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3 https://www.businesswire.com/news/home/20220809005319/en/Charles-River-Laboratories-is-First-CDMO-in-North-America-to-
Receive-EMA-Approval-to-Commercially-Produce-an-Allogeneic-Cell-Therapy-Drug-Product 

Successful 
CDMO  

Operational and
Regulatory 

Track Record

Past and Current Regulatory Successes
Regulatory inspections continue at our CDMO facilities for subsequent program(s) going commercial 

https://www.businesswire.com/news/home/20220809005319/en/Charles-River-Laboratories-is-First-CDMO-in-North-America-to-Receive-EMA-Approval-to-Commercially-Produce-an-Allogeneic-Cell-Therapy-Drug-Product
https://www.businesswire.com/news/home/20220809005319/en/Charles-River-Laboratories-is-First-CDMO-in-North-America-to-Receive-EMA-Approval-to-Commercially-Produce-an-Allogeneic-Cell-Therapy-Drug-Product


4 https://alliancerm.org/sector-snapshot/

Five (5) approved therapies in the US so far in 2023
Another 3 have US decision dates in 2023

Transition from 
predominantly 

clinical-focused 
manufacturing to 

commercial 

https://alliancerm.org/sector-snapshot/
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INDs for Cell Therapy Continue to Climb
FDA increasingly signaling they are open to discuss how to increase manfuacturing

Adapted from FDA slides from ISCT NA 2023, Kimberly Schultz, PhD
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Therapeutic Demand is Outstripping Supply
Comments from Christi Shaw and an academia-led survey suggests therapies are in short supply

"After 5 years post-approval for diffuse large B-cell 
lymphoma, even today only 2 out of 10 patients who are 
eligible are actually receiving the therapy…43% of patients 
are alive five years after receiving this therapy"

https://www.mckinsey.com/industries/life-sciences/our-insights/steadfast-but-nimble-ceo-christi-shaw-on-cancer-treatments-cutting-edge
Survey published as an abstract at the 2022 ASCO 
meeting by Yi Lin, MD, PhD. The survey contacted 
20 US centers and 17 responded.
- 6 month median waitlist time 
- 25% of patients received CAR T-cell therapy
- 25% were able to enter a CAR-T clinical trial 
- 50% of patients either were enrolled in a 

different type of trial, entered hospice, or 
died.

https://www.mckinsey.com/industries/life-sciences/our-insights/steadfast-but-nimble-ceo-christi-shaw-on-cancer-treatments-cutting-edge
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‘Picture of the Future’ – CGT CDMO/CMO Landscape
Options exist whether the future includes centralized and decentralized 
CDMO manufacturing
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• CRL would provide expertise and 
operational support to “spokes” 

• Spoke centers would send testing 
results to centralized hub for 
product (via QP) release

Hub and Spoke Franchise Model: 

2021  2026

Local 
Transport

RightSource
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CRL’s “Hub and Spoke” Franchise CDMO/CMO footprint
Conceptual blueprint illustrating how CRL’s existing and planned centralized CDMO facilities can manage 
“franchised” decentralized CMO “spokes” for autologous cell therapies

Manufacturing Hub – CRL Owned

Manufacturing Spoke – CRL Partnered
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Broad Industry and Regulatory Alignment
Multiple stakeholders are thinking similarly about decentralized manufacturing

Adapted from FDA slides from ISCT NA 2023, Kimberly Schultz, PhD
Adapted from CRB 2023 Horizons Report
https://go.crbgroup.com/2023-horizons-life-sciences-report

https://go.crbgroup.com/2023-horizons-life-sciences-report
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Enabling Decentralized/Distribute Manufacturing
Different stakeholders have disparate opinions on what is needed to enable decentralized manufacturing

Adapted from CRB 2023 Horizons Report
https://go.crbgroup.com/2023-horizons-life-sciences-report

https://go.crbgroup.com/2023-horizons-life-sciences-report
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Manufacturing is just 1 Challenge Facing the Field
Must get more proactive on solutions going forward to lower costs and increase patient access

Manufacturing QC Testing QA Review

Supply Chain and Logistics

We are here



askcharlesriver@crl.com

www.criver.com

877.CRIVER.1

askcharlesriver@crl.com

www.criver.com

877.CRIVER.1

With so much at stake, 
select a partner with the capacity 
and capability to deliver.

Thank you for your attention
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