Pediatric Advisory Committee Meeting

Tuesday, December 8, 2009

Hilton, WashingtonDC/Rockville Executive Meeting Center 

Plaza Ballroom, 1750 Rockville Pike

Rockville, Maryland, 20852


	8:00 a.m.
	Welcome and Introductory Remarks
	Marsha Rappley, MD, Chair
Dean, College of Human Medicine

Michigan State University

Doreen Kezer, MSN
Executive Secretary

Office of Science and Health Coordination

OC, FDA



	8:05 a.m.

 
	Agenda Overview 


	Dianne Murphy, MD, Director
Office of Pediatric Therapeutics

OC, FDA



	8:15 a.m.


	Zetia (ezetimibe)/Vytorin  (ezetimibe/simvastatin)
Aptivus (tipranavir)

Abbreviated Presentations
Opportunity for questions


	Judith Cope, MD, MPH, Medical Officer, 

Office of Pediatric Therapeutics
OC, FDA



	8:30 a.m.

8:50 a.m.

9:20 a.m.
9:30 a.m.

9:50 a.m.
10:15 a.m.

10:30 a.m.

10:45 a.m.
11:00 a.m.

11:15 a.m.
	Reyataz (atazanavir sulfate)

Standard Review of Adverse Events
Questions and Recommendation
Kaletra (topinavir/ritonavir)

Standard Review of Adverse Events
Questions and Recommendation

Pediatric Safety Reviews on HIV product
Argatroban (argatroban)

Standard Review of Adverse Events
Pharmacometrics-Based Design and Analysis of Pediatric Trials

Questions and Recommendation

Break

Introduction to CBER Products

Voluven (6% hydroxyethyl starch 130/0.4 in 0.9%  sodium chloride injection)
Standard Review of Adverse Events
Questions and Recommendation

Evicel (fibrin sealant (human)),
Standard Review of Adverse Events
Questions and Recommendation

Artiss (fibrin sealant (human)),
Standard Review of Adverse Events
Questions and Recommendation


	Alyson Karesh, MD, Medical Officer 

Pediatric & Maternal Health Staff, 

Office of New Drugs, CDER, FDA

Alyson Karesh, MD, Medical Officer 

Pediatric & Maternal Health Staff, 

Office of New Drugs, CDER, FDA

Linda Lewis, MD, Medical Officer 

Division of Anti-Viral Products

Office of New Drugs, CDER, FDA 

Alyson Karesh, MD, Medical Officer 

Pediatric & Maternal Health Staff, 

Office of New Drugs, CDER, FDA 

Joga Gobburu, PhD

Director, Division of Pharmacometrics

Office of Clinical Pharmacology

Office of Translational Sciences, CDER, FDA 

Nisha Jain, MD, Chief, Clinical Review Branch 

Office of Blood Research and Review,

CBER, FDA

Craig Zinderman, MD, MPH Medical Officer, 

Therapeutics and Blood Safety Branch
Office of Biostatistics and Epidemiology

CBER, FDA

Faith Barash, MD, MPH, Medical Officer
Therapeutics and Blood Safety Branch

Office of Biostatistics and Epidemiology

CBER, FDA

Faith Barash, MD, MPH, Medical Officer

Therapeutics and Blood Safety Branch

Office of Biostatistics and Epidemiology

CBER, FDA



	 11:30 a.m.


	Cancidas (caspofungin)

Standard Review of Adverse Events 

Questions and Recommendation
	Amy Taylor, MD, MHS Medical Officer
Pediatric and Maternal Health Staff, 

Office of New Drugs, CDER, FDA 



	12:00 p.m.


	Lunch


	

	1:00 p.m.


	Open Public Hearing


	

	2:00 p.m. 

2:30 p.m.

3:00 p.m.


	Ventolin HFA (albuterol)

Standard Review of Adverse Events
Questions and Recommendation
Orencia (abatacept)

Standard Review of Adverse Events
Questions and Recommendation

Humira (adalimumab)

Standard Review of Adverse Events
Questions and Recommendation


	Elizabeth Durmowicz, MD, Medical Officer 

Pediatric & Maternal Health Staff, 

Office of New Drugs, CDER, FDA

Elizabeth Durmowicz, MD, Medical Officer 

Pediatric & Maternal Health Staff, 

Office of New Drugs, CDER, FDA

Elizabeth Durmowicz, MD, Medical Officer 

Pediatric & Maternal Health Staff, 

Office of New Drugs, CDER, FDA



	3:30 p.m.

3:40 p.m.
3:45 p.m.

4:00 p.m.
4:10 p.m.

4:30 p.m.

4:45 p.m.
5:00 p.m.
5:15 p.m.
	Break

Atypical Anti-Psychotics Follow-up
Introduction   
Background and  Update on June 9-10, 2009 Psychopharmacological Drugs Advisory Committee Meeting
Update on Atypical Antipsychotics NICHD/NIH Working Group

Overview of November 18, 2009

NICHD/NIH Working Group Meeting

Atypical Antipsychotic Drugs Utilization Data in Children  
Clinical Summary of Pediatric Metabolic AERs Reports
Clarification Questions 
Abilify (aripiprazole)

Standard Review of Adverse Events

Questions and Recommendation

	Judith Cope, MD, MPH, Medical Officer
Office of Pediatric Therapeutics
OC, FDA

Mitchell Mathis, MD, Deputy Director
Division of Psychiatry Products, 
Office of New Drugs, CDER, FDA
Perdita Taylor-Zapata, MD

Medical Officer, NICHD, NIH

Julie Zito, PhD, Professor

University of Maryland

Member of NICHD Working Group

Laura Governale, PharmD, MBA
Team Leader, Division of Epidemiology

Office of Surveillance and Epidemiology, 

CDER, FDA

Judith Cope, MD, MPH, Medical Officer
Office of Pediatric Therapeutics
OC, FDA

Felicia Collins, MD, MPH, Medical Officer Pediatric and Maternal Health Staff, 
Office of New Drugs, CDER, FDA



	6:00 p.m.


	 Adjourn
	Marsha Rappley, MD, Chair
Dean, College of Human Medicine

Michigan State University



