
02.16.23 - Orca Bio Presents Positive Data Reinforcing Clinical Profile of Orca-T and Orca-Q at 2023 Transplantation &
Cellular Therapy Meetings of ASTCT and CIBMTR (PR)

Orca Bio, a late-stage biotechnology company developing high-precision cell therapies for the treatment of cancer, genetic blood
disorders and autoimmune diseases, today announced data from the company’s investigational high-precision cell therapy programs.
Positive data on Orca-T was presented from the single-center Phase 2 and multi-center Phase 1b trials of patients with acute myeloid
leukemia (AML), acute lymphocytic leukemia (ALL), myelodysplastic syndromes (MDS) and other hematological malignancies.
Outcomes with Orca-T appeared to be further enhanced in patients who received a conditioning regimen of busulfan, fludarabine and
thiotepa (BFT). At 12 months, the 71 patients in the Orca-T BFT subgroup reported no non-relapse mortality (0%), and high rates of
relapse-free survival (87%), graft-versus-host disease-free, relapse-free survival (GRFS) (81%) and overall survival (94%). 

02.14.23 - AlloVir Announces Positive Final Results from Randomized, Double-Blind, Placebo-Controlled Phase 2 Study of
Posoleucel in Kidney Transplant Recipients with BK Viremia (PR)

The primary endpoint of the study was safety and tolerability of posoleucel versus placebo. Across all patients who received at least a
single dose of study drug, posoleucel was well tolerated. The incidence and severity of adverse events were consistent with the
underlying patient population and background immunosuppression. Low rates of infusion reactions were observed in patients
receiving posoleucel (2%) and those receiving placebo (5%). There were no deaths or reports of graft versus host disease or cytokine
release syndrome. Emergence of donor-specific antibodies was uncommon and occurred with similar frequency in patients receiving
posoleucel (7%) or placebo (5%). Three patients who received posoleucel were reported to have acute rejection per biopsy report by a
central reader: one who was clinically diagnosed with, and successfully treated for, renal tuberculosis, one who had rejection on a
biopsy prior to posoleucel dosing during the screening window, and one who developed rejection at Week 22 of the trial. None of
these cases were assessed by the investigator as related to study drug.

02.11.23 - REGENXBIO Presents Interim Data from Phase II Bridging Study Evaluating the Clinical Performance of RGX-314
Using the NAVXpress™ Manufacturing Platform Process (PR)

RGX-314 produced by the NAVXpress platform process has been well-tolerated and demonstrated a similar clinical profile to the initial
adherent cell culture process. NAVXpress platform process is incorporated in the two ongoing pivotal trials and is expected to be
used for future commercialization of RGX-314; the two pivotal trials are expected to support BLA submission in 2024.

02.10.23 - Kite’s Tecartus® CAR T-Cell Therapy Demonstrates Overall Survival Benefit in Three-Year Follow-up of Pivotal
ZUMA-3 Trial in Relapsed/Refractory B-Cell Acute Lymphoblastic Leukemia (PR)

In Three-Year Follow-up in Adults with Relapsed/Refractory B-Cell Acute Lymphoblastic Leukemia, Tecartus Shows High Rates of
Durable Response (CR+CRi 71%) and a Median Overall Survival of 26 Months.In the Phase 2 treated patient cohort (n=55) the median
follow-up was 38.8 months (range, 32.7-44.6). The OS rate at 36.0 months was 47.1% (95% CI, 32.7-60.2), with a median OS of 26.0
months among all treated Phase 2 patients (n=55) and 38.9 months in patients with complete remission (CR) or complete remission
with incomplete hematologic recovery (CRi; n=39). 

02.08.23 - FDA Grants Regenerative Medicine Advanced Therapy Designation for Rexlemestrocel-L in Chronic Low Back
Pain (PR)

Mesoblast Limited (Nasdaq:MESO; ASX:MSB), global leader in allogeneic cellular medicines for inflammatory diseases, today
announced the US FDA Office of Tissues and Advanced Therapies (OTAT) has granted Regenerative Medicine Advanced Therapy
(RMAT) designation for rexlemestrocel-L in the treatment of chronic low back pain associated with disc degeneration, in combination
with hyaluronic acid as delivery agent for injection into the lumbar disc.

02.08.23 - Century Therapeutics Announces First Patient Dosed in First-In-Human Phase 1 ELiPSE-1 Trial Evaluating CNTY-
101 in Relapsed or Refractory CD19 Positive B-cell Lymphomas (PR)

CNTY-101 is the first cell therapy product candidate engineered with six precision gene edits including a CD19-CAR, Allo-Evasion™
technology, IL-15 cytokine support and a safety switch. ELiPSE-1 trial to test multi-dosing strategy for CAR iNK enabled by Allo-
Evasion™ edits designed to resist 3 major pathways of rejection. 

02.07.23 - Rocket Pharmaceuticals Receives FDA Regenerative Medicine Advanced Therapy (RMAT) Designation for RP-
A501 Gene Therapy for Danon Disease (PR)

The initiation of the Phase 2 pivotal trial is on track for the second quarter of 2023. As previously disclosed, the Company anticipates
pursuing a single arm, open-label trial with a biomarker-based composite endpoint and a natural history comparator. Results from the
Phase 1 program represent one of the most comprehensive investigational gene therapy datasets for any cardiac condition. RP-A501
was generally well tolerated with evidence of restored expression of the deficient LAMP2 protein and durable improvement or
stabilization of clinical parameters in the Danon Disease patients treated in the Phase 1 study.

02.04.23 - Creative Medical Technology Holdings Announces IRB Approval for FDA Cleared Phase 1/2 Clinical Trial of Novel
Cell Therapy for the Treatment of Type 1 Diabetes (PR)

Company reaches next clinical trial milestone for treatment of Type 1 Diabetes with the first novel allogenic cellular therapy in the
dorsal artery of the pancreas in the United States. The Company believes that CELZ-201 leverages a unique approach to harnessing
the power of Perinatal Tissue Derived Cells® (PRDC) to multi-potentialities, including self-renewal ability, low antigenicity, reduced
toxicity, and large-scale clinical expansion. The primary objective of the study is to evaluate CELZ-201 as a treatment for patients with
newly diagnosed Type 1 Diabetes. The company sponsored trial will be conducted at the University of Miami Health System in
conjunction with the Diabetes Research Institute.

02.03.23 - Gracell Biotechnologies Announces FDA Clearance of the IND Application for Phase 1b/2 Clinical Trial of
FasTCAR-T GC012F for the Treatment of Relapsed/Refractory Multiple Myeloma (PR)

GC012F is an autologous CAR-T therapeutic candidate dual-targeting B cell maturation antigen (BCMA) and CD19, and utilizes Gracell's
proprietary FasTCAR next-day manufacturing platform. In November 2021, the FDA granted GC012F Orphan Drug Designation for the
treatment of multiple myeloma. GC012F is currently being studied in multiple investigator-initiated trials (IIT) evaluating its safety and
efficacy in RRMM, newly-diagnosed multiple myeloma, and B-cell non-Hodgkin's lymphoma. At the European Hematology Association
2022 Hybrid Congress, Gracell presented longer-term follow-up clinical data of GC012F in RRMM that showed a 100% minimal residual
disease (MRD) negativity rate in all patients treated.
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