	2004 FDA/Industry Workshop

	Tuesday, September 21, 2004



	8:30 am – 12:00 pm

Cotillion North
Cotillion South
	Short Course #1                                           Cotillion North
Communicating with FDA statistical reviewers: developing guidance describing documentation of analyses and datasets

D. Christiansen and S. Wilson (FDA)


	Short Course #2                                                        Cotillion South
Analysis of multivariate failure time data

D. Lin (UNC-Chapel Hill)

	12:00 – 1:30
	Lunch (on your own)


	1:30 – 5:00 pm

Cotillion North
Cotillion South
	Short Course #3                                         Cotillion North
Bayesian approaches for clinical trial design and analysis

B. Carlin (University of Minnesota)


	Short Course #4                                                       Cotillion South
Multiple imputation for missing data in clinical trials

R. Little (Univ. Michigan)

	Wednesday, September 22, 2004



	7:30 – 8:30 am

Cotillion Foyer
	Continental Breakfast                                

	8:30 – 8:45 am
	Welcome and Opening Remarks


	8:45 – 10:15 am

Cotillion Ballroom
	General Session  1                                        
The Agency’s “Critical Path Initiative” and the statistician’s role in evaluating the safety of new drug products

Co-Chairs: 
G. Rochester (FDA) 



S. Wilson (FDA) 

Speakers:
J. Woodcock (FDA)



R. O’Neill (FDA)



	10:15 – 10:45 am

Cotillion Foyer
	Refreshment Break                                      

	Wednesday, September 22, 2004


	10:45 am – 12:15 pm

Cotillion Ballroom
	General Session  2

Flexible trials designs: rationale, approaches and controversies 

Co-Chairs;
L. Meyerson (Biogen Idec) 


T. Irony (FDA)
Speakers: 
D. Berry (MD Anderson) 


G. Lan (Aventis)


S. Ellenberg (FDA)



	12:15 – 1:45 pm

TBD
	Luncheon Roundtables (please find your assigned table)


	1:45 – 3:15 pm

Cotillion Ballroom
	General Session 3
Non-inferiority trials: what are our experiences?

Co-Chairs: 
W. Zhao (Fujisawa) 


J. Hung (FDA)

Speakers: 
S. Wang (FDA) 


G. Koch (UNC) 


B. Wiens (Amgen)



	3:15 – 3:45 am

Cotillion Foyer
	Refreshment Break




	ASA Biopharmaceutical Section

2004 FDA/Industry Workshop

	Wednesday, September 22, 2004


	3:45 – 5:15 pm

Cotillion Ballroom
	General Session 4

Quantifying the relationship of risk and benefit


Chair:

L. Meyerson (Biogen Idec) 

Speakers: 
T. Permutt (FDA)



Dave Bristol 



Reed Johnson (RTI)


	Thursday, September 23, 2004



	7:30 – 8:30 am

Cotillion Foyer
	Continental Breakfast



	8:30 – 10:15 am

Cotillion North 
Cotillion South

Wilson
	Parallel  Session 1             Cotillion  North
Gate-keeping strategy, co-primary endpoints & secondary endpoints

Co-Chairs: 

T. Capizzi (Merck)



M. Huque (FDA)

Speakers: 

H. Quan (Merck)


    

A. Dmitrienko (Lilly)

                  


M. Huque (FDA)
Discussant: 
Gary Koch (UNC)


	Parallel Session 2                  Cotillion South
Evolving data standards: implications for statistical analysis and review 

Co-Chairs: 
B. Schwab (J&J)


S. Wilson (FDA)
Speakers: 
S. Ruberg (Lilly)


W. Qubeck (Pfizer)


S. Wilson (FDA)


	Parallel Session 3                      Wilson
Statistical approaches to nonrandomized controls in clinical studies

Co-Chairs: 
Ken Koury (S-P), 


Greg Campbell (FDA)
Speakers: 
C. Frangakis (JHU) 


K. Koury & J. Gogate (S-P)

L. Yue (FDA) 



	10:15 – 10:45 am

Cotillion Foyer
	Refreshment Break



	ASA Biopharmaceutical Section
2004 FDA/Industry Workshop

	Thursday, September 23, 2004



	10:45am – 12:15 pm

Cotillion North 

Cotillion South

Wilson
	Parallel Session 4                Cotillion North
Missing data: are we dealing with the real problem?

Co-Chairs:
S. Ho (GSK), 


C. Anello (FDA)
Speakers: 
P. Lane (GSK)


D. Scharfstein (JHU)


J. Hung (FDA)


	Parallel Session 5                     Cotillion South
Issues in phase IV. post-marketing and promotion 

Co-Chairs: 
G. Aras (Amgen)


L. Kammerman (FDA)
Speakers: 
L. Frank (FDA) 


M. Bear & J. Whitmore (Amgen) 


D. Fife (J&J)

 
	Parallel Session 6                        Wilson
Statistical tools for accelerating drug development

Co-Chairs: 
R. Helms (Rho)



J. Schindler (Wyeth)
Speakers:

R. Helms (Rho)



J. Schindler (Wyeth)

Discussant:

R.O’Neill (FDA)



	12:15 – 1:30 pm
	Lunch (on your own)


	1:30 – 3:00 pm

Cotillion North

Cotillion South

Wilson
	Parallel Session 7                Cotillion North
FDA/Industry symposium on clinical pharmacogenomics/proteomics


Co-Chairs: 
P. McAllister (GSK) 


J. Roayaei (FDA)

Speakers: 
P. McAllister, et. al (GSK)


J. Roayaei & G. Penello (FDA)


L. McShane (NCI)


	Parallel Session 8                    Cotillion South
Advisory committees & regulatory review 

Co-Chairs: 
S. Wilson (FDA)


P. Lachenbruch (FDA)


Speakers: 
Jessica Kim (FDA)

Joy Mele (FDA)

Susan Duke (GSK)

Discussant:
R. Harkins (Otsuka)


	Parallel Session 9                        Wilson
Surrogate markers in drug development

Co-Chairs: 
C. Chen (Merck) 


A. Chakravarty (FDA)

Speakers: 
M. Buyse (IDDI) 


A. Chakravarty (FDA) 


S. Baker (NCI)



	3:00 – 3:30 pm

Cotillion Foyer
	Break (On your own)


	ASA Biopharmaceutical Section
2004 FDA/Industry Workshop

	Thursday, September 23, 2004



	Birds-of-a-Feather Sessions -- Special Topic/Interest Focus Groups



	3:30 – 5:00 pm 
Cotillion North 
Cotillion South 

Wilson 
	 BOAF Session 1                 Cotillion North
Statistical issues in orphan diseases

Organizer:

J. Wittes (Statistics Collaborative)

Invited

Participants:

D. Clissold (Hyman, Phelps & McNamara)


Z. Yu (Statistics Collaborative)



B. Zhen (FDA)



J. Herson (Westat)



	BOAF Session 2                       Cotillion South
Clinical/non-clinical statistical synergy: a pathway towards the desired state of pharmaceutical quality

Organizers: 
D. Christopher (S-P)


Y. Tsong (FDA)

Invited

Participants:
H. Strickland (GSK)


R. Uppoor (FDA)


	BOAF Session 3                          Wilson 
Dynamic randomization

Organizer:
L. Kaiser (Genentech)

Invited 

Participants:
A. Bajamonde (Genentech)


M. Buyse (IDDI)


S. Grosser (FDA)


J. Smith (Pharmacyclics)


· Please note - Statisticians in Animal Biologics with David Siev, Biometrics Section Leader, Center for Veterinary Biologics, USDA will meet in the Cotillion Ballroom, Wednesday, September 22 from 5:30 – 7:00 pm
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