Infectious Diseases Division (Clinical Research Facilities)

The ID Division has an active program of clinical research conducted on outpatients, which occurs in two areas adjacent to the main offices of the Division on the third floor of the URMC.

Outpatient studies of vaccines for diseases other than HIV are conducted in the ID Division Vaccine Research Clinic. The unit occupies 6,000 square feet, and includes a waiting room and receptionist area, 3 large offices for the nurse manager and nurse practitioner, 2 large work rooms with individual carrels for study nurses, a conference room, a work room specifically designated for study monitors, 6 fully equipped examination and procedure rooms, and continuously monitored 4°C storage for pharmaceutical products including vaccines. This space is for the exclusive use of the vaccine evaluation program within the Infectious Diseases Division.

Each of the examination rooms in the vaccine unit are equipped with examination tables, wall attached blood pressure cuffs, opthalmoscopes, and otoscopes, blood drawing equipment, and a sink. Portable equipment includes 5 otic temperature monitors, two automated oral thermometers, 1 portable otoscope, 2 digital tympanometers, a pulse oximeter, and an electocardiograph. In the common area outside the exam rooms is a doctor’s scale for measurement of height and weight. The unit contains two bathrooms, including one immediately adjacent to the examination rooms for subject use in obtaining urine and other samples. The other bathroom is directly connected to the largest of the examination rooms and can be used for minor procedures such as collection of rectal samples.

Emergency equipment includes a box of emergency drugs which remains on the unit at all times, and portable oxygen. In addition, the outpatient facility is equipped with an automatic defibrillation device (AED) and each room is stocked with EpiPens for emergent treatment of anaphylaxis. Within the miniature laboratory are a large table top centrifuge, portable blood centrifuge, two electronic balances and laboratory equipment for aliquoting blood samples and other simple tasks. Samples can be immediately frozen in a large -20°C freezer or held at 4°C in the laboratory. The temperatures of the freezer, the refrigerator and the room temperature are monitored daily in an ongoing QC plan. 

The waiting area of the unit contains a television with VCR, which allows subjects to watch videos which may be used for informational purposes for our studies. Office equipment on the vaccine unit includes 4 computers, 1 high-output laser jet printer, 3 inkjet style printers, 4 pentium class PC’s a dedicated fax machine, copier, and document scanner. We anticipate that we will continue to occupy this space until Q1 of 2009.

An important feature of the outpatient facility is inclusion of a laboratory for sample processing and storage within the clinic space. The sample processing lab is an 800 square foot area with 3 lab benches and two laminar flow hoods. Major pieces of equipment include two benchtop refrigerated centrifuges (one Sorvall Legend RT, and one Beckman Allegra 6R), a Brady LS 2000 labeling system and Brady 300 MVP plus label printer, and a Beckman Coulter ACT-10 automated cell counter, as well as a coulter microplate ELISA reader linked directly to the Laboratory Data Management System (LDMS). 

HIV vaccine studies are carried-out in a dedicated HIV Vaccine Trials Network (HVTN) Clinic adjacent to the IDD on the 3rd floor of URMC. It consists of a 660 square-foot clinic with 3 examination/interview rooms, workspace for four nurses and a private waiting area occupied by a research assistant/receptionist, and equipped with a small refrigerator with snacks for volunteers. Each exam room has a sink and a reclining examination table where study participants have phlebotomy in a supine position. Each exam room and the research assistant’s workspace has a computer connected to the URMC network used for real-time access to a shared CRS Microsoft Outlook calendar/scheduling tool, and for ‘audio computer-assisted self-interview’ (ACASI) as required. There is also a secured laptop computer in the waiting area where participants can view educational DVDs. The clinic also has a dedicated electrocardiograph machine and double-locked file cabinets for participant charts. Emergency equipment on the unit consists of portable oxygen and an ‘automated external defibrillator’ (AED). Each room is stocked with single-dose epipens for emergency treatment of anaphylaxis. An emergency cart and suction machine are shared with other clinical research units located approximately 250 ft and three floors below the CRS clinic. A ‘Rapid Response Team’ is available to assist with any medical emergencies.

Both the Vaccine Research Unit and the HVTN Research Unit synergistically share both spaces as well as recruitment efforts. HVTN study visits requiring mucosal specimen collection are performed in the procedure room described above.

The Infectious Diseases Division also conducts inpatient studies on the top floor of St. Mary’s hospital, 89 Genesee Street, Rochester NY 14611, less than 2 miles from the main URMC campus. The facility is a 8,868 sq. ft. hospital unit with 26 individual private rooms, each with individual bathroom. Private rooms are equipped with single bed, table and chair and each room has internet access so that subjects can bring personal laptops and other computer equipment. There is also a 250 sq. ft. room currently configured as a day room, a 205 sq. foot living room, and 144 sq ft office/conference room that could be configured with beds to house additional subjects if necessary, but which do not have individual bathrooms. Finally, the unit includes an office for the clinical coordinator, complete kitchen facilities allowing the preparation of snacks or other refreshments at any time, a 168 sq. foot dirty and 144 sq ft clean utility room and a large nurses station. Access to the facility is via key card access through the main entrance adjacent to the nurses station. Egress can be through that door or through the doors at either end of the corridor, which cannot be opened from the outside and which are alarmed. 

The Division currently uses this facility for studies of live vaccines for pandemic influenza, under contract to the Laboratory of Infectious Diseases. These studies must be conducted exclusively during the summer months. Therefore, with permission of the program officer for that contract, it is possible to utilize the facility for other studies conducted in the winter months through a shared cost arrangement.

