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Item 8.01 Other Events.
On April 29, 2019, Orgenesis Inc. (the “Company”) announced that it has received Institutional Review Board (IRB) approval to collect liver biopsies from patients at
Rambam Medical Center located in Haifa, Israel for a planned study to confirm the suitability of liver cells for personalized cell replacement therapy for patients with insulindependent diabetes resulting from total or partial pancreatectomy. The liver cells are intended to be bio-banked for potential future clinical use.
The goal of the proposed study, entitled “Collection of Human Liver Biopsy and Whole Blood Samples from Type 1 Diabetes Mellitus (T1DM), Total or Partial
Pancreatectomy Patients for Potential use as an Autologous Source for Insulin Producing Cells in Future Clinical Studies,” is to confirm the suitability of the liver cells for
personalized cell replacement therapy, as well as eligibility of patients to participate in a future clinical study, as defined by successful Autologous Insulin Producing (AIP) cell
production from their own liver biopsy. The secondary objective of the study is to evaluate patients' immune response to AIPs based on the patient’s blood samples and
followed by subcutaneous implantation into the patients' arm which would represent the first human trial. The Company has developed a novel technology based on technology
licensed from Tel Hashomer Medical Research Infrastructure and Services Ltd., utilizing liver cells as a source for AIP cells as replacement therapy for islet transplantation.
During the study, liver samples will be collected and then processed and stored in specialized, clinical grade, tissue banks for potential clinical use. The study will enroll
20 patients and is expected to commence May 2019. The propagated cells will be maintained in a tissue bank and are intended to be utilized in a future clinical study, in which
the cells will be transdifferentiated and administered back to the patients as a potential treatment. This personalized autologous process will be performed under our Autologous
Point of Care (POCare) model in which the patient liver samples are processed, cryopreserved and potentially re-injected, all in the medical center under clinical grade/GMP
level conditions.
This Current Report on Form 8-K contains forward-looking statements relating to the proposed study. Undue reliance should not be placed on these forward-looking
statements because they involve known and unknown risks, uncertainties and other factors that are, in some cases, beyond the Company’s control and that could materially
affect actual results. The Company expressly disclaims any intent or obligation to update these forward-looking statements, except as required by law.
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