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BACKGROUND RESULTS

» Trophoblast cell surface antigen 2 (Trop-2) is expressed in all subtypes of breast cancer and linked to poor prognosis'2 PATIENT DISPOSITION RESPONSES TREATMENT-EMERGENT ADVERSE EVENTS

» Sacituzumab govitecan (SG) is a novel antibody-drug conjugate (ADC) comprised of an anti—Trop-2 monoclonal antibody

: : : . : : - - * Of the 529 patients enrolled in ASCENT, 61 patients (SG, n=32; treatment of physician's choice [TPC], n=29) were included in * The ORR and clinical benefit rate (CBR) per blind independent central review (BICR) assessment for * The most common treatment-emergent adverse events for SG versus * One patient in the SG arm discontinued due to sepsis and
ted to SN-38 t tabolite of t hydrolyzable linker (F 1
conj.ugé e. X (an ac |ve?)_£ne abolte ofirinotecan) via a unique hydrolyzable finker (Figure 1) the brain metastases-positive population (Table 1) patients treated with SG versus TPC were 3% versus 0% ORR and 9% versus 3% CBR, respectively TPC were fatigue (63% vs 52%), diarrhea (50% vs 13%), neutropenia thrombocytopenia (considered treatment-related) and 1 patient in the
* SGis f:hstlnct .from othel.’ :.A\DCS _ Ofthese 61 patients, 2 (6%) in the SG arm and 6 (21%) in the TPC arm did not receive treatment (Table 3) (43% vs 35%), and nausea (43% vs 26%) (Figure 3) TPC arm due to fatigue (considered possibly treatment-related)
— Antibody highly specific for Trop-2 | | _ _ o — Per investigator assessment, the ORR was 9% for SG versus 3% for TPC * There were no treatment-related deaths in either arm
— High drug-to-antibody ratio (7.6:1) * At the data cutoff, 2 patients (6%) with brain metastases treated with SG are continuing treatment for 16.2 months and _ _ _ _
g g y 0. — More patients achieved stable disease in the SG arm versus the TPC arm (47% vs 31%)

6.3 months; no patients remain on treatment in the TPC arm
— Internalization and enzymatic cleavage by tumor cell not required for the liberation of SN-38 from the antibody bat ! |

. Dy . L . . o o o o
— Hydrolysis of the linker also releases the SN-38 cytotoxic extracellularly in the tumor microenvironment, providing a Primary reasons for discontinuation (SG vs TPC) were disease progression (727 vs 62%) and adverse events (13% vs 3%) Table 3: Responses (BICR Analysis)

Figure 3: TEAEs (All Grades, >20% of BMPos Patients Treated With SG)*

bystander effect Eati 63%
] : : oy : " atigue
« SG was granted accelerated approval by the FDA for patients with metastatic triple-negative breast cancer (mTNBC) who Table 1: Patient Disposition Brain Metastases-Positive (N=61) J 52%
have received at least 2 prior therapies for metastatic disease and fast-track designation in metastatic urothelial cancer’ : . :
Brain Metastases-Positive Population SG (n=32) TPC (n=29) : 63%
SG (n=32) TPC (n=29) Neutropenia? 500,
o
Figure 1: Sacituzumab Govitecan Antibody-Drug Conjugate Randomized—no. 32 29
0 o)
| ORR—no. (%) 1(3) 0 Diarrhea : 50%
Humanized anti—Trop-2 antibody Randomized (not treated)—no. (%) 2 (6) 6 (21) 13%
» Directed toward Trop-2, an | CBR—no. (%)* 3(9) 1(3) 43%
epithelial antigen expressed on Safety population (treated)*—no. (%) 30 (94) 23 (79) Nausea 6% B sc
many solid cancers Best I _ 0
Linker for SN-38 Remain on treatment—no. (%) 2 (0) 0 est overall response—no. (%) : 30% o TPC
+ Hydrolyzable linker for CR 0 0 Decreased appetite 17%
ayload release Discontinued treatment—no. (% 28 (88 23 (79
Pay | SN-38 payload . | (%) (85) (79) PR 1(3) 0 039
e High drug-to-antibody Disease progression 23 (72 18 (62) sD Anemias 0
ratio (7.6:1)° * SN-38 m%rg pottent than parent Adverse event 4 (13)tf 1(3)t 15 (47) 9 (31) 35%
SRS, LT Withdrawal of consent 1(3) 1(3) SD >6 months 2 (6) 1(3) 239,
. . . . 0
Trop-2, trophoblast cell surface antigen 2. Investlgator deCISIOn 0 1 (3) PD 11 (34) 11 (38) AlOpeCIa 13%
Death 0 0
» ASCENT is the first phase 3 study with Trop-2—directed ADC (SG) in pretreated mTNBC to demonstrate a significant survival Other 0 2 (7) Not evaluable 5 (16) 9 (31) o 23%
improvement Versus Standard Single'agent ChemOtherapy Wlth a t0|erab|e Safety prOf”e (Figure 2) *CBR is defined as the percentage of patients with a confirmed best overall response of CR or PR and SD =6 months. ConStlpatlon 22%
* SN-38 can cross the blood—brain barrier and is a drug partner In central nervous System (CNS) disease regimenSS'm Tglr|1szt:ir:r?tvi\:\hfh;egec-l‘;vaerdngiggj:tiazzgjzﬁ;r?: tsnc—]:?)r;:(s and thrombocytopenia (considered treatment-related) and 1 patient in the TPC arm due to fatigue (considered possibly treatment-related). EtIaCbFI{é 2:Lnedaisnecj_esg)gnggg;[tggg;{rrglbrz\g\?i\;vécgE.R_I,_Pclci;ni;:rzla?r?]réenilitorfa;eh;ygilz,acrzl?sm Cp;!g’i[(e:zeresponse; ORR, objective response rate; PD, progressive disease; PR, partial response; SD. | | | | |
_ ] _ ] _ . . *Due to treatment delay >3 weeks. o ’ ’ ' 0 20 40 60 80 100
— In a model of breast cancer brain metastases, liposomal SN-38 accumulated in metastatic lesions and significantly SG, sacituzumab govitecan; TPC, treatment of physician’s choice.
increased median survival versus vehicle™ SURVIVAL OUTCOMES % Patientst
— Previous studies in adults have noted manageable toxicities, including diarrhea, with SN-38° . - | , |
e T e e e DEMOGRAPHICS AND PATIENT CHARACTERISTICS . Median PFS was 2.8 months for SG versus 1.6 months for TPC per BICR assessment, with a hazard Patens may epr, o ar | vent or refrtad e dver vens wor clssifd scordngto e MedDORA systes of e o and syt argan s ercertages s basd o h rumrf BUPGs patonts st
P }Il . |t fSG _ t t th b t g d k t d h I b | t t h th t . Baseline Characteristics were balanced between the SG and TPC arms (Table 2) ratio (HR) Of 065 (95% Cl, 035_1 22) (Table 4) BMPos, brain-metastases positive; MedDRA, Medical Dictionary for Regulatory Activities; SG, sacituzumab govitecan; TEAE, treatment-emergent adverse event; TPC, treatment of physician’s choice.
— Preliminary results o in patients with breast cancer and known or suspected parenchymal brain metastases show tha _ _ _ _ _ _ _ : 0 0 0 0
4 of 7 patients were progression free at 279, 202, 175, and 161 days — All patients were female and had a median of 5 prior anticancer regimens in both treatment arms PFS rates were higher for SG versus TPC at 3 months (41% vs 28%) and at 9 months (9% vs 0%) CASE STUDY*

* Median OS was 6.8 months for SG versus 7.5 months for TPC (HR [95% CI], 0.87 [0.47-1.63]) (Table 5)

Table 2: Demographics and Patient Characteristics * The patient of this case study is a White female, 52-years old at the time of enroliment, with BRCA1/2-positive mutation status and an Eastern
METHODS _ _ Cooperative Oncology Group performance status of 0 at baseline
Table 4: Progression-Free Survival , _ _ _ , _ . . .
SG (n=32) TPC (n=29) * The patient progressed on 3 prior anticancer regimens in the metastatic setting, and her best response to any of these therapies was stable disease

Brain Metastases-Positive (N=61) * At baseline, the patient had known brain metastases (2 non-target lesions) with a target lesion in the lymph node

Figure 2: ASCENT Study Design Female—no. (%) 32 (100) 29 (100) — Stereotactic radiosurgery to the left cerebellar hemisphere had been performed 7 months prior to study screening
Median age—yr (range) 53 (27-80) 51 (34-81) BICR Analysis SG (n=32) TPC (n=29) — At baseline, MRI showed metastases in the left cerebellum (1 lesion) and left inferior cerebellar hemisphere (1 lesion)
Metastatic TNBC Sacituzumab Govitecan (SG) 9y J — No concomitant medical, surgical, or radiotherapy procedures were carried out
(per ASCO/CAP) 10 mg/kg IV Continue Race or ethnic group—no. (%) No. of events 24 1 — After 15 cycles, 1 brain lesion (left cerebellum) was absent by contrast MRI; the second brain lesion (left inferior cerebellar hemisphere) was
Days 1 & 8, every 21-day cycle treatment until Whit group 70 27 (84 9 (76 ' present throughout the course of treatment
22 chemotherapies for pl:r(:gc:izzlt:rl;lzr Blalzlf (() ) ; ((21)) Modian PES 95% CI 2.8 (1.5-3.9) 16 (1.3:2.9) * The patient received SG for approximately 21 months (29 treatment cycles)
advanced disease ealan —MoO 0 : 0-0. : O£, _ : : . :
Treatment of Physician’s Choice (TPC)* toxicity Asian 4 (13) 0 Treatment was discontinued due to patient withdrawal of consent
e . — During treatment, the patient achieved stable disease for approximately 11 months before achieving a partial response for 4 months
[no upper limit; 1 of the Other or not specified 1(3) 1(3) HR (95% CI) 0.65 (0.35-1.22) _ _ _ _ _
required prior regimens Stratification factors ' ' ' * During tr_eatment, the patient experienced 4 treatment-related adverse events (grade 1 nausea [2 times], grade 2 alopecia, and grade 3 decreased
could be progression that  Number of prior therapies (2-3 vs >3) ECOG PS—no. (%) ] ] neutrophil count) |
occurred within a 12-month . Geographic region (North America vs Europe) 0 13 (41) 10 (34) PFS rate—% (95 /0 CI) — The treatment dose was reduced due to the grade 3 decreased neUtrOphll count
period after Completion of e Presence/absence of known brain metastases (Yes/No) 1 19 (59) 19 (66) At 3 months 41 4 (237-583) 27 7 (11 4-469) *Disclaimer: The information contained in this case study is not representative of the study subgroup and cannot be generalized.
(neojadjuvant therapy] Endpoint At 6 th 9.0 (0.9-29.2 6.9 (0.6-24.9
montns J-49. : 0-£4.
napoints BRCA1/2 mutational status—no. (%) ( ) ( )
 OS, ORR, DOR, TTR, QolL, safety Missing 11 (34) 3 (10) » Data interpretation in this subset with poor prognosis is limited by the small sample size
*TPC: eribulin, vinorelbine, gemcitabine, or capecitabine. tPFS measured by an independent, centralized, and blinded group of radiology experts who assessed tumor response using RECIST 1.1 criteria in patients BICR, blind independent central review; HR, hazard ratio; PFS, progression-free survival, SG, sacituzumab govitecan; TPC, treatment of physician’s choice. * In the phase 3 ASCENT Study SG was numerica”y better than TPC for tumor response and PFS. but not OS. in this exp|oratory ana|ysis
without brain metgstasis. i1_'he full p_opulation includes all randomize_d patients (wi’gh and without brain metastases). Bgseline brain MRI onlylreq_uired for patients with known brain.metastasis. | _ O . . | d . f TNBC* 0/ ’ ’ ’
ASCO/CA_P, Am_erl.can Soc:|ety. of Qllr?lcal Oncology/College ofAm_erlcan_ Pa_thplogls_ts; DOR, c_Iuratlon of_ res_ponse_; 1V, mtravenous;_ORR, o_bJectlve response rate; OS, overall survival; PFS, progression-free survival; r|g|na IagnOSIS O —nNO. ( 0) ° Safety prOﬁle was Similar tO the pOpUlatiOn WIthOUt brain metastases for bOth StUdy arms and Consistent Wlth preViOUS reports
QoL, quality of life; R, randomization; RECIST, Response Evaluation Criteria in Solid Tumors; TNBC, triple-negative breast cancer; TTR, time to response.
National Institutes of Health. https://clinicaltrials.gov/ct2/show/NCT02574455. Yes 27 (84) 23 (79) . _ . . . . . . . .
NG 5 (16) 6 (21) Table 5: Overall Survival * SG is currently under clinical investigation for patients undergoing elective surgery for breast cancer brain metastases or recurrent glioblastoma
* |n a subgroup analysis from ASCENT, the efficacy and safety of SG were evaluated in patients with stable brain metastases (NCTO3995706) based on promising preclinical and intracranial data
» Brain MRIs were required in patients with known brain metastases Prior anticancer regimenst—median no. (range) 5 (2-9) 5 (2-10) Brain Metastases-Positive (N=61)
— Patients were eligible if they had stable CNS disease for 24 weeks by MRI (defined as =22 weeks from discontinuation of . -
antiseizure medication and corticosteroid dose [£20 mg prednisone equivalent] that was stable or decreasing for =2 weeks Previous use of checkpoint inhibitors—no. (%) 12 (38) 14 (48) SG (n=32) TPC (n=29) REFERENCES ACKNOWLEDGMENTS
before random/zatlon) ] ] 1. Vidula N, et al. J Clin Oncol. 2017;35(Suppl 15):Abstract 1075. 2. Ambrogi We thank the patients and their caregivers for helping us realize the possibilities of this research
— Brain MRIs were required throughout the study Most common sites of disease*—no. (%) No. of events 24 21 F, et al. PLoS One. 2014:9:¢96993. 3. Goldenberg DM, et al. Expert Opin We thank the dedicated clinical trial investigators and their devoted team members participating in
Lung only 23 (72) 18 (62) Biol Ther. 2020;20:871-885. 4. Nagaygma A, etal. TherAc_fv Med Oncol. the ASCENT trial
 The primary endpoint was progression-free survival (PFS) per independent central review (RECIST v1.1) in brain , 2020:12:1758835920915980. 5. Gardilo TM, et al. Bioconjug Chem. 2015;26:919-931. This study is sponsored by Immunomedics, Inc
metastases-negative patients E.One 194 (2484) 183(2485) Median OS—mo (95% Cl) 6.8 (47'1 4.1 ) 7.5 (47'1 1.1 ) S\,'Wcj\zlcgz_ngboevr%Bg&g:?&;ﬁgiﬁiﬁnﬁ;:{Séiti%j:;::ﬁ;:;ﬁ;seZféza_l:gb?g/p:l'_” Editorial support was provided by Team9Science and funded by Immunomedics, Inc
: : : : . : : : : : : : er ituzumab-govitecan-hziy-m ic-triple-negative-breast-cancer.
» Secondary endpoints included PFS per investigator review, PFS in the full population (in patients with/without brain v (28) (49) HR (95% Cl 0.87 (0.47-1 63 Z?J(;Lst 26?2092%.tse.csreger?burztr?jft:ttaflfseuigactmio?. 33?9?131 :23-9'61\(.;%6.8\'/5:]]'dasi|pa K, To view presentation, visit: https:/bit.ly/2020dieraspd13-07
metastases) by central review, objective response rate (O RR), overall survival (OS), and Safety Assessed in the brain metastasis-positive population. *Patients on study either had TNBC at initial diagnosis or had hormone receptor-positive disease that converted to hormone-negative at time of study entry. ( ° ) ' ( S ) etal. Exp Biol Med (Maywood). 2015,240:1640-1647. 10. Mohammad AS, et al. Pharm
] tAnticancer regimens refer to any treatment regimen that was used to treat breast cancer in any setting. *Based on independent central review of target and non-target lesions at baseline. Res. 2018;35:31. 11. Brenner A, et al. Neuro-Oncol Adv. 2019;1(Suppl 1):Abstract Copies of this poster obtained through Quick Response (QR) Code are for personal use only and
* Data cutoff for anaIyS|S was March 11 , 2020 BRCA, breast cancer gene; ECOG PS, Eastern Cooperative Oncology Group performance status; SG, sacituzumab govitecan; TNBC, triple-negative breast cancer; TPC, treatment of physician’s choice. HR, hazard ratio; OS, overall survival; SG, sacituzumab govitecan; TPC, treatment of physician’s choice. TRLS-08. 12. Brenner A, et al. Ann Oncol. 2020;31(Suppl 4):Abstract 373MO. may not be reproduced without permission from the author of this poster.
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