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1. Clinical Trials √√

2.  “In house” production √√

3.    CAR T cells (Farmaci !) Commercial use 

Overview



CAR T cells: Che tipo di Farmaco?

T cell

Viral DNA

Insertion

Expression of 

CAR

Terapia genica / O.G.M.

O.G.M.: Safety – Insurance 

D.R.G. ??

Speciale/ super-speciale ??

Farmaco innovativo ??



CAR T Therapy is a Rapidly Growing Technology

Clinical trials.gov search term 

“CAR T ” 792 trials ongoing as of June 2019

“CAR T Cells” 415 trials ongoing as of June 2019



Overview

1. In attesa di direttive A.I.F.A definitive 

2.  Competent Authorities A.I.F.A/C.N.T. 

3.    Società scientifiche (SIE; GITMO….) 

4.    Produttori (Companies):  Qualificano il Centro 

5.    Realtà  Locali 



Quali Centri ?

1. Programmi Trapianto Accreditati J.A.C.I.E. (Vs >5)

2.   Reparto di Anestesia Rianimazione

J.A.C.I.E.:The Joint Accreditation Committee ISCT-Europe & EBMT 

(JACIE) is Europe’s only official accreditation body in the field of 

haematopoietic stem cell transplantation (HSCT) and cellular therapy.



Quali Centri ?



Corretta Informazione !!!

Quali Pazienti Candidabili?

1. Poche patologie

2.   Pazienti (fortemente)  selezionati
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Patient Journey and Logistics: Part 1

Due to the characteristics of patients who are treated with CAR T therapy, the time pressure from 

patient identification to apheresis is expected to be a significant constraint

Relapsed patient receives 

salvage chemotherapy while 

community oncologist contacts 

CAR T center to consider 

patient

Patient visits CAR T center for 

initial assessment, pathology 

review, etc 

Apheresis

1

CAR T center receives 

information about 

potential patient 

2 3 5
(~1/2 week) (~2/4 weeks)
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Patient Journey: Manufacturing to Infusion Part  2

1Apheresis

3

4 Infusion

Lymphodepletion

(Manufacturing)

Patients Return Home 2
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3

4 Infusion

Lymphodepletion

(Manufacturing)

Patients Return Home 2

Patients go to the 

CAR T center or local 

apheresis center

1Apheresis

Patient Journey: Manufacturing to Infusion Part  2
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1Apheresis

3

4 Infusion

Lymphodepletion

2
SOC therapy is permitted until 

CAR T cells are ready for infusion

(Manufacturing)

Patients Return Home

Acute Lymphoblastic Leukemia

Many patients receive salvage therapy during this time

Non-Hodgkin Lymphoma/ Multiple Myeloma

Patients with rapidly proliferating disease receive bridging therapy

Patient Journey: Manufacturing to Infusion Part  2
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1Apheresis

3

4 Infusion

Lymphodepletion

(Manufacturing)

Patients Return Home 2

Blood counts need to 

recover from any 

post-apheresis 

cytotoxicity before 

patients can return to 

the CAR T center for 

lymphodepletion

Patient Journey: Manufacturing to Infusion Part  2
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1Apheresis

3

4 Infusion 4/8 weeks

Lymphodepletion

(Manufacturing)

Patients Return Home 2

Patient Journey: Manufacturing to Infusion Part  2
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Best Practices: Ensure Crosstalk Between Clinical, Nursing, 
Financial, and Coordination Teams

Global

medicine

Social services,

housing

Laboratory

assessment

Cell

manufacturing

Cell collection,

pheresis

Trial budget

IRB

Outpatient

units

Emergency

dept.

Inpatient

units
Other facility,

fellows,

residents

Pharmacy

ICU
PATIENT



Lin JK et al. J Clin Oncol 2019

Cost Effectiveness 1
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Lin JK et al. J Clin Oncol 

2018

Cost Effectiveness 2



Lin JK et al. J Clin Oncol 2018

Cost Effectiveness 2
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CAR T cell success leads to massive research 

A. Krishamurthy, M. Teicher, B Leibowitz, J Tornatore, F Petti, J Bishai



Conclusions
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