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	Abstract:
	Enteric diseases represent one of the greatest threats to childhood health in developing parts of the world.  Development of vaccines against the diarrhea-causing agents has been slow or stalled due to a number of reasons, including lack of coordinated efforts to identify ways to accelerate vaccine production and testing.  This proposal is responsive to two categories of the FY 2004 NVPO Unmet Needs priorities: vaccine supply and future vaccines. Funding is requested to provide partial support for a workshop to bring together an interest group with a wide range of expertise including microbial pathogenesis, immunology, vaccinology, regulatory affairs, manufacturing, clinical studies and the pharmaceutical industry to address the challenges of developing diarrheal vaccines for young children.  The outcome of this focused workshop is a holistic strategy for overcoming obstacles to take promising vaccine candidates through clinical trial as part of the realization of effective vaccines for pediatric use in the developing world.

	Specific aims:
	(Review the status of existing vaccine candidates against the major diarrhea-causing pathogens: rotavirus, enterotoxigenic Escherichia coli, Salmonella typhi, Shigella spp., Vibrio cholerae and Campylobacter spp.

(Identify obstacles and knowledge gaps that impede progress of current       vaccines

(Evaluate current vaccines as possible components in a combined vaccine approach and as vectors for multiagent vaccines

(Develop recommendations to guide future research 

	Background:
	Diarrheal diseases are estimated to cause 4-6 million deaths worldwide each year, with young children in developing countries bearing the greatest burden.  Vaccines against the major disease agents listed above represent one of the greatest hopes to the improvement of childhood health in endemic parts of the world.  However, despite the need, there are few licensed vaccines available, and current vaccine candidates are still in early stages of development.

The Institute for One World Health, a non-profit drug development company that has received funding from the Bill and Melinda Gates Foundation, has been collaborating with the NIAID Enteric and Hepatic Diseases Branch (EHDB) to develop the agenda for the workshop, and has submitted an application to the Gates Foundation for partial support of this meeting.  The Gates Foundation has indicated interest in the meeting, and discussions are on going.


	Study design/Plan:
	The workshop is planned for the March-May 2004 timeframe and will take place over two days.  It is intended to bring together a small, focused group of approximately 30-35 participants (25 invited experts plus 5-10 NIAID staff). It is anticipated that the workshop will be held at a hotel in the Washington DC area and that all the participants will be housed at the workshop site in order to maximize time available for workshop participation.  The cost for room and board, and for developing and printing the proceedings, will be covered by funds to be requested from the Bill and Melinda Gates Foundation. 

The workshop will begin with presentations by a panel of keynote speakers who will share their experiences and define the challenges.  The group will then break out into topic discussion groups, to be led by an assigned topic leader.  The topic leaders will be asked to prepare a discussion agenda for their respective groups prior to convening of the workshop.  Proceedings of the workshop will be recorded and a report will be generated.

A draft of the proposed meeting agenda includes the following sessions: General Considerations for Producing Vaccines Against Diarrheal Diseases; Panel Discussions (vaccine status, vaccine delivery, immunologiocal considerations, business and regulatory issues for development of a vaccine product, clinical trials issues, and implementation issues), and Strategy Consolidation (reports/recommendations). Probable participants will include individuals from academia, international institutes, and several government agencies (FDA, NIH, WRAIR, etc.). Representatives from the following sectors will be included: manufacturing, regulatory, vaccine development, and several international organizations.

It is projected that the workshop report will serve as a platform for an NIAID/DMID/EHDB funding initiative in the near future (FY06 or FY07).





1

[image: image1.png]