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RESULTS Comparison of HRQL changes between groups during the first year post-transplant FIGURE 2. CHANGE FROM BASELINE IN FACT-G TOTAL SCORE FIGURE 5. CHANGE FROM BASELINE IN EQ-5D-3L INDEX SCORE
* An initial decline in mean scores for all HRQL measures was observed at day 42 post-transplantation in both treatment groups. The mean declines were .
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- Patients with hematologic malignancies undergoing allogeneic Study sample consistently nu.merlcally smaller in the omidubicel group compared to the UCB group 1 % 50 Treatment group .2 0050{ — Omidubicel
hematopoietic cell transplant (HCT) experience notable deficits in health- « 125 patients were randomized and 108 patients were transplanted * FACT-G domain scores o 8 - : Omidubicel B
related quality of life (HRQL)'-2 - 33 transplanted patients were excluded from the HRQL population — Average change in physical well-being domain score (Figure 1A) was significantly better with omidubicel (P=0.02). The minimal clinically important difference 8 0 T ucB :ﬂé e

« Omidubicel is an investigational advanced cell therapy, derived from an due to missing HRQL at baseline (n=14) or during follow-up (n=19) (MCID) of 2 units” was exceeded at days 180 and 365 T g 0.0 g ._.e_
appropriately HLA-matched single umbilical cord blood (UCB) unit — Rates of missing HRQL data were comparable between — Numerically superior changes in average social/family well being and emotional well being domain scores were observed in the omidubicel group, but were not g u i g Q

. e . ()

« Omidubicel manufacturing in the presence of nicotinamide (NAM) allows treatment groups, although slightly higher in general for UCB significant (Figures 1B, 1C) 0 2 _50- =
for inhibition of differentiation and enhances the functionality and number - HRQL population (N=75) — Average change in functional well-being domain score (Figure 1D) was significantly better with omidubicel (P=0.04) and exceeded the MCID of 2 units” at day 42 o _ 5
of hematopoietic stem and progenitor cells _ 75 patients had >50% non-missing items for FACT-G domains « Changes in FACT-G, FACT-BMT and BMT subscale scores also indicated better average HRQL over time in the omidubicel group relative to the UCB group _| © o E'oT

« HCT with omidubicel has demonstrated significantly faster and robust and BMT subscales at both the baseline and at least one (Figures 2-4) g » ~10.07 E 8
neutrophil and platelet engraftment; shorter hospitalization; and lower follow-up visit — FACT-G: Mean differences exceeded the MCID of 5 units’ at all time points (P=0.01) ::Z, :'é'— . e c
rates of bacterial, viral, and invasive fungal infections as compared with — 37 patients were transplanted with omidubicel and 38 patients — BMT subscale: Mean differences exceeded the MCID of 2 units® at days 42, 100, and 180 (P=0.04) g ® —15.0 - é = Povalue = 0.06
UCB in a phase Il randomized trial (NCT02730299)° were transplanted with UCB — FACT-BMT: Mean differences exceeded the MCID of 7 units”:8 across all time points (P=0.01) = E . P-value = 0.01 3 | (comparison. of areas under the curves)

* An understanding of the impact of omidubicel from the patient | Baseline characteristics « Average EQ-5D-3L index (Figure 5) was numerically superior with omidubicel (P=0.06) and exceeded the MCID of 0.07 units® at days 100 and 180 1 B (comparison of areas under the curves) 1 £ -0.150 : : : :
pers_pectwe Is important .to stakeholders a_nd decision-makers, including - Demographics and HRQL scores were comparable between the « In a regression analysis correlating HRQL with clinical outcomes, neutrophil engraftment by day 42 was associated with better HRQL scores in certain domains; L. 0 42 100 180 365 0 42 100_ _ 180 365
providers, payers, caregivers, and the patients themselves 2 treatment groups (Table 1) grade 3 viral infections, grade 2/3 bacterial infections, grade 3 fungal infections, and longer hospitalizations in the first 100 days post-transplant were associated Ti . Time since transplant (days)

_ ime since transplant (days)
with worse HRQL scores (data not shown) Omidubicel - UCB:  0.03 0.09 0.09 0.04
Omidubicel - UCB: 6.9 6.0 6.6 6.1
O B J E CT I V E TABLE 1 - BASELINE CHARACTERISTICS micubiee Note: The dark vertical line denotes the MCID for EQ-5D index total score, which is 0.07 points.® The difference between omidubicel and

FIGURE 1. CHANGES FROM BASELINE IN FACT-G DOMAINS

Omidubicel ucCB Note: The dark vertical line danotes the MCID for FACT-G total score, which is 5 points.” The difference between gg?sg)-%i?%hu:gg\ll ;%::]s;tngii rsecg?g 2d|xgl] ir;l;?l?ri:ntt)-oll-ldlsgI\_’Yhheenaﬁﬁ?ree?:tigg ;T;I.\fyc cl)?l.ife' MCID: minimal clinically important
* To compare patient-reported HRQL outcomes between treatment groups (n=37) (n=38) : . . . _ PACT-G: Functional Assessment of Cancer Therapy General: HRQL: heali related qualty of fe: MCID: mirirl difference; SE: standard error; UCE: umbilical cord blood. o
receiving HCT with omidubicel versus UCB in a phase Ill randomized trial A. Physical Well-Being Score B. Social/Family Well-Being Score clinically important difference; SE: standard error; UCB: umbilical cord blood.
Demographics
METHODS arap 4 4 FIGURE 3. CHANGE FROM BASELINE IN BMT SUBSCALE SCORE DISCUSSION
Age (years), mean + SD 37.3+15.5 35.1+14.8 1 reatment group 1 reatment group
g — Omidubicel g — Omidubicel 4 - - As patients with better HRQL I likely t ide data, HRQL
] 12-17. n (% 5(13.5 5(13.2 o £ — o £ _ 1 o Treatment s patients with better are generally more likely to provide data,
Data source and sample selection (o ) (15:9) 15.2) g 9 2- ucs g 2 2 uce = _reaomsjr:jb?cr;ulo benefits estimated for omidubicel may be conservative. More patients in the UCB
» A phase Il randomized controlled trial of omidubicel (NCT02730299; data 18-39, n (%) 15 (40.5) 16 (42.1) i = E'! & group had missing follow-up data, which was likely attributable to inferior outcomes
cutoff: April 2021) included patients with high-risk hematologic 40-65, n (%) 17 (45.9) 17 (44.7) g g 3 g N 2 including worse HRQL
malignancies, aged 12-65 years Male, n (%) 20 (54.1) 24 (63.2) 2 £ 2 & :; E + Missing data may limit interpretability of results and underestimate HRQL burden
. . : : i o ° g . : e : . :
The present analyslls included patlent§ who recelvgd protocol-defined Weight (kg), mean + SD 824 4205 79.7 + 213 o > - ° The AUC approach is weII_swted to settings in whlch HRQ.L can both worsen and
treatment and provided HRQL evaluations at baseline and at least one © & 0 2 improve on average over time, such that no single time point is representative of the
follow-up visit White, n (%) 24 (64.9) 20 (52.6) S S e full patient experience
Study measures US participants, n (%) 27 (73.0) 28 (73.7) ",},? uﬁa ] uo’T * Long-term HRQL changes >1-year post-transplant were not studied here, but are
. : c ' i i
« HRQL measures were assessed prospectively at screening (treated as Clinical measures o H o By & @ important to patients and caregivers
baseline) and days 42, 100, 180, and 365 post-transplant. Higher HRQL . _ . . g c g c = « This was an exploratory study and statistical analyses were performed post hoc; no
g ! : o : Primary diagnosis, n (%) £ 3 £ 3 % 5 multiplicity corrections were performed
scores indicate better quality of life. Specifically, HRQL measures include: _ :"]:, — % — i P uftiplicity P
— Functional Assessment of Cancer Therapy—General (FACT-G) G V72 G (B 10 (099 17(84.7) g S g S 61 = E P-value = 0.04
domains Acute lymphoblastic leukemia 12 (32.4) 14 (36.8) = E P-value = 0.02 = E P-value = 0.48 1 2 o (comparison of areas under the curves) CONCLUSIONS
» Physical well-being (7 items, domain score ranges from 0 to 28) Chronic myelogenous leukemia 3(8.1) 2 (5.3) 1 5 (comparison of areas under the curves) 1 g (comparison of areas under the curves) - 0 42 100 180 365
« Social/family well-being (7 items, domain score ranges from 0 to 28) Myelodysplastic syndrome 3(8.1) 2 (5.3) 0 42 100 180 65 0 49 100 180 365 Time since transplant (days) * Ina phase lll randomized trial, omidubicel demonstrated significantly fagter _
. Emotional well-being (6 items, domain score ranges from 0 to 24) _ _ _ _ o neutrophil and platelet engraftment, shorter hospitalizations, and lower infection
motio g ; g Lymphoma 1(2.7) 2 (5.3) Time since transplant (days) Time since transplant (days) Omidubicel - UCB: 4.1 2.2 2.5 1.0 rates compared to UCBS
* Functional well-being (7 items, domain score ranges from 0 to 28 L ) o ) . . i . : .
g ( . g ) Other 1 (27) 1 (26) Omidubicel = UCB: 1.5 1.6 3.1 2.5 Omidubicel - UCB: 0.8 1.3 0.7 0.0 Note: The dark vertical line denotes the MCID for BMT subscale score, which is 2 points.8 The difference between ¢ ThIS Current StUdy demonStrated that, In addltlon tO C“nlcal endpomt beneflts,
— FACT-G total score (sum of the 4 FACT-G domain SCOFeS) Disease risk index. n ((y ) omidubicel and UCB for each fo.IIow-up visit was reported with numbers bolded when exceeding the MCID. omidubicel was associated with meaningfu| improvements or greater preservation
— Bone marrow transplantation (BMT) subscale score (10 items, each ow risk P 11 (20.7) 6 (15.8) C. Emotional Well-Being Score D. Functional Well-Being Score ity of o. 11CID: ol cliveally important dferomes, S5 Standard anor, UCD: trabilical sord bloog, o oee of several important and well-established patient-reported HRQL measures
item score ranges from 0 to 4) ow ris - - * HRQL improvements from omidubicel were observed as early as 42 days post-
— FACT-BMT total score (comprised of all FACT-G domains plus BMT- Intermediate risk 12 (32.4) 17 (44.7) 1 *1 Treatment group 1 *1 Treatment group FIGURE 4. CHANGE FROM BASELINE IN FACT-BMT TOTAL SCORE transplant and persisted throughout the first year, indicating potential long-term
specific subscale items) High risk 14 (37.8) 15 (39.5) ¥ b — Omidubicel y o — Omidubicel benefits
— EuroQol 5-dimension scale 3-level instrument (EQ-5D-3L) index score HCT-specific comorbidity index, n g N ucB g 2 1 é’ 101 Treatment group * Achieving neutrophil engraftment by day 42 was associated with better HRQL
« Arange from less than O (where 0 is a health state equivalent to (%) ' T o T 0 y % 51 — Omidubicel outcomes | | | | -
death and negative values indicate states worse than death) to 1 g E g E S o * The regression analysis correlating HRQL with clinical outcomes suggested a
(perfect health) 0 8 (21.6) 6(15.8) 2 E O@—--g”----AT-—--------]- [ ——————————————————————— - 2 E T E 0 relationship between the known clinical benefits of omidubicel and the
— o . )
Statistical methods 1-2 11(29.7) 12 (31.6) g ) 8 & improvements seen in HRQL
c c @ o _c|
- Patient baseline characteristics were described and compared between 3+ 18 (48.6) 20 (52.6) g j< m o O
the omidubicel and UCB groups HRQL measures, mean * SD :’? % g 10 DISCLOSURES
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