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Charter for NA3RsC 
Microphysiological Systems (MPS) Initiative
	1. Initiative Group Title
	Microphysiological Systems (MPS) Collaborative

	2. Names of group leadership
	Ben Cappiello (AxoSim), Tessa DesRochers (Kiyatec), Hossein Eslami Amirabadi (Independent Consultant), Clive Roper (Indepent Consultant), Pelin Candarlioglu (Independent Consultant),

	3. NA3RsC Sponsor (if any)
	Ben Cappiello (AxoSim)

	4. Is this a strictly NA3RsC topic, or should other groups be invited?
	IQ Consortium, NCATS, NC3Rs, FDA, OoC Network, EUTOoC, 

	5. Relevant background:
Why is this work needed? 
Has any other group addressed it?  
Relevant publications or guidance?
	Microphysiological Systems (MPS) have the potential to become an integral part of the drug development workflow. MPS technologies are defined as “an in vitro platform composed of cells; explants derived from tissues/organs; and/or organoid cell formations of human or animal origin in a micro-environment that provides and supports biochemical/electrical/mechanical responses to model a set of specific properties that define organ or tissue function (FDA)” or “as going beyond traditional 2D sandwich culture or monolayers and could include several of the following design aspects: having a multi-cellular environment within biopolymer or tissue-derived matrix, a 3D structure, mechanical factors such as stretch or perfusion (e.g. breathing, gut peristalsis, flow, etc.), incorporating primary or stem cell-derived cells, and/or inclusion of immune system components (IQ-MPS).”
While the value of animal models in advancing biopharma science and medicine is well established, the increasing complexity of the new generation of modalities against strictly human targets limits the future applicability of preclinical in vivo models. Additionally, the scientific community is continually working to implement novel approaches that may lead to improved clinical translation. Furthermore, the scientific community is committed to the 3Rs (replacement, reduction, and refinement), which are rapidly evolving as a part of advancing optimal science and animal welfare.
MPS is an emerging field of technology, providing the potential for clinically-relevant assays and opportunities to screen therapeutic candidates in a non-animal alternative system during preclinical discovery and development. Such alternatives have the potential to enable crucial opportunities to refine, reduce and replace animal testing. Efforts are also being made to create MPS technologies with various species for more in vivo-relevant physiology from these in vitro systems, which can serve in the refinement initiatives of the 3Rs movement (source).

	6. Scope, focus, objectives of the group
	The core 3RsC MPS Initiative will include providers of commercially available MPS that are already translated into industry use. The principal goal is to increase adoption of MPS technologies through stakeholder engagement. To that end, this group has been built to create the first industry collaborative of MPS companies. 

	7. Target deliverables 
	1) Facilitate productive joint interactions between the IQ MPS Affiliate (pharmaceutical industry stakeholder group) and commercial MPS technology providers, driving alignment in goal setting for MPS technology integration into industry workflows, and coordinating application-specific workshops.
2) Support interactions and scientific sessions with the FDA and other regulatory agencies, to facilitate regulatory awareness and acceptance with MPS technologies. 
3) Grow an online hub where MPS technology providers can showcase their capabilities, stimulating further awareness and interactions with industry and regulatory stakeholders. 
4) Create education resources for the MPS field that are accessible to stakeholders of a variety of roles and educational backgrounds. 
5) Contribute to the development of a centralized annual meeting on MPS and subsequent formation of a professional society.

	8. Type of expertise sought
	· Scientists and stakeholders interested in using MPS technology for any purpose. This can include basic research, drug discovery and development, toxicology professionals in a variety of industries, and internal/regulatory decision makers.
· Commercial MPS technology providers interested in collaboration with scientists and stakeholders to facilitate development and faster adoption of technology into the research market 

	9. Any restrictions on the number or role of nominees 
If the size of the group is to be limited, enumerate the objective criteria that will be used for final selection.
	30 technology provider organizations and 30 end-users
One organization can have multiple team members contribute to the 3RsC MPS Initiative as membership is for the organization, not for the individual.

	10. Anticipated length of the project 
	12 months – 5 years 

	11. Anticipated time commitment for members
	Members should commit at least 1 hour per month for full group meetings. They may also be asked to commit an additional 1-2 hours per month for subgroup meetings. 
Outside of scheduled meetings, members are expected to dedicate approximately 6-12 hours of work annually to this working group in some capacity (e.g., participation in sub-groups, additional engagement, creating/reviewing deliverables, etc.).

	12. What is needed for involvement? E.g.
Name and contact information
CV or bio
Statement of interest
	· Company name and primary contact information
· For Technology Providers: Indication that their MPS products/services are commercially available in North America/Europe
· For End Users: Indication that their role is focused on some aspect of MPS in North America/Europe
· A clear institutional mission focus on MPS 
· Link to company website copy in English
· CV, bio, or company descriptor
· Reference from current 3RsC MPS member or reputable end-user
· Brief statement of interest
· Organizational payment of $1000/company/year

	13. Deadline for submitting nominations for involvement 
	Rolling

	14. Any other relevant information or requests
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