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Domestic CDMOs Roles and Challenges

C Role of Domestic CDMOs ) C Unique characteristics and )
-(RM: Regenerative Medicine)- Challenges of RM Manufacturing

B Key Characteristics
+ Cells change over time.
. + Aseptic technique is required throughout the process.
®m Expectation for RM «  Autologous CAR-T: personalized medicine for patient
« Addressing unmet medical needs (innovative medicine)

« Strong industry growth in Japan ety e

[ Itis essential to have
% practical experience of 2
Ve

AN

B To Enable Industry Growth,
«  MANUFACTURING is a KEY success factor
« Overcoming various challenges is essential

commercial : J
manufacturing! —

f
N L
Talent — ,,//

development

Capital Manufacturing

investment

B Role of CDMOs
* Provide infrastructure for industrializing of RM in Japan
* Lead the industrialization as the common
foundation of manufacturing/quality/talent

Various Challenges

Regenerative medicine is the industry with promising growth.

CDMOs have an essential role as the manufacturing infrastructure in Japan,
leading the industrialization by actively addressing the key manufacturing challenges.
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BMS-NCLi Collaboration and Growth Strategy

'5"“ Collaboration with BMS

(Innovation bridge model)

CDMO (NCLi) Growth Strategy

B NCLi will become the first firm to conduct full-scale

commercial CAR-T manufacturing in Japan.(starting 2027) ®  Autologous C'_A‘R'T _ _ _ _
- Commercial process knowhow shared from BMS. « Establish an Asian hub with collaboration with BMS (by 2030)
«  Technology transfer already completed. B Allogeneic (incl.iPS)
—sShared knowhow + Establish in-house 3D platforms* and EXPORT across the world
-Manufacturing operations . . . . . .
-Trouble shooting Enabling Reliable and Reproduceable high-quality manufacturing through
. Bio Reactor-based processes
SeReaiEy - Establishing a real
* Accelerating commercial manufacturing . ] .
investment through capability through Exports allogenic cell (incl. iPS)
MET!I subsidy* Collaboration with BMS
o)
in\?:s‘z;:laelm ManUfaCturing dev-glaé?)rr]r:ent
—personnel exchange
program 0“
Various Challenges A NN

*Support project for capital investment . ,5
in manufacturing facilities for regenerative BMS CAR-T
medicine, cell and gene therapy (Asian hub)

With BMS collaboration and public/private investment, NCLi is building a strong commercial

manufacturing footprint in Japan, with the aim to EXPORT to ASIA and to the WORLD.

Nikon NIKON CeLL innovation Co., Ltd. 3 LONZA

Authorized Partner of




Authorized Partner of

LONZA
Nikon

NIKON CelLL innovation Co., Ltd.



	【資料３－３】_中山稔之_J.pdf
	スライド 1
	スライド 2
	スライド 3
	スライド 4
	スライド 5

	【資料３－３】_中山稔之_E.pdf
	スライド 1
	スライド 2
	スライド 3
	スライド 4


