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Meet our Committees
Pharmacokinetics Special Emphasis Panel
Chair: Thomas Lodise

The organizational structure of the ARLG features Scientific
Subcommittees devoted to four priority areas: Gram-negative bacterial
Infections, Antimicrobial Stewardship and Infection Prevention, Gram-
positive bacterial Infections, and Diagnostics and Devices plus three “
Special Emphasis Panels (SEPs) (Special Populations, Pediatrics, and |
Pharmacokinetics) and a Mentoring Core. The key functions of \ F
Subcommittees and SEPs are reviewing proposals, assigning scientific merit ~ Dr- Thomas Lodise
scores, and serving as a resource in prioritizing the scientific agenda. The goal of the
pharmacokinetics SEP is to identify pharmacologic strategies that optimize the utility of existing
antibacterials by enhancing efficacy, reducing toxicity, and/or minimizing emergence of
resistance identified by the CDC, FDA, and NIH as one of the priorities to combat antibacterial
resistance. There is tremendous potential for reducing antibacterial pressure by developing
regimens that are both effective and minimize emergence of resistance.

Committee Member Institution
Thomas Lodise (Chair) Albany College of Pharmacy and Health Sciences
David Andes University of Wisconsin School of Medicine and Public Health
Michael Cohen-Wolkowiez | Duke University
Michael Neely University of Southern California
Manjunath Pai Albany College of Pharmacy and Health Sciences
Susan Rosenkranz Harvard University
Brian Tsuji University of Buffalo
David Nicolau Hartford Hospital Center for Anti-Infective Research and
Development
Joseph Rybak Wayne State University
@ EDRDDFUG ARLG Project Spotlight
PROOF

Phase | Study to Evaluate Pharmacokinetics, Pharmacodynamics and
Safety/Tolerability of Two Dosing Regimens of Oral Fosfomycin
Tromethamine in Healthy Adult Participants (PROOF)

Principal Investigator: Keith Rodvold, PharmD

Treatment of cUTI in 2015 is challenging for a number of reasons including
the potential risk of resistant gram-negative bacteria (e.g., ESBL-
producing E. coli and Klebsiella pneumoniae). Fosfomycin tromethamine
is currently approved by the U.S. FDA and is considered first-line for the treatment of
uncomplicated cystitis as a one-time oral dose of 3 grams. In addition to this indication,
fosfomycin is frequently utilized in the clinical arena for the treatment of complicated
urinary tract infections and prostatitis, amongst other disease states.

Dr. Keith Rodvold
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The primary objectives of this project are 1) to assess the safety and tolerability of two different dosing
regimens of oral fosfomycin tromethamine in healthy adults; and 2) to evaluate the steady-state
pharmacokinetics and pharmacodynamics of the two different oral dosing regimens. To accomplish this PROOF is
designed as a randomized, two-way crossover trial involving up to 24 randomized participants with an
anticipated drop-out rate no higher than 25% to give a total of 18 evaluable healthy adult participants.

2015 Awards and Achievements

John Bartlett, MD
4th C. Everett Koop Public Health Leadership Award

Robert Bonomo, MD
Harrington Scholar-Innovators Award 2015

Scott Evans
Mosteller Statistician of the Year 2015

Robert Bonomo, MD
Nominated to serve as the chair for the Infectious Disease Society of America (IDSA) Committee for Practice
Guidelines for the Diagnosis and Management of Complicated Intra-abdominal Infections in Adults and Children. 2015

Robert A. Bonomo, MD
Nomination by the IDSA for membership on the Patient-Centered Outcomes Research Institute (PCORI) Advisory

Panel on Assessment of Prevention, Diagnosis, and Treatment Options. 2015
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