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[bookmark: DocTitle]Request for early interaction on innovative developments
Innovation Task Force (ITF) - Briefing meeting request form
Please complete this form and send it (as a Word document) to the email addresses below. 
ITFsecretariat@ema.europa.eu  (human medicines)
ITFvet@ema.europa.eu  (veterinary medicines)
You may use Eudralink to send the form. Eudralink provides an encrypted transmission to protect your confidential information. (To use Eudralink, create an EMA account (Self-Register). Then, request a EudraLink account via EMA ServiceNow).
For any questions, please contact the ITF secretariat.
Disclaimer
The views expressed during ITF briefing meetings represent the personal opinions of the meeting participants and, may not reflect the opinion of the EMA scientific committees. Therefore, the discussions and feedback provided should not be interpreted as an official position on the topic(s) but as preliminary scientific and regulatory considerations based on the information presented.
If topics discussed during the meeting later become part of a formal submission, application, or supplement, the appropriate working party, evaluation team or scientific committee will completely and independently assess the product(s) in question.
Data protection notice 
By submitting this form, you are providing your consent to the processing of your personal data (e.g. name, email address) in accordance with Regulation (EU) 2018/1725. 
EMA’s data protection notice for the organisation of meetings and events is available here: https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-organisation-meetings-events_en.pdf

Recording of ITF briefing meetings is strictly prohibited.
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	1. Application details

	Application date
	Click or tap to enter a date.
	Organisation name
	Click or tap here to enter text.

	Contact person 
	Click or tap here to enter text.

	E-mail address
	Click or tap here to enter text.

	Applicant type[footnoteRef:1],[footnoteRef:2] [1:  Support to SMEs | European Medicines Agency (europa.eu)]  [2:  https://www.ema.europa.eu/en/partners-networks/academia] 

	Choose an item.
	
	Click or tap here to enter text.

	Human or veterinary:
	Choose an item.
	How did you hear about ITF briefing meetings
	Choose an item.

Click or tap here to enter text.

	2. Innovative development information

	Name / Identifier
	Click or tap here to enter text.

	Category
	Choose an item. 
Click or tap here to enter text.

	Stage of development
(Please select only one stage of development)
	Choose an item.
Click or tap here to enter text.

	Description
(max. 100 words)
	Click or tap here to enter text. 

	Mode of action
(max. 100 words)
	Click or tap here to enter text. 

	Intended use
(max. 100 words)
	Click or tap here to enter text. 

	Research Product Identifier (RPI) 
(if previously assigned)
	Click or tap here to enter text.

	3. Previous interactions

	Previous or parallel contact with EMA on this development (e.g. ITF, QIG, Scientific Advice, Qualification, etc.)
	Click or tap here to enter text.

	Previous or parallel contact with other regulators on this development (e.g. National Competent Authority, FDA, etc.)
	Click or tap here to enter text.

	4. Similar development

	Are you aware of similar developments currently under review, already approved or marketed?

If applicable, please provide details
	☐	No, not aware of similar development(s).
☐	Yes, aware of similar development(s).

Name:  Click or tap here to enter text.
☐	Under review / reviewed by Click or tap here to enter text.
☐	Approved by Click or tap here to enter text.
☐	Marketed in Click or tap here to enter text.

	5. Patent 

	Patent(s)
	Choose an item.
	
	If applicable, provide patent number(s):
 Click or tap here to enter text.  

	6. Funding

	Funding
	Choose an item.
	
	If applicable, please indicate source(s):Choose an item.

	


	Please provide details/stage of funding: 
Click or tap here to enter text.

	7. Therapeutic area(s) of concern (select min 1, max 3)

	1
	Choose an item.
	2
	Choose an item.
	3
	Choose an item.
	[bookmark: _Hlk95996848]8. Domain & Enabling tools[footnoteRef:3]  [3:  Enabling tools are novel technologies that have the potential to enable innovation in the context of medicines development] 


	Non-clinical / Clinical
	☐ Alternative to antimicrobials, e.g. phage therapy

	
	☐ Genomic and transcriptomic technologies, e.g. gene editing technology

	
	☐ Multitarget therapy

	
	☐ Somatic cell and tissue-engineering technologies

	
	☐ Synthetic biology

	Quality / Manufacturing
	☐ 3D printing and 3D bioprinting

	
	☐ Advanced analytical technologies, e.g. next generation sequencing, multi-attribute method

	
	☐ Advanced manufacturing, e.g. digitalisation, continuous manufacturing, pharmaceutical process model, new manufacturing facility design and manufacturing platforms

	
	☐ Alternative cell factory, e.g. medicine production in rice

	
	☐ Decentralised manufacturing, e.g. bedside, point of care and mobile/portable manufacturing

	
	☐ Nanotechnology

	
	☐ Novel excipient

	
	☐ New medicine delivery system

	
	☐ Smart/advanced material, e.g. stimuli-responsive

	Methodology
	☐ Artificial intelligence applied to pre-clinical data, clinical and pharmacovigilance data

	
	☐ Artificial intelligence applied to quality and manufacturing

	
	☐ Artificial intelligence applied to regulatory compliance, incl. regulatory processes and tools

	
	☐ Complex clinical trial, e.g. platform/umbrella, basket trial, Bayesian design, adaptive design

	
	☐ Data sources, e.g. Real-World Data, big data, registries, pharmacogenomics, biobank data, -omics data

	
	☐ Decentralised clinical trial elements, e.g. home delivery of the investigational medicinal product, trial-related procedures at home, data management and monitoring in a decentralised clinical trial setting

	
	☐ Digital technologies, e.g. e-health, digital endpoints, blockchain, cloud-based applications, trials integrated with electronic healthcare system

	
	☐ Extrapolation strategy

	
	☐ New Approach Methodology (NAM) and 3Rs principles, e.g. in silico model, in vitro model, digital twins, organs-on-chips

	
	☐ Novel biomarker, endpoint and outcome measure

	
	☐ Technologies enabling personalised therapies, e.g. cell-based multiplex assay

	
	☐ Theragnostic and radiopharmaceuticals

	Borderline / Combination products

	☐ Borderline product (=product not clearly falling under the pharmaceutical framework), e.g. blood-derived product, procedure involving germ cells

	
	☐ Combination product (=product combining elements falling under different frameworks), e.g. medicine used in combination with a medical device or with a substance of human origin

	Other enabling technology
	Click or tap here to enter text.



	9. Proposed topics for discussion 
(Maximum 8 topics including scientific, regulatory, general, or other)

	1. Click or tap here to enter text.


	2. Click or tap here to enter text.


	3. Click or tap here to enter text.


	4. Click or tap here to enter text.


	5. Click or tap here to enter text.


	6. Click or tap here to enter text.


	7. Click or tap here to enter text.


	8. Click or tap here to enter text.


	10. Additional information you wish to share

	Please share any further information relevant to the development.

	Click or tap here to enter text.
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Annex
We invite you to consider topics identified in the context of the European medicines agencies network strategy 2028.
	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
		An agency of the European Union  
	[image: EU Logo]

	
	




		Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us 

	Send us a question  Go to www.ema.europa.eu/contact 
	Telephone +31 (0)88 781 6000



	

	

	© European Medicines Agency, 2026. Reproduction is authorised provided the source is acknowledged.
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