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Wednesday, October 20, 2004

	7:00 am – 8:15 am
	REGISTRATION AND CONTINENTAL BREAKFAST

	
	

	8:15 am – 8:30 am
	WELCOME AND INTRODUCTION

	
	Walter Offen, PhD, Eli Lilly & Company

	
	

	8:30 am – 10:00 am
	MULTIPLE CO-PRIMARY ENDPOINTS: SETTING THE STAGE

	
	

	
	Chairs:
Peter A. Lachenbruch, PhD, FDA

	
	
Will Dere, MD, Amgen Inc.

	
	

	
	Speakers:
Robert T. O’Neill, PhD, FDA

	
	
Academic Speaker, TBD

	
	
Steve Snapinn, PhD, Amgen Inc.

	
	

	10:00 am – 10:30 am
	REFRESHMENT BREAK


Wednesday, October 20, 2004 (continued)
	10:30 am – 12:00 pm
	BREAKOUT SESSIONS

	
	

	
	Session A:
Neurological/Psychiatric Diseases – Co-Primary Endpoints Typically Assessed At Fixed Point In Time

	
	

	
	Organizer:
Armando Oliva, MD, FDA

	
	

	
	Chairs:
Michael Detke, MD, PhD, Eli Lilly and Company

	
	
Russell Katz, MD, FDA

	
	
Kun Jin, PhD, FDA

	
	
Alex Boddy, PhD, Sanofi-Synthelabo Inc.

	
	

	
	Diseases:

	
	
Migraine

	
	
Acute Pain

	
	
Alzheimer’s Disease

	
	
Sleep Disorders

	
	
Psychosis of Alzheimer’s Disease

	
	

	
	Session B:
Other Diseases (Not Neurological or Psychiatric) – Co-Primary Endpoints Typically Assessed At Fixed Point In Time; Includes Reported And Measured Endpoints

	
	

	
	Organizer:
Stephen Eckert, PhD, Pfizer Inc

	
	

	
	

	
	Chairs:
Mark Hirsch, MD, FDA

	
	
Kate Meaker, MS, FDA

	
	
Will Dere, MD, Amgen Inc.

	
	
Stephen Eckert, PhD, Pfizer Inc

	
	

	
	Diseases:
Rheumatoid Arthritis

	
	
Osteoarthritis

	
	
Asthma, COPD

	
	
Erectile Dysfunction

	
	
Skin Aging

	
	
Menopausal Symptoms

	
	
Fracture Healing

	
	
Acne

	
	
Male Pattern Baldness

	
	
Glaucoma

	
	
Ophthalmology—dry eye

	
	
Hepatitis B

	
	
Vaginal Atrophy

	
	
Organ Transplantation

	
	
Primary Biliary Cirrhosis

	
	
BPH

	
	
Fibromyalgia

	
	
Low Back Pain


Wednesday, October 20, 2004 (continued)
	
	Session C:

	
	Best Practices and Hurdles for Establishing Efficacy with Composite, Time-to-Event Endpoints.

	
	

	
	Organizer:
Michael Brown, PhD, Pfizer Inc

	
	

	
	

	
	Chairs:
Norman Stockbridge, MD, PhD, FDA

	
	
H.M. James Hung, PhD, FDA

	
	
Steven W. Ryder, MD, FACP, Pfizer Inc

	
	
Michael Brown, PhD, Pfizer Inc

	
	

	
	Diseases:
Cardiovascular, Oncology, Renal

	
	

	
	

	
	Summary:
The focus of this breakout discussion will be on the issues and best practices when using composite endpoints (a single event made up of components which are different event types) in specific disease areas. We will use examples from cardiovascular disease, oncology and renal disease to discuss how a composite endpoint and its individual components can be used to establish efficacy of a compound in these areas. We will attempt to generally describe the considerations necessary when using a composite endpoint.

	
	

	
	Session D:
Vaccines

	
	

	
	Organizer:
Sang Ahnn, PhD, FDA

	
	

	
	Chairs:
Sang Ahnn, PhD, FDA

	
	
Joe Heyse, PhD, Merck & Co., Inc.

	
	
Patricia Rohan, MD, FDA

	
	
Jeffrey Silber, MD,Merck Research Laboratories

	
	Ivan Chan, MD, Merck Research Laboratories

	
	

	
	Diseases:
Pneumococcal disease

	
	
Influenza

	
	
Measles/Mumps/Rubella/Varicella

	
	
HIV/AIDS

	
	Zoster/PHN

	
	

	12:00 pm – 1:00 pm
	LUNCHEON

	
	

	1:00 pm – 2:00 pm
	BREAKOUT GROUPS REPORT BACK TO FULL WORKSHOP

	
	

	
	Chairs:
Laura Meyerson, PhD, Biogen IDEC, Inc.

	
	
Armando Oliva, MD, FDA


Wednesday, October 20, 2004 (continued)
	2:00 pm – 3:30 pm
	STATISTICAL APPROACHES TO MULTIPLE CO-PRIMARY ENDPOINTS

	
	

	
	Chairs:
Christy Chuang-Stein, PhD, Pfizer Inc

	
	
Robert T. O’Neill, PhD, FDA

	
	

	
	Speakers:
Alex Dmitrienko, PhD, Eli Lilly & Company

	
	
Mohammad Huque, PhD, FDA

	
	
Simon Day, BSc, Medicines and Health Products Regulatory Agency (MHRA)

	
	

	
	Summary:
This session will discuss statistical approaches to handle multiple co-primary endpoints when the use of multiple co-primary endpoints is necessary. Presentations will focus on interpretations and be kept at a high level. The impact of the approaches on the study designs will also be covered. In addition, the session will give an update on the progress made by an industry-wide multiple disciplinary expert team that has been chartered to address the clinical and statistical challenges of multiple endpoints.

	
	

	3:30 pm – 4:00 pm
	REFRESHMENT BREAK

	
	

	4:00 pm – 5:30 pm
	STUDY DESIGN STRATEGIES FOR THE INCORPORATION OF IMPORTANT SECONDARY ENDPOINTS INTO THE PRODUCT LABEL 

	
	

	
	Chairs:
Kati Copley-Merriman, MS, MBA, Pfizer Inc

	
	
Laurie Burke, RPh, MPH, FDA

	
	

	
	Speakers:
Sharon Hertz, MD, FDA

	
	
Jay Pearson, PhD, Merck & Co., Inc.

	
	

	
	Discussant:
Bob Temple, MD, FDA

	
	

	
	Summary:
The session will focus on practical issues one should consider at the trial design stage to support the intent of submitting important secondary endpoints for possible incorporation in the product label. Here, secondary endpoints include both measured and reported endpoints. The session will examine the selection of secondary endpoints as well as current labeling practice concerning secondary endpoints. This session will also discuss how a labeling strategy regarding secondary endpoints can be implemented consistently across review divisions with CDER/FDA.

	
	

	5:30 pm – 7:00 pm
	RECEPTION


Thursday, October 21, 2004

	7:00 am – 8:15 am
	REGISTRATION/CONTINENTAL BREAKFAST

	
	

	8:15 am – 8:45 am
	ENDPOINT COMBINATIONS REPORTED IN THE CLINICAL STUDIES SECTION OF PRODUCT LABELS

	
	

	
	Chairs:
Kati Copley-Merriman, MS, MBA, Pfizer Inc

	
	
Laurie Burke, RPh, MPH, FDA

	
	

	
	Speaker:
Richard Willke, PhD, Pfizer Inc

	
	

	
	Summary:
This session will examine endpoint combinations reported in the clinical studies sections of labels of 215 new drugs approved by the FDA from 1997-2002, as divided into 3 primary categories: patient-reported endpoints (PROs, those primarily based on a subjective report by the patient), clinician-reported outcomes (CROs, those observed primarily by the physician and/or requiring the interpretation of a physician) and laboratory and device measurements (those based primarily on highly objective measures, typically done by machine). There was considerable variation in endpoint usage across therapeutic category; this variation and the patterns observed will be discussed in some detail.

	
	

	8:45 am – 10:00 am
	ANALYSIS STRATEGIES AND APPROACHES FOR MULTIPLE SECONDARY ENDPOINTS 

	
	

	
	Chairs:
Joe Heyse, PhD, Merck & Co., Inc.

	
	
Chuck Anello, PhD, FDA

	
	

	
	Speakers:
Joe Heyse, PhD, Merck & Co., Inc.

	
	
Marcia Testa, Harvard University

	
	

	10:00 am – 10:30 am
	REFRESHMENT BREAK

	
	

	10:30 am – 12:00 pm
	PANEL DISCUSSION

	
	

	
	Chairs:
Frank Rockhold, PhD, GlaxoSmithKline

	
	
Armando Oliva, MD, FDA


Thursday, October 21, 2004 (continued)
	10:30 am – 12:00 pm
	PANEL DISCUSSION

	
	

	
	Panelists:
Bob Temple, MD, FDA

	
	
Harry A. Guess, MD, PhD, University of North Carolina

	
	
David Wheadon, MD, GlaxoSmithKline

	
	
Greg Enas, PhD, Eli Lilly & Company

	
	
Simon Day, BSc, Medicines and Health Products Regulatory Agency (MHRA) 

	
	

	
	Summary: :
This session will be an opportunity to discuss issues covered in this workshop, with focus on principles, rather than specific strategy going forward  Panelists included are from Regulatory Agencies, Academia, and Industry.  There will be two very short presentations followed by a few questions from the chair to all panelist followed by an open audience Q&A with the panel.  How do we interpret the results of secondary analyses to complement our understanding of efficacy and safety of a new intervention without placing unreasonable expectations on the clinical trial? Is it useful to provide as much information on the important secondary endpoints as possible in the label without inflating the false positive rate.  How can we pull in clinical, statistical, health outcome research, regulatory, and marketing expertise to join force to accomplish the above common goals? Issues addressed will be based on the intent of the workshop as well as those emerging from various workshop sessions.

	
	

	12:00 pm – 12:30 pm
	NEXT STEPS 

	
	

	
	Chairs:
Robert T. O’Neill, PhD, FDA

	
	
Walter Offen, PhD, Eli Lilly and Company

	
	

	
	Discussants:
Steven W. Ryder, MD, FACP, Pfizer Inc

	
	
John K. Jenkins, MD, FDA

	
	

	12:30 pm – 12:35 pm
	CONCLUDING REMARKS/ADJOURN
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