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Background

Research and development of new antibacterial drugs has slowed. The prevalence of antibacterial resistance is
rising, creating an urgent unmet public health concern. The goal of the 2-day workshop is to understand the
challenges and develop potential solutions to facilitate drug development for treatment of patients with unmet
need (i.e. patients with bacterial infections who have limited or no options for treatment).

The first day of the workshop will discuss approaches to facilitate drug development for areas of unmet need
(e.g., more limited development programs). On the second day of the workshop we will focus on issues in
clinical trial design for developing antibacterial drugs for treating patients with hospital-acquired or ventilator-
associated bacterial pneumonia (HABP/VABP).




Thursday October 11, 2012
9:00 am—4:00 pm

Teleconference: 1-888-450-5996; Passcode: 382825

Day 1: Exploring a new paradigm for antibacterial drug development in

areas of unmet need

Goal: To define potential pathways for development of antibacterial drugs to address unmet medical
need; to consider alternative sources of data to allow for assessment of risks and benefits; and
to describe acceptable residual levels of uncertainty for treatments to fulfill unmet need.

8:30 -9:00 am Continental breakfast
9:00-9:10 am Welcome, introductions, and review of workshop goals
Session 1: The existing paradigm and the need for urgent action in antibacterial drug
9:10-9:55 am development

Presentations: Edward Cox, John Bartlett, Emil Lesho
Session 2: Targeted smaller development programs: Ideas on trial designs for bacterial
9:55 -10:45 am infectious diseases in areas of unmet need

Presentations: Charlene Reed, Kathryn O'Connell, John Rex, Vance Fowler
10:45-11:00 Break

Session 2 Cont.:

11:00 am-Noon

Targeted smaller development programs: Ideas on trial designs for bacterial
infectious diseases in areas of unmet need

Moderated discussion led by Robert Califf

Noon-12:45 pm

Lunch

Session 3: Innovative approaches to clinical trial design and data analyses
12:45-2:00 pm

Presentations: Edward Cox, Lisa LaVange

Moderated discussion led by Robert Califf, Lisa LaVange, Edward Cox
2:00-2:15 pm Break
Session 4. Identifying potential solutions to development of drugs for unmet need
2:15-3:45 pm

Moderated discussion led by Robert Califf, Edward Cox

Panel: John Rex, John Bartlett, Deborah Collyar, Robert Guidos, Joseph Toerner
3:45-4:00 pm Summary and next steps




Friday October 12, 2012
9:00 a.m. — 2:45 p.m.

Teleconference: 1-888-450-5996; Passcode: 382825

Day 2: Issues in Clinical Trial Design for Drug Development to Treat
Patients with Hospital-Acquired and Ventilator-Associated Bacterial

Pneumonia (HABP/VABP)

Goal: To outline current and possible future approaches to antibacterial drug development for
hospital-acquired and ventilator-associated bacterial pneumonia.

8:30-9:00 am Continental breakfast
9:00-9:05 am Welcome and introductions
Session 1: Review of HABP/VABP guidance and current approach
9:05-9:20 am
Presentation: Joseph Toerner
Session 2: Endpoints in HABP/VABP clinical trials
9:20-10:35 am

Presentations: John Powers, Richard Wunderink, George Talbot,
Philippe Prokocimer

10:35-10:45 am

Break

Session 2 Cont.:

10:45-12:15pm

Endpoints in HABP/VABP clinical trials

Moderated discussion led by Robert Califf, Edward Cox

12:15-1:00 pm Lunch
Session 3: Operational efficiency and design of HABP/VABP clinical trials
1:00-2:30pm
Presentation: Charles Knirsch
Moderated discussion led by Robert Califf, Edward Cox
2:30-2:45 pm Summary and next steps
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