Phase 4 ADOPT study: interim analysis of efficacy and safety results of avatrombopag treatment in
adult patients with immune thrombocytopenia

Maria Teresa Alvarez Roman,! Maria Luisa Lozano,? Wolfgang Miesbach,3 Hafiz Qureshi,* Vickie McDonald,> Jessica Zhang,® Milica Putnik,” Viridiana Cano Garcia,® Brian Jamieson,® Stefan Lethagen,” Maria Eva Mingot Castellano®

'Hospital Universitario La Paz, Madrid, Spain; ?Hospital Universitario Morales Meseguer, Murcia, Spain; 3University Hospital Frankfurt, Frankfurt, Germany; “University Hospitals of Leicester NHS Trust, Leicester, UK; >Guys and St Thomas’ NHS Foundation Trust, London, UK; ®Sobi, Durham, NC, USA; “Sobi, Stockholm, Sweden;
8Sobi, Waltham, MA, USA; °Hospital Universitario Virgen del Rocio, Instituto de Biomedicina de Sevilla, University of Seville, Seville, Spain

Objectives Results
Figure 1. Patient disposition Figure 3. Interim effectiveness (patients with 12 months of prospective data as of the interim data cut-off date, N = 16)
To describe the real-world effectiveness and safety of the TPO-RA
avatrombopag in adult patients with ITP in routine clinical practice in Europe. Screened: _ . _
202 patients * Qver the 12-month follow-up period, the cumulative number of weeks with a PC 230 x 10°/L was:
| _ Eligibility not yet confirmed?: . .
: 12 patients mean (SD) 48.5 (9.0) and median (min, max) 51.2 (28.3, 61.1)
M eth o d S Reviewed for eligibility criteria: . . . _ _ .
190 patients o * Insubgroup analyses, findings did not substantially differ when patients were grouped by baseline PC
| . _Screening failure: (<30, 30—<50, and 250 x 10°/L), concomitant ITP medication use (yes, no), or previous TPO-RA use
* 1 patient met exclusion criteria (yes, no); however, interpretation was limited by the small sample size
Multicenter, observational, Phase 4 ADOPT study (NCT04943042) Enrolled (full analysis set, FAS): PC 230 x 10°/L Vi L o ISl i ;
, 155 patients Discontinued from the study: * PC 230 x 10°/L was maintained for 28 consecutive weeks in 16 patients
Patients ! " 15 patients®
. . . . . . Completed the study
Inclusion criteria Exclusion criteria x as of the interim data cut-off®:
14 patients
>18 years of dage Secondary ITP “Details relating to inclusion and exclusion criteria are not yet available. * QOver the 12'm0nth fO”OW-Up penOd, the CumUIatlve number Of WEEkS W|th a PC 250 x 109/L Was
EStainShed and We” documentEd ITP diagnOSiS EnrO“ment in Other Clinical nggfgrtsf\o/vrh;szzitiﬁTaﬁ:zaeﬁsizzl;sr’]ocjtf?érs:t:]:gt\;s;t.to follow-up, withdrawn consent, or enrollment in another trial). mean 43'6 (SD 14'5) and median 47'0 (min O'OI max 61'1)
Treated with, or initiating treatment with interventional study or intake - . : : :
’ : : : : . > 9 >
atrembe s for TP & crrelinen of an investigationa Figure 2. Retrospective period: demographics and PC 250 x 10°/L PC 250 x 10°/L was maintained for 28 consecutive weeks in 15 patients
Informed consent medicinal product within clinical characteristics (FAS; N = 189)
Willing/able to comply with protocol requirements 3 months prior to this study
o@® Ase (years) 56.6% 1 (6.3%) patient had a WHO Si= 8 (50%) patients required
. o Wl R S A (0] female grade >2 bleeding event rescue medication
Study design Median (min, max): 56 (18, 92)
Avatrombopag treatment?
Retrospective period Prospective period Table 1. Retrospective period: previous treatments
Data collected from patients’  Data collected at routine clinical visits \ﬁ ;':'“19 5'“tce 'TE dlagrlosmtto : within 12 months prior to initiating avatrombopag (FAS) Table 2. Interim safety as of the data cut-off date (FAS)
: irst avatrombopag treatmen
medical records for up to 12 months  for 12 months Avatrombopag Patients with events, n (%) Avatrombopag
Mean (SD): 483 (598) weeks Patients, n (%)? N = 189 [number of events (e)]? N = 189
nterim analysis: data cut-of April 4, 2024 e e g aae  mea
212 months: 81.5%
- - b
@ Primary endpoint: Cumulative number of weeks with PC 230 x 10%/L _ Eltrombopag >7(30.2) AEs related to avatrombopag 0 (4.8) [12]
Baseline PC Romiplostim 58 (30.7) AEs leading to discontinuation of avatrombopag 2 (1.1) [4]¢
6.9%
72 . .
&  Key secondary endpoints* b iai Corticosteroids  71(376)  SAEs 13 (69) (17
A+, =70 m 30-<0xA0%L Prednisolone 61 (32.3 AESIs 5 (2.6) [7]¢
Cumulative number of weeks with WHO grade >2 bleeding events S -x* >50 x 10°/L 32:3) . - . | 26} 7]
PC 250 x 10%/L AEs, AEs leading to discontinuation of = Missing Dexamethasone 20 (10.6) Abdomin) pain, & 1; bane pain, € 2 1, dyspepda, € < 1 atgue, & 1y thromborytonls, .« 1 orie sk ercpton. e 2 31+
PC >30 x 10°/L for >8 consecutive weeks avatrombopag, SAEs, and AESIs (TEEs or 16.4% _— o omiel bon o - 1 fatigue, @ - 1 uncoded, e 2.
PC 250 X 109/L for 28 Consecutive Weeks b|eeding events)d dAcute myoca_rdi.al ir)farcjcion,_e=.1; z?\theroen.]bolifm., e=1; cere.bralvenou.s thrf)m.bosisfe.=.1; de_atf.\, e =1; embolism,e=1;
|V| 22 (11 6) empyema, e = 1; epistaxis, e = 1; facial paresis, e = 1; lumbar spinal stenosis, e = 1; meningitis, e = 1; platelet count decreased,
Rescue medication use 8 : e = 1; pulmonary embolism, e = 1; thrombocytopenia, e = 2; thrombosis, e = 1; uncoded, e = 2.
. . e . eAtheroembolism, e = 1; cerebral venous thrombosis, e = 1; deep vein thrombosis, e = 2; embolism, e = 1; pulmonary embolism,
Splenectomy: Prior Slgnlflcant Prior TEEs: Rituximab 3 (16) e = 1; thrombosis, e = 1.
27 9.0% bleeding events: 8.5% 10.6%
Fostamatinib 22 (11.6)

aPatients may have received more than one previous treatment, including within a therapy class.

Statistical analyses:

 No formal statistical hypothesis testing; data summarized using descriptive statistics COnCIUSiOnS
 Baseline characteristics, prior treatments, and safety analyzed in all enrolled patients

 Effectiveness analyzed in all patients who had 12 months of data in the prospective period

e This first interim analysis of the ADOPT study provides real-world evidence e Future ADOPT study analyses will provide further data on the real-world
aPatients were prescribed avatrombopag according to usual clinical practice and according to investigator judgment. Any concomitant medication was also prescribed at the for the effeCtiveneSS and Safety prOflle Of avatrombopag In adUIt patlents effeCtiveneSS and Safety Of avatrombopag Over a Ionger tlme duration than
s it ot et o e oo vor et e Hbatrans (lanuary 2, 2024). with ITP in European routine practice. in clinical trials, and in patient subgroups not previously included in the
CTERS were any thrombotc o embolic event, whether arteral or venoues leeding events were any cinially signifcant biood loss meeting WHO bleeding scale grade 23 citria clinical program (newly diagnosed/persistent ITP,? prior TEEs).34
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