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Overview 



Need to Develop a 
Customized Program for CAR-
T 
1. Unique logistical challenges that are currently involved in 

autologous CAR-T field  

2. Expertise required for what is an advanced cellular therapy

3. Requirements placed upon institutions by regulatory bodies  

4. Novel clinical toxicity and 

5. ΧΦ
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Need to Develop a 
Customized Program

1. Unique logistical challenges that are currently involved in 
autologous CAR-T field ; 

2. Expertise required for what is an advanced cellular therapy; 

3. Requirements placed upon institutions by regulatory bodies ; 

4. Novel clinical toxicity and 

5. Financial toxicity



Current Challenges in the Advenced
Cell and Gene Therapy Sector 

Discounts, outcomes-
based reimbursements 
(OBR) and staged 
payments, conditional 
to efficacy and survival 
are approaches to 
mitigate  the financial 
toxicity to institutions 
and healthcare 
systems. 
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Considerations for Emerging 
Centers

ÅCost , cost, cost 

ÅAffordability

ÅAccess

ÅTrained staff

ÅSupportive care resources 

ÅCommercial vs Academic point of care  



COST MITIGATION AND VENDOR AGREEMENTS
Country Reimbursement Agreements with Vendors

France CAR T-cells initially allowed on a temporary authorization of use. Reimbursed on the condition that 

a CAR-T-specific registry be established to collect further data (survival, remission status, etc) 

collectedperiodically.

Germany HTA used (ceiling) price negotiation with the National Association of Statutory Health Insurance 

Funds.Outcomes based rebates agreed, whereby companies will provide rebates to the health insurers 

for patients dying <12 months after treatment, or less than 50% survival.

Italy Staged payment scheme for both therapies, whereby payments (adjusted for a confidential discount 

on the list price) will be made in instalments, as long as the agreed outcome(s) has been achieved 

andsustained

Spain Kymriah® reimbursed through two outcomes based, staged payments based on data collected 

throughthe health system: one at the time of treatment (52% of the total) , and a second payment at 18 

months,provided that the patient has achieved and sustained a complete response to the treatment.

UK Tisagenlecleucel(KYMRIAH) was not recommended for routine use for NHL in the UK, however, 

approvedfor use by the Cancer Drug Fund with a confidential discount till 2023.

Jorgensen et al , 2020



Prospect of Decentralized 
manufacturing

https://www.statnews.com/2019/11/20/car-t-drugs-academic-medical-centers-save-billions/ https://www.barnaclinic.com/blog/en/blog/car-t-ari-0001-prime-designation-ema/



Case Study: IMMUNEEL Aim To Make CART-
cells Affordable In India at $50,000

Owned by Biocon chief Kiran Mazumdar Shaw, Immuneel, with Carl June and Bruce Levine on the

advisory board, and Siddharta Mikherjee, entered into a collaboration and licensing agreement with

Hospital clinic Barcelona. Immuneel acquired the exclusive rights to develop and commercialise

Barcelonaôsautologous ARI-0001 CAR-T therapy.

Immuneel establish the 12,000-sq. ft. integrated facility includes a state-of-the-art laboratory, cGMP-

compliant manufacturing suites which will bring breakthrough cell and gene therapies to millions of

patients in India.



EU Hospital Exemption application for ATMPs

HE : Legal instrument under which a 
ǇŀǘƛŜƴǘΩǎ ƴŜŜŘ ŦƻǊ ŀŎŎŜǎǎ ǘƻ ƴƻǾŜƭ 
ATMPs is reconciled with ethics. 

May be the only pathway for 
accessing innovative ATMPs. 

HE harmonization across EU Member 
States?

Limitations of ATMP use under the HE 
rule when similar products have 
already been approved ? 


