A RANDOMIZED PHASE 3 TRIAL IN PATIENTS WITH HEMATOLOGIC MALIGNANCIES
DEMONSTRATES IMPROVED SURVIVAL FREE OF CHRONIC GVHD WITH ORCA-T®
COMPARED TO CONVENTIONAL ALLOGENEIC HEMATOPOIETIC STEM CELL
TRANSPLANT
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Despite multi-agent prophylaxis, graft-versus-host disease
(GVHD) is a leading treatment-related complication after
allogeneic HSCT.! Orca-T, an investigational allogeneic T-
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incidence of chronic GVHD, GVHD-free, relapse-free
survival (GRFS), and overall survival (OS) (NCT05316701).
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Table 1. Study eligibility criteria and endpoints o I A 31%
Tac/MTX: 83.1 (72.9, 89.8)

Hazard ratio: 0.49 (0.20, 1.22)

Orca-T: 63.1 (50.1, 73.6)
Tac/MTX: 30.9 (20.0, 42.5)
Log-rank test p value: .00003
Hazard ratio: 0.37 (0.23, 0.60)
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Primary -Rate of survival free of moderate-to-severe
Endpoint chronic GvHD (“cGFS”) Figure 1. Primary and secondary outcomes: survival
probabilities and cumulative incidence of cGVHD
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89 received Orca-T
3 Did not receive Orca-T on study 93 Received Tac/MTX
1 Received Tac/MTX 1 Received Haplo/PTCy

) ' Table 3. Other toxicity and efficacy outcomes

88 Completed trial follow-up 85 Completed trial follow-up Orca-T
(including those who died) (including those who died)
3 Withdrew 5 Withdrew

Tac/MTX . . . . .
Figure 2. Incidence of serious infections and causes of death

Survival Outcomes Tac/MTX Arm

Arm

2 Had other reason 4 Had other reason 1-year non-relapse mortality (NRM) 3.4% 13%
| | 1-year relapse-free survival (RFS) 76% 74%
93 Were included in the 94 Were included in the Major Transplant Toxicities
infention-to-freat population infention-to-freat population No. of pgrﬁcipgnfs with a serious TEAE 34 (39%) 53 (56%)
88 Were included in the safety 94 Were included in the safety .
Sopulation® e 1-year incidence of Grade 2+ aGvHD 22% 30%
1-year incidence of Grade 3+ aGvHD 6.2% 16%
Figure 1. Study eligibility criteria and endpoints No. of participants with cGvHD (all grades) 15(17%) | 46 (49%)
* There were no manufacturing failures for the 5 patients not included in the Orcao-T
safety population Engraftment and Hospitalization
Median timing of neutrophil engraftment 13 days 14 days
Table 2. Pafient baseline characterisfics Median timing of platelet engraftment 17 days 18 days
orca-T Tac/MTX Total Numbe.r of por.’ricipon’rs re-hospitalized due to AE | 24 (27%) 43 (46%)
Characteristics (N = 93) (N=94) (N=187) Graft failure (primary) 0 (0.0%) 0 (0.0%)
n (%) n (%) n (%) Graft failure (secondary) 1 (1.1%) 0 (0.0%)
Age
Mean - years 43 .4 yrs 43.8 yrs 43.6 yrs
>55 yr old- no.(%) 23 (23.7) 27 (28.7) 50 (26.7) S U m mqry
Sex
Male 53 (57.0 50 (53.2) 103 (55.1) The trial met its primary endpoint, demonstrating
Female 40 (43.0 44 (46.8) 84 (44.9) higher cGFS with Orca-T, likely driven by reduced chronic
Ethnicity / Race GVHD and a positive frend in OS
Hispanic or Latinx 26 (28.0) 24 (25.5) 50 (26.7)
Am. Indian/Native 1(1.1) 2 (2.1) 3(1.6) M
Asian 10 (10.8) 8 (8.5) 18 (9.6) CO"CIUSIO“
E';’;';C T } EH% f ﬁ}; 2 ﬂ‘]"; +  Orca-T significantly improved cGFS compared to
White 76 (81.7) 63 (67.0) 139 (74.3) conventional allograft + Tac/MTX (P<0.00001)
: NR/ U:II.mown 4 (4.3) 18 (19.1)  22(11.8) « QOrca-T demonstrated significant improvement
rimary disease : _ _
AML 49 (52.7) 51 (54.3) 100 (53.5) a tfrend for |mproved OS (P:O] ]823)
High-risk MDS 12 (12.9) 11(11.7)  23(12.3) . : : :
Baseline HCT-Cl Score Fewer serious T.EAES' grade2+ GVH.D, grade 3 infections
0 18 (19.4) 27 (28.7) 45 (24.1) and rehospitalizations observed with Orca-T
] 30 (32.3) 18 (19.1) 48 (25.7) .
) 22 (23.7) 20(213) 42 (22.5) Study was funded by Orca Bio.
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