Longer survival with tagraxofusp versus venetoclax in patients with blastic plasmacytoid dendritic cell neoplasm (BPDCN):
Results of a real-world analysis
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BACKGROUND RESULTS

= Blastic plasmacytoid dendritic cell neoplasm (BPDCN) is an aggressive, orphan hematologic malignancy Patient demographics, patient baseline characteristics, and treatment More patients were able to receive a subsequent line of therapy after Overall survival was longer in the TAG-based cohort for
Chgractle.nzed bél 0?123 expression and frequent involvement of the Skln, bone marrow, bIOOd, |ymph patterns TAG_based regimens both monotherapy and combination therapy groups
nodes, liver, and spleen. . . . . . . : : . : : : : .
S _ P _ _ _ _ _ = Forty-seven patients treated with TAG-based regimens and 47 patients with VEN-based regimens were = A subsequent LOT was received in 47% of patients who received a TAG-based regimen and 11% of = Median OS in monotherapy recipients was 35.3 months for the TAG-based cohort vs
= An OIbJeCtlve of flrst-llne é|1 L) tt'her?mt/ is t().t]ndl:ceha ra;?d a.nc:.du:able Cﬁrppletelre?p?nsel_\;vsltgf)ru’[_ eXtI'er?SIed included (Table 3). patients who received a VEN-based regimen. 10.5 months for the VEN-based cohort.
myelosuppression, enabling timely transition to hematopoietic stem cell transplantation in eligible _ . . : : . N .
0 a}fti ents PP J y P P ( ) J = The mean patient age was 60.9 years for the TAG-based cohort and 67.3 years for the VEN-based cohort. = Of the 22 patients in the TAG-based cohort who received a subsequent LOT: = Median OS in combination therapy recipients was NR for the TAG-based cohort and
= Tagraxofusp (TAG), a first-in-class CD123-targeted agent, is the only approved treatment for BPDCN in = Mean Charlson Comorbidity Index (CCI) scores were 0.8 for the TAG-based cohort and 1.1 for the — Five patients received a TAG-based regimen as a subsequent LOT. 9.6 months for the VEN-based cohort.
the US and EU, with approval based on a multicenter phase 2 trial (NCT02113982)—the largest VEN-based cohort. ~ Eleven patients received a VEN-based regimen as a subsequent LOT. — Median OS in 21 patients receiving VEN + HMA was 19.3 months.
prospective study in BPDCN using predefined multisystem response criteria. = Common CCI comorbidities for patients receiving TAG-based regimens and VEN-based regimens, _ _ ] ] _ = |n patients receiving IT chemotherapy (TAG, n=16; VEN, n=9), median OS was NR
= In both clinical and real-world settings, TAG has demonstrated high rates of rapid, durable responses that respectively, included diabetes (30% vs 40%), peripheral vascular disease (13% vs 26%), and chronic Median overall survival was longer in patients treated with TAG-based in either group.
allow effective bridging to HSCT with associated long-term survival.'2 pulmonary disease (21°/? vs 15%). regimens as compared to VEN-based regimens = Among those not receiving IT (TAG-based cohort, n=31; VEN-based cohort, n=38),
= Although venetoclax (VEN) is not approved for BPDCN, real-world use has been reported in limited = Monotherapy was used in 85% of patients in the TAG-based cohort and 49% of patients in the VEN-based = Median OS was 35.3 months for the TAG-based cohort and 10.5 months for the VEN-based cohort median OS was 19.8 months for the TAG-based cohort and 9.6 months for the
studies 34 ’ cohort (Table 4). (Figure 1), with 12-month survival rates of 72.1% and 42.8%, respectively. VEN-based cohort.
= |n the 24 patients who received a VEN-based combination regimen, 21 received VEN with HMAs. = Among 1L-treated patients, median OS remained longer for the TAG-based cohort (35.3 months) vs the
= |T chemotherapy was administered in 34% of patients in the TAG-based cohort and 19% of patients in the VEN-based cohort (11.8 months) (Figure 2), with 12-month survival rates of 74.9% and 46.7%,
VEN-based cohort. respectively. LIMITATIONS
OBJ ECT|VE = Median follow-up was 13.4 months for the TAG-based cohort and 7.4 months for the VEN-based cohort. . . , S ,
. . . . o Figure 1. Overall survival of LOT-matched cohorts = These analyses have inherent limitations common in many real-world analyses and
= To evaluate overall survival (OS) in BPDCN patients treated with a TAG- or VEN-based regimen in a US : .
: apply to both cohorts, including:
real-world setting. . . g < 1001 TAG-based VEN-based . : . - : T
Table 3. Patient characteristics (LOT matched cohorts) <~ o Cohor Cohor — Residual confounding due to the limited ability to balance baseline characteristics in
= edian mo -. _. m " m | . .
Characteristic USRS Sl VIR SEEEE GRinei S 80 (954 Q) (167 NE) 6. 19:4) a small sample size
(N=47) (N=47) S 4l — Potential OS overestimation due to delayed or incomplete death reporting in
METHODS Age (years),” mean (SD) 60.9 (19.6) 67.3 (18.8) g_ 60 - ‘_\_\ real-world data; due to incomplete records, the reported real-world OS for some
S?:X,a nl(%) 13 (28 5 (17 T o patients may be longer than what they experience.
: - - emale = y
= This retrospective cohort study used US claims data from the Komodo Research Database (January 2016 Malo 21 §72; 39((83)) : w0 _ Potential patient misclassifications due to billing inaccuracies, coding errors, and the
— December 2023). Race/ethnicity,® n (% Z use of proxy variables to identify clinical characteristics and treatments.
. . . . o . ! y:* n (%) = 301
U Eatlents with 21 diagnosis of BPDCN and subsequent initiation of a TAG- or VEN-based regimen were \é\llmtlc(a or ACfa_ucas:m | 266 (1535) Sg (24) g 00 ] l _ Patient activity may be underestimated due to the use of open claims data, which
included (Table 1). ASaign g'; ngﬁg Islrgre\;lg?n 0((0)) 3 E6; 8 49] —TAG-based Cohor were needed to achieve a suitable sample size.
— The index date was defined as the first administration of a TAG-based regimen or initiation of a Hispanic or Latino 7 (15) 3 (6) 0 — VEN-based Cohort . . . . . .
VEN-based regimen. Other 2 (4) 3 (6) 0 6 12 y ;nsth - 23 t 30 36 42
= Patients were additionally required to have continuous enroliment or sufficient claims activity from YUnknfo_wr; date. (% 6 (13) 5 (11) Datients af Risk > rom incex date CONCLUSIONS
3 months prior to the initial BPDCN diagnosis until the index date. e2a0r1<; index date, n (%) 00) TAG-based 47 35 24 17 10 9 3 1
= Two cohorts were identified and matched 1:1 by number of prior lines of therapy (LOTs) (Table 2): 2018 ] 9 (19) VEN-based 47 ?! B ’ ) ° ° ° = In this cohort study of patients with BPDCN, treatment with TAG-based regimens was
— TAG-based cohort; Patients who initiated a TAG-based regimen in an inpatient setting. gg;g 153((1218)) 173((125g) asscztcr::a;ted with ajub_tsrt]acl’g?\:hlglon%er median o.vzrall su drvn/tal 1‘(355 monthts Ve 1.0',[5 .
_ _ _ _ . . ) . ) . months) compared wi -based regimens, independent of subsequent receipt o
— VEN-based cohort; Patients who received a VEN-based regimen and no TAG at any time. 2021 7 (15) 6 (13) Figure 2. Overall survival of LOT-matched cohorts in 1L-treated patients hematopoietic stem cell transplantation.
i ithi . 2022 11 (23 1(2 : : :
= The following subgroups were assessed within each cohort: 2023 i EZB; 10 §2)1 ) 100 TAGTased | VENTased = The survival advantage with TAG-based therapy was consistent across treatment
— (1) Patients without post-index HSCT, (2) patients who received a TAG-based or VEN-based regimen BPDCN duration at index (months),” mean (SD) 42 (8.1) 5.9 (9.0) g -D-‘_L'\T‘—\, ___ ?34? ‘{48) contexts, including monotherapy, combination regimens, and in patients who
in the 1L setting, (3) patients who received TAG or VEN monotherapy (+ intrathecal [IT] Prior or concomitant additional hematologic malignancies,® n (%) 2> 801 ‘1_| ©5%C) (187, NE) (6.9, 19.4) underwent hematopoietic stem cell transplantation.
chemot;\e\;;?\ly); £]4) patlemsl V\;.ho recel\f[edl_(lzlc\)/lrzbmatlog tgerari_y (?morr:g VEN. pactllle_lrj tsr,] patleﬂr]\ts who m;let:g?y?pﬁls?irgzyndromes 421 ggg 64((15)) § 701 '_\_‘ = Notably, a higher proportion of patients treated with TAG-based regimens were able
receive ypomethylating agents [HMAs]), and (5) patients who received IT chemotherapy. Acute lymphoblastic leukemia 3 (6) 8 (17) S 60 to proceed to subsequent lines of therapy relative to those treated with VEN-based
Chronic myelomonocytic leukemia 2 (4) 1(2) T 50 - regimens.
Cgf’ggﬂg%%ﬁp;;“:ore (excluding cancer).¢ mean (SD) ; g 2(1))3) ' 1 g)& g 407 = Collectively, these findir)gs reinforce the rolle of tagrgxofusp as the pre.fe.rr.e.d first-line
Table 1. Sample selection of BPDCN patients CCI comorbidities in >5% of patients,® n (°,/o) o | % 22 ' standard of care for patients with BPDCN, irespective of transplant eligibility.
Diabetes without chronic complication 10 (21) 14 (30) g 1 = Ongoing clinical studies are investigating combinations with a tagraxofusp backbone
LLCasociCe Nt k WS ECL Ry & Chronic pulmonary disease 10 (21) 7 (15) O 1oy T TASDaseC Eonen to further improve outcomes, including with venetoclax plus azacitidine
1. Patients had 21 claim with a diagnosis 2062 1. Patients had 21 claim with a diagnosis 2062 Peripheral vascular disease 6 (13) 12 (26) 0 : : : : : : : (NCT03113643) and venetoclax plus multiagent chemotherapy (NCT04216524).
for BPDCN for BPDCN Mild liver disease 5(11) 6 (13) 0 6 12 18 24 30 36 42
> Pationts had 51 claim with a di o > Pationts had 1 N Congestive heart failure 5(11) 9 (19) tonte at Rick Months from index date
. Patients had 21 claim with a diagnosis for . Patients had 21 prescription fill for Renal disease 5 (11 4 (9 atients at Ris )
BPDCN on or after TAG approval date? 1836 (or administration of) VEN on or after 198 Di ith chroni licati Loy ¥ [AG-based 42 30 23 16 10 9 3 ! REFERENCES:
AdN ! _ labetes with chronic complication 4 (9) 5(11) VEN-based 49 o4 11 . 4 3 3 3
the initial BPDCN diagnosis Cerebrovascular disease 3 (6) 7 (15) 1. Pemmaraju N, et al. J Clin Oncol. 2022;40:3032-3036.
- o i - V- Myocardial infarction 2 (4) 3 (6) 2. Herling M, et al. Ann Hematol. 2025;104:4121-4131
3. Patients had =1 prescription fill for 3. Patients had no prescription fill for - - . g W, ' ' T '
(or administration of) TAG on or after 165 (or administration of) TAG at any time 157 ;I\igzz;\]sousri(zjdi/’lc;r;ii):ec(ija;i;r;’rl?gPtlaeCI(\Sl_amt(ig?:)é;/vsa;i:eei;i)r;(:iil)gsp::?riofrﬁ]rg it:geizingPDCN diagnosis to the index date; ®Measured during the 90-day period prior to the initial BPDCN Regar-dless Of- HSCT!- treatment W|-th a TAG-based regimen -was 3. Gangat N, et al. Am J Hematol. 2022;97(6):E214-E216.
their initial BPDCN diagnosis | | associated with a clinically meaningful longer overall survival 4. Pemmaraju N, et al. Blood Neoplasia. 2025:2(2):100086.
4. Patients had =21 medical and pharmacy 4. Patients had =21 medical and pharmacy compared to VEN-based regimens
glatims ortcr:]on_tir_lgc?tgpe[;\(r:ol\lllrggnt " 108 glaims or ﬁontinu?léspiéol\lllrgent 149 Table 4. Treatment patterns of matched BPDCN patients treated with TAG or VEN? = OS in patients with HSCT: ABBREVIATIONS:
etween the Initia lagnosis to etween the initia lagnosis . . : et lina lina- A lina- BT . PERRTIA
the index date (exclusive) and last claim of BPDCN-related » TAG-based Cohort VEN-based Cohort — Median OS was not reached (NR) for the TAG-based cohort and VEN-based cohort (Figure 3), with E;IES'E;S,E,“E?’ %_L, Slecond “{19_&3;'—, tgll_’? Imeli 4L+, Tourtf_\ CI:Ir(]:el a(;(]i bleyond, AZAIS" da_tzaplt(;dm.e,
treatments Characteristic (N=47) (N=47) 12-month survival rates of 100% and 71.4%, respectively. ol ooty astic aasmla(I;EyUOIE endri II—IC I\/?X :e(’p astrr:],l oy arfoﬂggrpor: ldity’in t'ex’ t
. . . . _ , confidence interval; EU, Europe; , hypomethylating agent; , hemopoietic stem
T —— B —— Index LOT reglbmen, n (%) = OS in patients without HSCT: cell transplantation; IT, intrathecal; LOT, line of therapy; mo, month; MTX, methothrexate;
e N . e N . MBS (3] .l — Median OS was 18.7 months (95% ClI, 9.2-not estimable [NE]) for the TAG-based cohort and n, number; NE, not estimable; NR, not reached; OS, overall survival; SD, standard deviation;
continuous enrollment during the continuous enroliment during the Combination therapy 7 (15) 24 (51) _ , _ ) _
3-month period before the initial 97 3-month period before the initial 139 VEN + HMA 21 (45) 6.9 months for the VEN-based cohort (95% ClI, 5.6-12.9), with 12-month survival rates of 59.6% and TAG, tagraxofusp; US, United States; VEN, venetoclax.
. . . . - o i
BPDCN diagnosis BPDCN diagnosis Received IT chemotherapy during index LOT, n (%) 16 (34) 9 (19) 33.1%, respectively. ACKNOWLEDGMENTS:
. . . s IT methotrexate 15 (32) 7 (15) ) ] ] ] _ o
6. E(a)tjregasdvrgg ﬁrllsgilprlzgggse - 6. Patients with eligible VEN LOTs 11;03EN IT cytarabine 8 (17) 8 (17) F|gure 3. Overall survival among LOT-matched BPDCN patients with HSCT = This study was funded by the Menarini Group (New York, NY, USA).
in an inpatient setting ( LOTs) Treatment regimens received as index LOT among all TAG patients, n (%) 100 = Editorial and medical writing assistance was provided by Kelsi Bates, PharmD, from
TAG monotherapy 28 (60) - _ Phillips Group Oncology Communications, Inc. (Albany, NY, USA), funded by the
*TAG approval date: December 21, 2018. TAG combination® 3 (6) - S Menarini Group.
TAG monotherapy + IT chemotherapy® 12 (26) - :;’ 80
. L ) TAG combination + IT chemotherapy® 4 (9) - | 707 CONFLICTS OF INTEREST DISCLOSURES:
Table 2. LOT matChlng Statistical anaIyS|s Treatment regimens received as index LOT among all VEN patients, n (%) '§ 60 - ASS: Honoraria from Amgen, Debio Pharma, Syndex Bio; Consultant for Debio Pharma, Syndex Bio.
TAG-based VEN-based Cohort = OS was defined as time from index date to death VEN monotherapy - 22 (47) t—‘:' 50 - GSGMf: Hon_ocgaria from Aptitl.J.de.HeaIth, Cafdinal I-llealth,. Curio Science, DAVA Oncology; Advisory
-_——————————— f - ina Kaplan-Mei VEN combination’ - 16 (34) 2 | board for BeiGene, BMS, Daiichi Sankyo, Gilead/Kite, Pfizer, Syndax; Speakers' Bureau for Amgen,
Index Co_hort Unm_atched Matfhed arr?raTI] 2?Sy cause and estimated using Kaplan-Meier VEN monotherapy + IT chemotherapy? i 1(2) e 40 Rigel. PV: Consulting/advisory role with Blueprint Medicines, Bristol Myers Squibb, Cogent
LOT N=47 N=119 N=47 ysSIS. VEN combinaion + IT chemotherany® ) 8 (17 2 30; TAG-based Cohort  VEN-based Cohort Biosciences, DISC medicine, Genentech, Geron, GlaxoSmith Kline, Incyte, Kartos, Karyopharm,
— Patients without a death event were Inatl . Py (17) g 20 A _ (n=12) (n=13) Merck, Novartis, Prelude Therapeutics, Silence Therapeutics, Sobi, Stemline, Servier, Syndax,
censored at the last date of data availability. Proceedeq to any HSCT, n (%) 12 (26) 13 (28) 5 10] —TAG-based Cohort ?s"éii'fé‘.)" S me (NI;\I,T\IE) (1o.§,RNE) Takeda; Leadership role as a Board member for Alabama Cancer Congress; Speakers' Bureau for
A itivit IVSi ducted ﬁll?glenelc onI)II 15 53)6) 1? g?) ——VEN-based Cohort 12-month survival rate 100% 714% Incyte. Sl: Advisory board for Morphosys. DG and YG: Employment with Analysis Group Inc;
— A Sensiuvity analysis was conductea, utologous only 0 : : : : : : : Research funding from Menarini Group. JK: Employment with Menarini Group, and previous
censoring patients at the earlier of last date “Treatment patterns and LOTs were identified from the initial BPDCN diagnosis until the later of (a) the end of continuous eligibility or (b) the date of the last claim for BPDCN-related ° ° 12 Mo1n8ths from indexzjate 30 3 42 employment, stock or StOCi-( Optior}S V\{ith.Abeie. CP: Employment with Menarini
of data ava||ab|||ty or time of first post_index treatment; "Monotherapy was defined as treatment with TAG or VEN alone, or in combination with IT chemotherapy; °TAG + azacitidine (AZA) (n=1), TAG + VEN (n=1), TAG + Group. TK: Research funding (to institution) from Glycomimetics, Novartis,
cytarabine (n=1): “TAG + IT methotrexate (MTX) (n=6), TAG + IT cytarabine + IT MTX (n=5), TAG + IT cytarabine (n=1); °TAG + VEN + IT cytarabine + IT MTX (n=2), TAG + Patients at Risk Syndax; Consulting/advisory role with Amgen, Astellas, Neogenomics, Stemline
HSCT. daunorubicin + vincristine + IT MTX (n=1), TAG + VEN + IT MTX (n=1); 'VEN + AZA (n=9), VEN + decitabine (n=5), VEN + decitabine + fludarabine (n=1), VEN + vincristine (n=1); TAG-based 12 12 11 9 6 5 3 1 y ’ . y . ) L. 9 i ’
L . SVEN + IT cytarabine + IT MTX (n=1); "VEN + AZA + IT cytarabine + IT MTX (n=3), VEN + AZA + IT cytarabine (n=2), VEN + cyclophosphamide + cytarabine + doxorubicin + VEN-based 13 10 5 4 3 2 2 2 Syndax, Takeda; Honoraria from Rigel, Servier; Participation on DSMB or
= OS was analyzed by descriptive statistics only. vincristine + IT cytarabine + IT MTX (n=1), VEN + decitabine + IT cytarabine + IT MTX (n=1), VEN + vincristine + IT MTX (n=1). Advisory Board for Amgen, Neogenomics, Stemline, Syndax, Takeda.

Presented at the 2026 FLASCO Spring Congress | April 10-11, 2026

Previously presented at the 2025 ASH Annual Meeting




