DIA/FDA Symposium

Title:
QT Issues in Drug Development the evolving science, practical issues, and regulatory implications

Date(s) And Time(s):
Apr 11 2007 8:00AM - Apr 13 2007 5:00PM

Location:
Washington Marriott Hotel 
1221 22nd Street NW 
Washington, DC 20037-1294 

Interest Area(s):
Clinical Research and Development, RA/Policy/Drug or Device Approval/GRP, Non-clinical Safety&Efficacy/Toxicology, Clinical Safety/Pharmacovigilance, Clinical Laboratory Data, Devices

Overview:
Co-sponsored by 
FDA 
Heart Rhythm Society
 
Call for Abstracts and First Announcement

This program will bring together a faculty of regulatory, industry, and scientific leaders in the field to explore and discuss the evolving science surrounding drug development and cardiac repolarization. The meeting will focus on the current state of the art, new directions that can meaningfully impact the development of pharmaceutical agents, and practical challenges and possible solutions. Specific areas of concentration will include:

    QT study design and analyses

       the use of new methodologies including concentration-effect modeling

    approaches to QT evaluation in Phase 3 when there is a QT signal

    QT assessment in patient populations when healthy volunteers cannot be studies

    QT assessment of biologic compounds

    regulatory implications

    special session on the science and clinical ramifications of QT shortening

There will be ample time for audience discussion, participation, and interaction with faculty.

 

Suggested Abstract Topics

The following areas are solicited for oral abstract presentation.

Evolving Science of QT Assessment

      The use of preclinical data to predict clinical QT effects – experience from well defined data bases
      QT measurement methodology

      Automatic QT measurement compared to manual or semi-automatic approaches

      Studies examining non-pharmacologic active controls

      QT concentration-effect modeling

      QA/QC issues in QT measurement

      Statistical issues to analyzing QT data

      Isolated heart rate effects on QTc assessment

Clinical assessment of proarrhythmia risk:

      Post-marketing assessment of proarrhythmia risk
      Epidemiologic approaches to measuring proarrhythmia risk

      Advanced techniques to assess postmarketing proarrhythmia risk

      Assessment of the background incidence of non-drug induced torsade de pointes

      QT assessment in patients

      New ECG methodologies/markers for assessing proarrhythmia risk

In lieu of the standard 300 word abstract, 4-5 draft PowerPoint slides of the key points and supporting data should be sent by email to Rachel.Villareal@diahome.org by February 15, 2007 in order to be considered for presentation. All presenters will be listed in the final program.


Learning Objectives:
      Discuss how preclinical data can be used to assist in internal clinical decision making

      Describe the practical challenges in assessing QT prolongation in specific situations

      Learn the preclinical mechanisms and clinical ramifications of QT Interval Shortening

      Identify the statistical approaches to QT assessment

      Explain the regulatory implications of the ICH E4 Guidance

      Describe the Critical Pathway and Cardiac Safety Consortium efforts


Target Audience:
This program will benefit the following individuals:

      Academic scientists

      Industry management

      Clinical project physicians

      Quality assurance directors

      Preclinical/discovery scientists

      Managers dealing with electrocardiographic safety data

      ECG lab and equipment vendors

      Regulatory specialists

      Operational personnel responsible for safety assessment


Event Code:
07009

Contact Information:
For further information, contact

Rachel Villareal, Program Developer
Phone +1.215.442.6131

Fax +1.215.293.5904

Rachel.Villareal@diahome.org


Program Committee:

Program Chair(s)
· Philip T. Sager, MD, Executime Director, CV Research, AstraZeneca LP
United States

Program Committee(s)
· Norman Stockbridge, MD, PhD, Director, Div. of Cardiovascular & Renal Products, ODE, CDER, FDA
United States 

· Peter R. Kowey, MD, Chief of Cardiology, Main Line Health System, Prof. of Med. Clin. Pharmacology, Jefferson Medical College
United States

Continuing Education:
	Introduction to QT Issues in Drug Development

	
	Date & Time:
Wednesday, Apr 11 2007 1:30PM - 5:00PM

Instructor(s):
Marilyn A. Agin, PhD, MS
Associate Director
Pfizer, Inc.
United States

Description:
The effects of drugs on ventricular repolarization have been recognized for several decades. Even though prolongation of the QT/QTc interval is an imperfect biomarker for the potentially fatal ventricular tachycardia known as torsade de pointes, it is the primary outcome in healthy volunteers used to determine the level of electrocardiogram monitoring required in Phase III studies and to predict arrhythmia liability in patients. This tutorial will provide the attendees with the resources and information necessary to understand relevant concepts in the collection, analysis and interpretation of ECG parameters in their own clinical trials and to learn of the most recent developments in clinical interpretation of QT/QTc prolongation. This tutorial will be flexible, tailored to the specific audience taking the course. The course will be enhanced with case studies and class discussions. This tutorial is designed for anyone who works with ECG data from clinical trials, especially clinicians, clinical writers, clinical data managers, statisticians and clinical pharmacologists/pharmacokineticists.

Learning Objectives:
At the conclusion of this tutorial, attendees should be able to:

      Understand basic concepts related to the collection, analysis and interpretation of clinical ECG data such as the relationship between heart rate and other ECG parameters, taking into consideration the effect of study design and conduct on these parameters.

      Identify relevant clinical, technological and statistical issues in the assessment of QT/QTc prolongation in clinical trials.

      Be able to design, conduct, analyze and interpret data from a ‘thorough QT/QTc study.’

      Identify important issues in developing research strategies for ECG assessment in clinical trials that will meet current regulatory expectations for new drug submissions, especially with respect to the timing and outcome of the ‘thorough QT/QTc study.’



Travel:

TRAVEL AND HOTEL The most convenient airport is Reagan National Airport and attendees should make airline reservations as early as possible to ensure availability. The Washington Marriott Hotel is holding a block of rooms at the reduced rate below until March 20, 2007, for the DIA event attendees. Room availability at this rate is guaranteed only until this date or until the block is filled.

Single $261           Double $261
Please contact the Washington Marriott Hotel by telephone at +1-800-228-9290 or +1-202-872-1500 and mention the DIA event. The hotel is located at 1221 22nd Street NW, Washington, DC 20037, USA.
UNITED AIRLINES & US AIRWAYS
Save through Area Pricing and Discount Fees

To obtain schedule information and the best fares, call United Airlines’s Specialized Meeting Reservations Center at 1-800-521-4041. Make sure you refer to Meeting ID Number 571AK. Dedicated reservationists are on duty 7 days a week from 8:00 AM to 10:00 PM EST. 
This special offer applies to travel on domestic segments of all United Airlines, United Express, PED, and United code share flights (UA*, operated by US Airways, US Airways Express and Air Canada). 

Participants with Disabilities 
DIA event facilities and overnight accommodations are accessible to persons with disabilities. Services will be made available to sensory-impaired persons attending the event if requested at least 15 days prior to event. Contact the DIA office to indicate your needs.
Registration:

Meeting
	Registration Fees

	Charitable Nonprofit/Acad
	$400.00

	Standard
	$890.00

	Government (Full Time)
	$150.00




Additional Offerings:
	Registration Fees

	Introduction to QT Issues in Drug Development - Standard Rate
	$375.00
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