Paris, 27 June 2008:

« Pediatrics, Quality of Life and Patient-Reported Outcomes: introduction to the methods and applications »
Objective

The evaluation of drugs for pediatric indications poses ethical, practical, and methodological challenges.  The pediatric regulations, which became effective in the European Union in January 2007, now require (except under certain conditions) sponsors to include in the requests for Market Authorization of new products or modifications of Market Authorizations, results of the studies undertaken in the pediatric population according to a Pediatric Plan of Investigation.

The evaluation of Patient Reported Outcomes and Parent Reported Outcomes during pediatric studies can be an important element in the development of a product.  The admissibility of these evaluations requires the choosing or developing questionnaires adapted according to the age of the patients. 

During this breakfast debate, you will have the opportunity to discuss the various approaches used when choosing PRO tools for children, from infant to adolescent, and illustrate the benefits of a PRO approach with examples garnered from our experience. 
Agenda

Chloë Brown, Mapi Values France: The importance of a Pediatric Development Plan. 

 

Linda Abetz, Mapi Values UK: “The Paediatric Research Puzzle:  Pieces, Pitfalls and Potential Solutions”;  (methodology to develop pediatric PRO tools).

 

Benoit Arnould, Carla Dias-Barbosa, Mapi Values France:  examples of product developments in pediatrics by patient and parent evaluations. 

 

Who should attend this debate?

 

Anyone who is involved in the clinical development and conception of clinical studies for products which will be used by children: 

·         Clinical project leaders

·         Outcomes Research project leaders

·         Statisticians
·         Medico-marketing project leaders

·         Directors of regulatory affairs

