James P. Wilmot Cancer Institute

The UR James P. Wilmot Cancer Institute (URCI), which opened in May 2008, is a 163,000 sq. ft. state-of-the-art cancer center facility, costing approximately 40 million dollars.  It is based in a separate 7-floor building that is directly connected to the URMC and Strong Memorial Hospital.  The third floor is devoted entirely to translational research laboratories, providing 26,347 square feet of dedicated research laboratory space.  In addition, all researchers at the URCI have access to a wide variety of URMC, CTSI, and URCI core facilities, including the PEAK Human Performance Clinical Research Core, the Cancer Center Psychoneuroimmunology Core Laboratory, the Clinical Research Center, Biosafety Level-3 core, Cold storage Core, Electron microscope imaging core, Functional Genomics Center, Molecular and Cellular Imaging Core, Nuclear Magnetic Resonance Facility, and the Transgenic Mouse Core Facility.  
The URCI has committed over 15 million dollars for recruitment of new faculty, development of new translational research programs, and infrastructure improvements in the URCI.   Currently, the URCI is the largest provider of cancer care to a 16-county region of upstate NY serving 1.4 million people.  In the 2009 fiscal year, there were 12,360 outpatient visits to the URCI’s physicians and an additional 11,987 infusion appointments.  Clinical and basic research is a major mission of the 120-member faculty of the URCI, from all clinical and basic science departments of the URMC.  Oncology services are provided in separate programs along with a predominant multidisciplinary approach to treatment of major disease.  The URCI ambulatory facility occupies 4,084 net square feet contiguous with Strong Memorial Hospital with its own entrance and spacious parking lot.  The facility is used for several unit services including: 1) Behavioral Medicine/Cancer Control, 2) Surgical Oncology, 3) Radiation Oncology, 4) Hematology-Oncology, 5) Occupational Health, and 6) Survivorship.  Individual examination rooms are available for discussing research projects with patients.  This URCI building also houses community/treatment rooms for activities such as yoga, exercise, massage and support groups.  Studies are piloted at this facility.  The ambulatory care services of Strong Memorial Hospital, Highland Hospital, Unity Hospital, Pluta Cancer Center, and Interlakes Oncology also include Medical Oncology and Radiation Oncology Clinics.  All of these Oncology Clinics are successful patient recruitment sites for clinical pilot studies through the URCI Research Base.  
The current URCI Director, Dr. Jonathan Friedberg, has placed great emphasis on developing translational and clinical research.  The URCC Research Base is institutionally supported by the URCI’s Clinical Trials Office (CTO), which is the common pathway for initial approval of clinical research involving patients in any of the Center’s facilities.  The CTO is fully staffed with research nurses and study coordinators who support the URCC Research Base.  The URCI CTO infrastructure also includes a Protocol Review Committee (PRC) and a Data Safety Monitoring Committee (DSMC). The PRC meets twice a month and reviews research proposals for patient accrual priority, patient safety and scientific merit.  Additionally, the PRC works in concert with the DSMC to assign the frequency of safety and monitoring review commensurate with the level of risk involved, assigning each protocol to either annual, semiannual or quarterly review.  Only after approval by the PRC can studies be submitted to the URMC’s Research Subjects Review Board (RSRB), which is the IRB of Record for all URCI Research Base studies, for review and approval.  Subject accrual cannot take place until each protocol has been approved by both the PRC and the RSRB.  The DSMC is utilized by the URCI Research Base for all studies.  
Laboratory:  The Clinical Trials lab currently has the following equipment: Labguard class II biological safety cabinet, two Sorvall ST16 centrifuges (one with refrigeration capabilities, one at room temperature), GE refrigerator, VWR -20°C freezer, Revco -80°C ultra-low freezer.  The temperature of each freezer is monitored and logged daily.  Each piece of equipment is maintained and/or calibrated on an annual basis.  Temperature logs and maintenance/calibration dates are available upon request for monitoring purposes.  Dry ice is available for frozen sample shipments.  All staff that use the equipment are trained in lab safety on an annual basis.
Clinical:  The clinical portion of the new James P. Wilmot Cancer Institute includes approximately 95,700 square feet of contiguous, dedicated clinical space.  Located on the ground and first floor of the building, this space houses radiation oncology, multi-disciplinary clinics, treatment area/infusion center, and patient amenities.  

The ground floor contains the Department of Radiation Oncology, which includes 5 linear accelerators, including Novalis therapy, IMRT, 3 D simulation, and, our newest technology, the Varian Trilogy.

The Treatment Center is located on the first floor and is approximately 12,200 sq. ft.  It is comprised of 40 infusion stations/chairs, each approximately 80 square feet (sf), and 3 private infusion rooms of 110 sf with toilets (2 negative pressure, 1 positive pressure), and 1 private infusion/consult room without toilet.  The stations are organized into bays of 4 and 5.  In addition, there is a dedicated apheresis area with 3 stations and 1 room; 4 injection stations/chairs; and 2 procedure rooms

The Adult Outpatient Clinics (15,800 sq. ft.) have 30 exam rooms, each approximately110 square feet (sf), 4 of which are outfitted with Head & Neck chairs.  The exam rooms are uniformly sized in order to provide greatest flexibility in future assignments and uses.  The 2 modules of 12 exam rooms each contain 1 reception/check-in scheduling/check-out area; 1 large nurse station and shared work room; 2 consult rooms; 1 minor treatment room, 1 lab utility room and 1 clinical technician workstation; and support, including patient and staff toilets, equipment storage, soiled and clean rooms.  The smaller module of 6 exam rooms is similar in layout to the larger modules with a reception/check in, nurse station, 1 consult room, and typical support services.  The Adult Clinic is directly and conveniently located for staff circulation to the Infusion Therapy / Treatment Center.  Centrally located between Adult Clinic and Treatment Center are shared staff support spaces such as staff lockers and lounge and conference rooms.  Programmatically located next to the Treatment Center and Adult Clinics are the dedicated Phlebotomy Laboratory, which includes 2 chairs and a private room, and Cancer Center Pharmacy.
In 2013, a three floor expansion was completed, adding an additional 105,860 sq. ft. to the original structure.  The expansion is now home to a dedicated 30 bed adult oncology inpatient unit for medical hematology/oncology admissions and a 29 bed surgical oncology unit.  In addition, we house our 12 bed Bone Marrow Transplant Unit.  The Bone Marrow Transplant unit also includes 6 chairs, providing outpatient support services to this population 7 days per week.  Office space for oncology nursing staff, social worker, and a clinical research associate is also provided.  The building is now a completely integrated Cancer Hospital, including radiation oncology, multi-disciplinary clinics, treatment area/infusion center, laboratories, inpatient floors and administrative space. 
Additional pertinent specialty services available to patients within the Strong Memorial Hospital include an Outpatient Pharmacy, a Clinical Research Center, Pain Treatment Center, Infectious Disease and Treatment Center, Digestive Disease & Endoscopy Unit, Pathology & Laboratory Medicine, Genetics Division, comprehensive Radiology Center, Emergency Trauma Center, Oncology Surgery, and Clergy, Social Work and Dietary resource support.  
The University of Rochester/Strong Clinical Laboratories includes a full-service flow cytometry laboratory that processes 1,400 samples per year for lymphoma/leukemia immunophenotyping, 400 samples per year for CD34 (stem cell) counts, and 6,200 samples per year for lymphocyte subset testing.  Facilities include two Becton-Dickinson dual laser flow cytometers with FACSloaders and off-line analysis capabilities using Cell-Quest software.  This laboratory routinely does four-color surface marker analysis, as well as cytoplasmic marker analysis.  Related faculty support includes two fellowship trained and board certified hematopathologists.  Other technical facilities include a full service immunohistochemistry laboratory for staining of paraffin embedded sections and frozen section preparations, in addition to routine histologic services.

Computer:   The James P. Wilmot Cancer Institute Administration and Hematology/Oncology Unit (faulty and secretary) have 140 computers connected on a medical center network providing e-mail, calendars, word processing and internet access.  Network links are provided to medical library reference databases (such as Medline), mainframe financial systems, Clinical Information System (CIS), Flowcast, Data Center Services (DCS) and Stentor/vNetix System. 

The Institute’s Clinical Trials Office utilizes 25 PC's connected to an onsite file server that provides access to an open/pending protocol listing (type, title, site, staff contact, and current accrual per study); protocol enrollment database, in addition to all of the Medical Center systems identified above.  The Core Computing Facility (CCF) offers assistance with database design and implementation, software application development, web services, forms management and research reporting and analysis.  The CCF provides an IBM server with 4GB of RAM and over 70GB of storage space.  The server is located in the University Data Center with 200 other servers in a power redundant, air-conditioned environment with secure physical access controls.  The server has a RAID level 1+0 configuration.  This will allow for the quick replacement of any failed drives with no loss of data.  The CCF will also provide 24*7 support of the server and its associated databases through the existing partnership with the Data Center and CCF staff.  
The Pharmacy Department computer system (BDM) contains many safety checks necessary for reviewing chemotherapy orders, including drug interactions and minimum and maximum dose checks. 

Office:  Approximately 28,000 square feet of office space is dedicated to Administration, Faculty offices, and Clinical Trials and Data Management.  This space occupies the entire second floor of the building and includes the entire necessary infrastructure such as:  faculty and staff offices and workstations; telecommunications support; personal computers connected to major University information systems; chart and file space; and a state-of-the-art conference center.  In addition, wireless internet access is available throughout the entire building.  These upgraded facilities foster and promote the development of new technologies and techniques for clinical trials and most importantly facilitate interactions between the support staff and the clinicians as well as the Cancer Center Pharmacy and Radiation Oncology units.
NCI Clinical Trial Network (NCTN) Program at URMC

The URCI leadership team works as a cohesive unit to ensure rapid dissemination of trials from NCTN groups to University of Rochester investigators.  Appropriate protocols are brought to specific multidisciplinary Disease Oriented Groups (DOG) for review.  At this initial DOG meeting, if there is appropriate interest in an NCTN study, a study leader with appropriate clinical and modality expertise is assigned by the DOG, who works with the NCTN leadership team to streamline regulatory approvals and activation.  This study leader then serves as a champion of the study, to maximize accrual and ensure data quality.  The study leader is designated an author for the study should accrual justify this, based upon the cooperative group policies.  Most often, these study leaders are members of committees within the NCTN, and ultimately may serve as national protocol chairs. All modalities, including surgery, radiation oncology, imaging, pathology and medical hematology/oncology are covered by this DOG structure.  

The protocols then proceed to the Cancer Center Protocol Peer Review Committee for sign off.  The URCI has created a special mechanism for expedited sign off by the PRC for NCTN trials, given the extensive peer review these trials have undergone through the NCI Steering Committee.  This expedited mechanism has had a significant and favorable impact on time to protocol activation.  The URCI is committed to utilizing the NCI central IRB for these studies. The University of Rochester has agreed to consider defering to the NCI Central IRB for review of clinical trials conducted through the NCI National Clinical Trials Network at the University of Rochester, in light of the recent accreditation of the NCI Central IRB by the Association for the Accreditation of Human Research Protection Programs (AAHRPP).  

The research staff for NCTN trials resides within the Cancer Center Clinical Trials Office (CTO), which serves as a core facility for the NCTN studies, regardless of modality.  Dr. Paul Barr, modality chair for medical oncology is also the medical director of the CTO, ensuring this seamless operation.  The structure of the CTO includes senior coordinators who assign research personnel to each study based upon disease specific expertise, and determine the need for nursing and pathology support.  All regulatory activities for NCTN trials, including IRB approvals, consenting, and communications with NCTN groups are centralized in the CTO.  The NCTN leadership team meets with study staff monthly to review accrual, data quality, regulatory progress, and troubleshoot any identified barriers.  Dr. Barr, as CTO medical director, meets weekly with the entire CTO office leadership, where operational issues are discussed.  Finally, the study staff and NCTN leadership representatives attend each multidisciplinary DOG meeting monthly, which optimizes communication with not only study leaders, but all participating physicians enrolling patients on NCTN trials.

The CTO oversees trials at all University of Rochester facilities, including the wholly owned and managed Highland Hospital, as well as the recently acquired Pluta Cancer Center.  These other facilities have had only modest participation on NCTN trials to date, but represent a significant opportunity to grow accrual to NCTN trials given this new governance structure.  

