus. In addition to clinical work, URMC Labs currently provides clinical and anatomic pathology services for more than 400 clinical trial studies. The faculty and staff of URMC LABS bring decades of experience in clinical and research laboratory analysis, pharmaceutical industry and global central laboratories. URMC LABS is accredited by or compliant with: 

· College of American Pathologists (CAPs# 1279904 / 7223464) 

· Clinical Laboratory Improvement Amendments (CLIA #s 33D1068640/ 33D0173384) 

· New York State Department of Health (PF1#8305 and 2093) 

Central Laboratory testing and biobank storage devices will be located at URMC Labs’ Ridgeland Road facility located at 77 Ridgeland Road, Rochester, NY 14623. This 40,000 square foot facility is protected by an electronic zone controlled security system (Topaz by General Electric) that prevents unauthorized building and individual room access. The security system also records dates, times, and areas access by authorized individuals. The facility is supported with two natural gas generators to ensure operations in case of external power loss. 

URMC LABS offers flexible solutions and collaborative services – including project management, specimen collection kit supply, safety testing and assay development/technology transfer. Staff members have specialized industry experience in quality assurance, project management, data management and assay development. URMC LABS consults closely with investigator sites at the University of Rochester, fostering a unique understanding of the challenges faced in conducting research sponsored by government, foundations, and pharmaceutical, biotechnology and diagnostic enterprises. 

Specimen Storage 
All specimens are securely stored under controlled conditions at our dedicated facility. Storage devices are validated under cGxP, and continually monitored for temperature and security. A computerized monitoring system (CheckPoint by TempSys) is built into each freezer and backup generators are on standby in case of power outages. Freezers are maintained per standard operating to procedures to prevent equipment failure. 

Tracking and bar-coding systems (ClinAxys II by Clinical Systems) are used to maintain an accurate record of samples location and condition, supporting the ability to rapidly access samples when needed. Every movement of a sample is tracked and is auditable. Staff members receive specialized training in sample handling and freezer management prior to receiving access to sample storage areas. 

Quality Assurance and Regulatory Compliance 
URMC LABS employs dedicated professional staff that understands industry compliance requirements, and works with our laboratory professionals and customers to ensure that clinical trials are conducted in compliance with federal GxP regulations. 

As a New York State-licensed and CAP-certified laboratory, we are subject to stringent quality, documentation, and proficiency testing programs. We treat every clinical trial and research study specimen with the same careful attention that we believe every clinical patient sample requires. 

URMC LABS supports a culture of constant process and quality improvement. We measure our outcomes, identifying opportunities to provide better and more efficient service. We evaluate our laboratory and service departments regularly to ensure that we are in compliance with standard operating procedures. When we find the rare problem or inconsistency, we thoroughly investigate the cause and implement corrective actions to prevent it in the future. 
