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AGENDA

Anti-Infective Drugs Advisory Committee Meeting (67th)

Center for Drug Evaluation and Research, Food and Drug Administration

Holiday Inn, Silver Spring, MD

Wednesday, October 20, 1999

OPEN SESSION-Morning

Issue: 
Development of antimicrobial drugs for the treatment of catheter-related 


bloodstream infections. 
 8:00 a.m.
Call to Order 



William Craig, M.D., Chairman



Conflict of Interest Statement

Rhonda Stover, R.Ph., Executive Secretary

 8:10 a.m.
FDA Introduction


Gary Chikami, M.D., Director

                                                       


Division of Anti-Infective Drug Products,








Office of Drug Evaluation IV, FDA

 8:30 a.m.
FDA Presentation


David Ross, M.D.








Medical Officer








Division of Anti-Infective Drug Products,








Office of Drug Evaluation IV, FDA

9:00 a.m.
Open Public Hearing

9:30 a.m.
Break

9:45 a.m.     
Committee Discussion 

12:00 p.m. 
Lunch

Wednesday, October 20, 1999

OPEN SESSION-Afternoon

Questions for Committee Discussion

Issue: 
Development of antimicrobial drugs for the treatment of catheter-related 


bloodstream infections. 
1. With respect to the definition of the study population:

a) Is the weight given to fever as a clinical inclusion criterion scientifically appropriate?  If not, how could the clinical inclusion criteria be designed to ensure diagnostic specificity?

b) In which situations would an identical antibiogram suffice to demonstrate concordance and in which would PFGE be needed?

2. Given the importance of both clinical and microbiologic criteria in defining the study population and in determining efficacy, how should microbiologic outcomes be assessed?

AGENDA

Anti-Infective Drugs Advisory Committee Meeting (67th)

Center for Drug Evaluation and Research, Food and Drug Administration

Holiday Inn, Silver Spring, MD

Wednesday, October 20, 1999

OPEN SESSION-Afternoon

Issue: 
Levaquin( (levofloxacin), The R.W. Johnson Pharmaceutical Research Institute, 


for the treatment of community-acquired pneumonia due to penicillin-resistant 


Streptococcal pneumoniae. 
1:00 p.m.
Call to Order 



L. Barth Reller, M.D., Acting Chairman



Conflict of Interest Statement

Rhonda Stover, R.Ph., Executive Secretary

1:05 p.m.
Open Public Hearing 

1:35 p.m.    
FDA Introduction


Mark Goldberger, M.D., M.P.H.

Director, Division of Special Pathogen and Immunologic Drug Products, ODE IV, FDA

1:45 p.m.    
CDC Presentation


Cynthia Whitney, MD, MPH



“An Update on Drug-Resistant 
Medical Epidemiologist

S. pneumonaie”
Centers for Disease Control and 


Prevention (CDC)



2:10 p.m.
Sponsor Presentation

Introduction/Overview
Graham Burton, MD, Vice President Global Clinical Research and Regulatory Affairs

Microbiology Presentation
Karen Bush, PhD, 

Senior Research Fellow, Team Leader,  Antimicrobial Agents Team

Clinical Presentation
Michael Corrado, MD, President Advanced Biologics; former

Senior Director, Clinical Research Antimicrobial Agents, The R.W. Johnson Research Institute

3:45 p.m.
Break

4:00 p.m.    
FDA Presentation


Edward Cox MD, Medical Officer,

Division of Special Pathogen and Immunologic Drug Products, ODE IV, FDA

4:25 p.m.
Questions and Discussion

5:00 p.m.
ADJOURN

Wednesday, October 20, 1999

OPEN SESSION-Afternoon

Questions for Committee Discussion

Issue: 
Levaquin( (levofloxacin), The R.W. Johnson Pharmaceutical Research Institute, 


for the treatment of community-acquired pneumonia due to penicillin-resistant 


Streptococcal pneumoniae. 

1. Are the data sufficient to demonstrate that levofloxacin is safe and effective for the treatment of CAP due to PRSP?

a. If the answer is no, what additional data would be required?

b. If the answer is yes:

Are there any caveats about its use that you would recommend be included in the product labeling?

Should any mention of PISP be made in the “Indications and Usage” section?

2. Do you have any recommendations regarding Phase IV studies or data collection that the applicant should be requested to perform?

3. Do you have any recommendations for future clinical trials for this indication? Such recommendations might address but are not limited to the issues of the supportive value of isolates from other body sites and the usefulness of data from penicillin intermediate isolates.
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Anti-Infective Drugs Advisory Committee Meeting (67th)

Center for Drug Evaluation and Research, Food and Drug Administration

Holiday Inn, Silver Spring, MD

Thursday, October 21, 1999

OPEN SESSION

Issue: 
Avelox( (moxifloxacin), Bayer Corporation Pharmaceutical Division,
for the 


treatment of community-acquired pneumonia, acute bacterial exacerbations of 


chronic bronchitis, skin and skin structure infections, and acute sinusitis.


8:00 a.m.
Call to Order 



L. Barth Reller, M.D., Acting Chairman



Conflict of Interest Statement

Rhonda Stover, R.Ph., Executive Secretary

8:05 a.m.
FDA Introduction


Mark Goldberger, M.D., M.P.H.

Director, Division of Special Pathogen and Immunologic Drug Products, ODE IV, FDA

8:15 a.m.
Open Public Hearing 

8:45 a.m.
Sponsor Presentation


Introduction   



Carl Calcagni, R.Ph., Vice President, 







Regulatory Affairs, Bayer



Efficacy/Safety   


Deborah Church, M.D., Director, 








Anti-Infectives, Medical Affairs, Bayer



QT Background   


Joel Morganroth, M.D.

    






Clinical Professor of Medicine, 








University of Pennsylvania



QT Data   



Alan Hollister, M.D., Ph.D.,

    






Deputy Director, Clinical Pharmacology, Bayer



Risk/Benefit   



Stephen Zinner, M.D.

   






Charles S. Davidson Professor of Medicine,








Harvard Medical School

    






Chair, Department of Medicine, Mount Auburn








Hospital

10:45 a.m. 
Break

11:00 a.m. 
FDA presentation

Robert Temple, M.D.

Associate Director for Medical Policy  

Director, Office of Drug Evaluation I, FDA

11:30 a.m. 
Lunch

1:00 p.m.
FDA presentation 



Efficacy 



Andrea Meyerhoff, M.D., M.Sc., DTMH








Medical Officer, Division of Special Pathogen








and Immunologic Drug Products, ODE IV, FDA



Safety




Leonard Sacks, M.D.








Senior Staff Fellow, Division of Special Pathogen








and Immunologic Drug Products, ODE IV, FDA



Post Marketing Adverse Event 
Allen Brinker, M.D. 








Medical Officer, Division of Drug Risk









Evaluation I, FDA

2:30 p.m. 
Discussion and Questions

5:00 p.m. 
ADJOURN

Questions for Committee Discussion

Issue: 
Avelox( (moxifloxacin), Bayer Corporation Pharmaceutical Division,
for the 


treatment of community-acquired pneumonia, acute bacterial exacerbations of 


chronic bronchitis, skin and skin structure infections, and acute sinusitis.


1. Has moxifloxacin been shown to be safe and effective for the treatment of:

· Uncomplicated skin and skin structure infections

· Community acquired pneumonia

· Acute exacerbation of chronic bronchitis

· Acute maxillary sinusitis

a. If the answer is no for one or more indication, what additional information would be required?

b. If the answer is yes for any or all the indications, are there any caveats regarding its use that you would recommend be included in the product labeling? As part of your discussion of the community acquired pneumonia indication please address the applicant’s request that the “Indications and Usage” include PRSP.  Should you recommend inclusion of PRSP, should any mention also be made of PISP in this section?

2.  If the answer to question 1 is yes for one or more indications do you believe that the labeling proposed by the firm regarding the prolongation of the Q-T interval produced by moxifloxacin is adequate? If not what modifications would you suggest?

3. If moxifloxacin is approved, do you have any recommendations regarding Phase IV studies or data collection that the applicant should be requested to perform?

4. Do you have any recommendations regarding the parameters both qualitative and quantitative that may be most useful in assessing the significance of Q-T prolongation caused by anti-infective products? 

