Massachusetts General Hospital

Infectious Disease Division

Translational Research Studies


	Protocol Title
	Description
	Inclusion Criteria
	Procedures
	Investigators

	Primary HIV and Early Disease Research: American Cohort (PHAEDRA).  A Prospective Cohort Study of Individuals with Primary HIV Infection to Determine Immunological, Virological and Therapeutic Factors Related to Disease Progression
	Evaluation and testing of patients possibly experiencing an HIV seroconversion illness. Evaluation of HIV specific immune responses

Longitudinal, observational study
	· Positive HIV RNA and one of the following:

· Acute HIV infection as documented by negative or indeterminate ELISA/WB

or

· Documented Non -Reactive Less sensitive (detuned) ELISA

 or

· Documented negative ELISA in the past 12 months
	Blood draws every 2-weeks for the first month, then 8 weeks for one visit, then every 3 months
	Eric Rosenberg

Bruce Walker

	AI-CORE01: Acute HIV Infection and Early Disease Research Program (AIEDRP) Database Protocol.
	Observational study.

Data collected is sent to a national database in hopes of addressing the many clinical management questions of HIV-1 infected individuals very early in the disease course.
	· Same as above
	· Same as above
	Martin Markowiz

Eric Rosenberg

Bruce Walker

	Early Central Nervous System Involvement with Acute HIV-1 Infection
	Determination if the initial movement of HIV virus into the CNS leads to transient changes in the cerebrospinal fluid and brain parenchyma, which reflect inflammation and a local immune response
	· Acute HIV infection

· HIV- negative patients with other acute viral illnesses

· Chronic HIV infection (controls)
	Baseline lumbar puncture, PET scan, MRI/MRS, detailed neurologic history.

Repeat testing 6-8 weeks and 20-24 weeks later (HIV+ only)
	Eric Rosenberg

Margaret Lenz

	Correlates of Protection in HIV-1  Controllers
	Analysis of cellular immune responses in individuals who spontaneously control viral replication
	· Asymptomatic HIV-1 infected patients who control their plasma viral load below 2000 copies/ml for >6 months in the absence of treatment (history of HAART is OK)


	60-80cc blood draws every 4-6 months over one year or longer
	Florencia Pereyra

Bruce Walker

	Correlates of Protection in HIV-1 Elite Controllers
	Analysis of cellular immune responses in individuals who spontaneously control viral replication
	· Asymptomatic HIV-1 infected patients who maintain undetectable viral replication for >2 years  in the absence of treatment (history of mono-therapy is OK)
	60-80cc blood draws every 2-4 months over one year or longer
	Florencia Pereyra

Bruce Walker

	Blood Donation for Immunological Testing in HIV+ Subjects (Buffy Coat)
	Characterize how CTL response affects the progression of HIV
	· HIV+

· Designated by researcher

· Generally an enrollee in the “Controller” study
	Screening visit with CBC and blood bank visit with draw of 1 unit (500cc)
	Florencia Pereyra

	Immunology of Acute and Chronic HCV Infection
	Evaluation of immunologic and virologic parameters of patients who are identified with acute or chronic HCV
	· Documented acute or recent Hepatitis C infection

· Chronic HCV
	60cc blood draws every 1-3 months
	Arthur Kim

Georg Lauer


	Blood Donation for Immunological Testing in HCV+ Subjects (Buffy Coat)
	Evaluation of immunologic and virologic parameters of patients who are identified with acute or chronic HCV
	· Documented acute or recent Hepatitis C infection

· Chronic HCV
	Screening visit with CBC and blood bank visit with draw of 1 unit (500cc)
	Arthur Kim

Georg Lauer

	Use of Microchip-based Assays to Measure HIV Immune Responses
	Evaluate innovative diagnostic tests for HIV infection including CD4 counts, CD4/CD8 ratios, HIV RNA levels, HIV p24 levels, and HIV serology
	· HIV+

or

· HIV negative for control group
	Single 10cc draw
	William Rodrigues

	Evaluation of Immune Responses and Viral Escape in Patients Progressing to AIDS
	Investigate immune responses in patients who fail to control HIV as a foundation for future vaccine trials
	· VL consistently >60,000
	60cc of blood every three months
	Quentin Eichbaum

Sylvie Le Gall



	Role of Inflammatory Chemokines and their Receptors in Peripheral Blood and Lymph Nodes during Disease Progression in HIV Infection
	Determine whether levels of lymph node chemokine expression and/or levels of CTL chemokine receptor expression correlate with immune control of HIV with potential clinical implications for CCR5 inhibitors currently in clinical trials
	· VL >10,000 within last 2 months

· CD4 >350 or (200 cells/mm3
· Palpable cervical, axillary or inguinal lymph node >0.7cm
	One visit study involving a fine needle aspirate of palpable lymph node and 20cc blood draw with potential for follow-up 6-12 months later
	Andrew D. Luster

Diana Brainard

	Hepcidin Levels in HIV Positive Patients
	Determine correlation between hepcidin levels and HIV status in order to delineate the role of host iron status as a risk factor in for tuberculosis disease
	· HIV+
	Morning urine collection done on day of patient clinic visit with possibility of 3 further collections
	Megan Murray

Rajesh Gandhi

	HLA Typing and Epitope Mapping Relative to HIV Vaccine Design
	Correlation of HLA typing and epitope mapping with disease progression and immune response
	· HIV+
	60cc of blood every three months
	Xu Yu

	Cellular Oral Immune Responses to Oncogenic Human Herpesviruses and HIV
	Compare immune responses in blood to immune responses in the mouth
	· HIV+, KSHV+, or EBV+
	40cc of blood drawn along with oral and tonsil biopsy; possibility for follow-up blood draw
	C. Brander

	Chronic Cohort
(a large cohort encompassing multiple studies) 
	Sub-studies include:

· T cell Response to Rapidly Evolving HIV Antigens: A study designed to develop improved methods to measure T cell response to HIV + patients by isolating viral genetic sequences from patient plasma to stimulate patients T cell response.

· Phenotyping and Functional Characterization of White Blood Cell Subsets in Chronic HIV-1 Infection: A study designed to assess different phenotypic and functional markers of white blood cell subsets using new technology including multicolor flow analysis and flow-based cell sorting.

· Do Regulatory T Cells Trigger Immunological Tolerance of HIV?: A study designed to test whether regulatory T cells suppress HIV-specific immune responses and to explore the role cytokines and cell surface molecules play in regulatory T cell-mediated suppression of HIV specific immune responses. 
	· HIV+

· VL consistently >5000 (for at least three straight visits)
	60cc blood draws every 1-3 months.  Enrollees whose viral load drops below 5,000 will generally be drawn for 3 subsequent visits
	Galit Alter

Marcus Altfeld

Daniel Kaufmann

Daniel Kavanagh
Mathias Lichterfeld

Sylvie Le Gall



	Aviremic Chronic Treated Cohort
	Control group for the Chronic Cohort
	· VL <50 for ( 6 months on stable HAART regimen
	60cc blood draws every 3 months.  
	Galit Alter

Sylvie Le Gall




For more information or to refer a patient, please contact:

Mary Johnston, RN, Coordinator at (617) 724-0070, 


 Kristin Moss, Research Assistant at (617) 726-7921,


Cory McMahon, Research Assistant at (617) 724-3230
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