

AGENDA - Allergen Immunotherapy (AIT) for Children
Multi stakeholder meeting 
16th January 2019, 11.00h – 15.30h; Paul Ehrlich Institut, Germany 
Meeting room:  Hörsaal/ lecture room

[bookmark: _GoBack]Chair: Dirk Mentzer
	Item
	Agenda
	Topic leader
	Action

	11:00
	Welcome and Introduction
	Dirk Mentzer; PEI representative
	

	11:10
	Reflection on first workshop on AIT between regulators and academia
	Hugo Tavares
	For information

	11:25
	Overview on current regulatory status of AIT products falling under TAO 
	Prof. Mahler/ Susanne Kaul (Tbc)
	For information

	11.35
	Development of AIT for children
1) Paediatric study design:
· Investigators/clinicians’ perspective
· Industry perspective
 2)  Endpoints, alternatives to medication and symptom scores
· Investigators/clinicians’ perspective
· Industry perspective
	 

	For discussion

	13:00 
	LUNCH  BREAK
	
	

	14.00
	Summary of the Discussion (Study design and EP) potential changes of Standard PIP
	Irmgard Eichler/ Dobromir Penkov
	For discussion

	14:20
	3) Timing of initiation of paediatric studies
·     Investigators/clinicians’ perspective
· Industry perspective
	
	For discussion

	15.15
	Conclusions and next steps
	Dirk Mentzer
	

	15.30
	Close of  Meeting
	
	



