NIAID AIDS Clinical Trial Group

Personnel and Facilities

Dr. Amneris E. Luque is Professor of Medicine, fluent in English and Spanish, is the Director of the Strong Memorial AIDS Center (SMHAC), a New York State Department of Health Designated AIDS Center (since 2008). Since the onset of the HIV epidemic, Dr. Luque has provided outstanding care to hundreds of HIV-infected patients. Dr. Luque directed HIV clinical education in the Finger Lakes Region for over 22 years as the recipient of a NYS DOH AI grant: the Clinical Education Initiative. The SMHAC currently provides comprehensive care to over 1,200 HIV-infected men and women, over 10,000 ambulatory visits are recorded a year. The Center occupies over 6,502 sq ft, located in the URMC Ambulatory center. There are 11 fully equipped exam rooms at the AC, which operates from 8AM to 5 PM, Monday through Friday. The AC is staffed by 3 full-time board certified Infectious Diseases physicians, 2 Adult Nurse Practitioners, 1 Physician Assistant, 5 project nurses, a data manager, a phlebotomist, a pharmacist to provides medication adherence counseling, 2 clinic nurses, 3 social workers, 2 receptionists and a nurse manager. All HIV clinical studies are scheduled and conducted in this area with convenient access for patients, clinical and research staff and laboratory personnel. A satellite pharmacy is also located in the clinic space, staffed by a pharmacist during clinic hours. There is a password-protected computer on each exam room at the AC for access to electronic medical records.

All staff are qualified professionals capable of conducting clinical research in accordance with GCP, local regulatory requirements and other NIH requirements. Additionally, the UR IRB (Research Subjects Review Board) reviews human-subject research conducted or supported by UR to ensure that the rights and welfare of the human subjects are adequately protected. The RSRB is guided by the ethical principles described in the Belmont Report, by the regulations of the U.S. Food and Drug Administration (21 CFR 50 and 56), and by the U.S. DHHS (45 CFR 46). 

Office: Dr Luque has a private office in the AC. Private offices are available for all faculty and research members of the Infectious Diseases Division. Desk areas are available for ancillary staff, students and Infectious Diseases fellows.

Document Store space: Adequate space is available within the AC for storage of study related materials for subjects who are currently on study. Additional secured storage is also available off-site at Iron Mountain, Inc.. Subject identification information and regulatory documents are kept under lock and key.

Laboratory Testing: Routine laboratory studies are performed by the fully accredited Clinical Laboratories of the University of Rochester Medical Center. The Clinical laboratories perform both CD4 cell counts and HIVRNA plasma levels.

Internal Quality Assurance: A QA team is in place at the AC. The AC’s management team provides the leadership for the implementation and integration of quality and performance improvements. Clinical care standards are reviewed periodically to ensure optimal care for all patients according to the standards set by the NYS Department of Health AIDS Institute. All AIDS Center faculty and staff involved in patient care or support services are expected to provide the most effective and high quality care to patients. Faculty and staff monitor and evaluate the quality and appropriateness of patient care and clinical performance, pursue opportunities to improve patient care and resolve identified problems. The focus of this plan is to continuously work to improve the quality care delivered to patients of the AIDS Center. Results of the quality committee improvement projects are shared with the staff of the clinic during monthly staff meetings, presented to the council of the department of medicine yearly, and used for future planning. An annual program review is completed yearly jointly by the QA office and the council representative or SMH departmental QA Liaison.

Available Population for HIV-Related Research.

In 2010, New York State (NYS) had the second highest number of AIDS diagnoses and cumulative AIDS diagnoses in the U.S., with 199,176 adults or adolescents and 2,437 children living with AIDS. According to the NYS Department of Health (DOH), the nine-county RWR, has the third highest prevalence of HIV/AIDS within NYS. As the largest academic health system in the region, UR provides care to over 90% of the HIV-infected population in the Rochester RWR, either as primary providers in our clinic or by referral for co-management via ongoing community collaborations. Hence, the UR ACTG CRS investigators have access to a large, diverse patient population. Access to this population has supported our clinical trial performance of the past 26 years. The URMC Designated AIDS Center (DAC) has direct access to 1,115 HIV-infected individuals, 70% men and 29% women, with a broad representation of racial/ethnic minorities [466 (41%) African Americans, 154 (14%) Latinos] and older adults [514 (46%) are older than 50].

Trillium Health (formerly AIDS Care, Inc) is a free-standing clinic in the community serving 737 individuals living with HIV/AIDS: 550 (75%) MSM, 256 (35%) minority, and 187 (25%) women. 

Other Participating Clinics: (1) The WISH program has access to 80 women annually from minority groups attending drug court. Women from this cohort identified as infected with HCV are referred to URMC DAC for care. (2) The Connection (aka, the McCree McCuller Wellness Center; MMWC) serves 300 HIV-infected persons: 65% male, 65% African American, and 10% Latino, with 30% overall diagnosed with HCV coinfection. The MMWC refers patients to URMC DAC for enrollment in clinical trials and co-management. (3)

West Side Health Services/Anthony Jordan Health Services. These clinics follow 140 HIV-infected individuals living in Rochester’s inner city (67% African American, 18% Latino; 56% >50 years of age). Individuals served by these clinics are referred for co-management and participation in studies.

Monroe County Health Department (MCHD) STD Clinic. The MCHD STD Clinic is operated by the UR IDD and directed by IDD Faculty member, Dr. Marquerite Urban (who is also a member of the ‘Special Population Collaborators’. The clinic has an exceptionally high rate of HIV testing (~85% of all attendees), and identified 112 new cases of HIV infection in 2011. Of these 112, 58 were African-American and 15 were Latino. These newly diagnosed individuals are typically naïve to antiretroviral therapy, and many are acutely or newly infected.

HIV-infected persons identified by the STD clinic are referred to URMC DAC for care, increasing our ability to recruit these patients into clinical trials.

Our CRS has a distinguished track record in HIV Research. Some specific achievements are:

-High-ranking enrollment: We enrolled 376 individuals into ACTG clinical trials [excluding A5128, a single blood draw observational study (178 subjects)] This ranked 3rd overall among domestic CRSs. We also enrolled 269 subjects into interventional studies (excluding A5128). This ranked 2nd overall among domestic CRSs.

-Diverse Participant Demographics: Our CRS prioritizes reaching populations severely impacted by the HIV/AIDS epidemic whose participation will help address priorities for NIAID HIV/AIDS research. Our success in this area is demonstrated by a consistently high enrollment of minorities and women. Of the study participants during the past grant cycle, 39% were African American, 13% were Hispanics, and 21% were women.

-High retention: We have one of the lowest relative lost-to-follow-up rates in the ACTG. This is due in part to our intense case management and low staff turnover, with experienced research staff who focus on building long-term relationships with study participants.

-Outstanding Data Management Quality: Our data management performance has consistently been outstanding in all areas including; data completeness, data timeliness, quality of data, responsiveness and response to queries and expedited adverse event reporting.

-Flexibility in types of studies and Efficiency: Protocol implementation at our CRS has been notable for the broad spectrum of studies supported, including clinical trials in treatment-naïve individuals, studies evaluating new therapies for Hepatitis C, pharmacokinetics, and therapeutic vaccines. Congruent with the shift in the ACTG scientific agenda, UR ACTG investigators have directed their efforts in recent years to the study of non-infectious comorbidities afflicting individuals with HIV infection. Accelerated aging and persistent neurocognitive impairment have been positioned at the forefront of our research. We have also expanded our participation in Hepatitis C clinical trials to include individuals without concurrent HIV-infection as the success of the ACTG Network is applied to diseases other than HIV-infection. Through a long-standing collaboration with UB’s ACTG Pharmacology Specialty Laboratory (Dr. Gene Morse, PI), we have also been involved in pharmacogenomics and drug-drug interaction studies that are crucial for therapeutic strategies tailored to the patient’s genetic profile, and to the analysis of potential drug-drug interactions. We are particularly well-suited for research requiring broad institutional support, including specialized procedures such as leukapheresis and mucosal biopsies (see Letters of Support) which will be important aspects of future studies on the functional cure/eradication of HIV infection. Our CRSs have also contributed time and resources to the participation in the Network’s scientific endeavors by actively engaging in the development of New Work Concept Sheets, supporting our members’ participation on protocol teams and committees, and authoring manuscripts reporting results of ACTG studies. The participation on ACTG committees follows a competitive process of nomination and election within the committee. Although there are no standards for the scientific contribution measure, our CRSs’ scientific contributions have been above the mean for the group, contributing significantly to the productivity of the network.

