Updated interim safety analysis of the real-world Poster Ne.
HEM-POWR study evaluating damoctocog alfa pegol
in previously treated patients with haemophilia A

Kerstin Herbst,* Johannes Oldenburg,' Maria Teresa Alvarez Roman,? Martin Sanabria,® Giancarlo Castaman,*
Maissaa Janbain,® Tadashi Matsushita,® Karina Meijer,” Kathrin Schmidt,® Mark T Reding®

"University Clinic Bonn, Bonn, Germany; 2Hospital Universitario La Paz, Madrid, Spain; ®Bayer, Basel, Switzerland; “Careggi University Hospital, Florence, H EM-

Italy; STulane School of Medicine, New Orleans, Louisiana, US; ®Nagoya University Hospital, Nagoya, Japan; "University Medical Center Groningen, -

Groningen, the Netherlands; 8Bayer, Berlin, Germany; *University of Minnesota Medical Center, Minneapolis, Minnesota, US P.’ "WR
v v

*Presenting author. Author contact details: Kerstin Herbst (Kerstin.Herbst@ukbonn.de) L4\

CONCLUSIONS Table 1: DEMOGRAPHICS, BASELINE CHARACTERISTICS AND Figure 2: PROPORTION (%) OF PRESCRIBED PROPHYLAXIS
EXPOSURE IN THE SAF REGIMENS OF DAMOCTOCOG ALFA PEGOL AT INITIAL VISIT

¢ These updated interim data continue " IN THE SAF*
to support the favourable safety and o SAF, n (%) 147 23
tolerability profile of damoctocog alfa pegol Characteristic (n=268) : 12.4

in PTPs with mild, moderate or severe
haemophilia A in a real-world setting. mean (SD)

Observation period, days, median (Q1, Q3), 233.5 (6.0, 420.0),

264.7 (237.9)

OBJECTIVE Sex, male, n (%) 266 (99.3) 198
¢ The aim of these analyses is to report the Age at enrolment, years, median (Q1, Q3) 35.0 (23.0, 48.0) 50.4
safety data of damoctocog alfa pegol from A | o ’
the third interim analysis of the ongoing 9"’1 at enrolment, years, n (%) < os
HEM-POWR study (data cut-off <12 (0.4)
17 August 2022). 21210 <18 28 (10.5) M Every day M Every 2 days
g < 224 (83.6) W Every 3-4 days m Every 5days m Every 7 days
>65 15 (5.6)

Lol glon. Weight, kg, median (min, max)*

e Damoctocog alfa pegol (BAY 94-9027, Jivi®) is an

*Missing data for <5 patients. SAF, safety analysis set.

80.0 (44.0, 185.0) e Overall, 59/268 patients (22.0%) reported any TEAEs, with
19/268 (7.1%) reporting serious TEAEs (Table 2).

extended half-life PEGylated recombinant FVIII Severity of haemophilia, n (%)* ~ The most common type of TEAE, reported in 20/268 patients
product approved for reatment of previously m”?j t 32 (:13530)1 (7.5%), were injuries and procedL,JraI complications
i > i oderate . = )
::erg %z;’?:egtiz(PTPs) aged >12 years with Severe 591 ((82 5)) — Four adverse events of special interest (AESI) were reported in
P ’ ) ' 2/268 patients (0.8%); all were hypersensitivity reactions.
* The ;‘EM'PQWFI‘ Stucl")’ (NCT°39322|°L) s Patients with >1 concomitant disease, n (%) 143 (53.4) * One patient experienced 3 non-serious hypersensitivity
an observational, multicentre, open-label, reactions, including erythema and muscle strain (recovered)
prospective Phase 4 trial assessing the use of Patient history of inhibitors, yes, n (%)* 35 (13.1) and chest discomfort (not yet recovered).

damoctocog alfa pegol in PTPs with haemophilia

* The other patient was hospitalised with a serious abdominal

A in clinical practice.? Immune tolerance induction history, n (%)" infection, which resolved, and the patient recovered
* Real-world effectiveness and safety of Yes LoE, ~ No drug-related TEAES, inhibitor development or deaths
damoctocog alfa pegol has previously been No 20 (7.5) were reported.
reported in earlier interim analyses of the Proohvlactic treat t brior t I t
HEM-POWR study.*s rophylactic treatment prior to enrolment, 247 (92.2) Table 2: SUMMARY OF TEAES IN THE SAF

yes, n (%)*

METHODS Prescribed dose per infusion per kg of

damoctocog alfa pegol at baseline, 1U/kg, 37.5(29.4, 48.4)

e PTPs starting or currently receiving damoctocog
alfa pegol with any kind of treatment modality
(i.e. on-demand, prophylaxis or intermittent
prophylaxis) are eligible for enrolment to the study.

median (Q1, Q3)$

Patients pre-treated with damoctocog
alfa pegol

SAF, n (%)
Characteristic (n=268)

Any TEAE, n (%) 59 (22.0)
Blood and lymphatic system disorders 3(1.1)
Gastrointestinal disorders 11 (4.1)

General disorders and administration

SAF, n (%)
(n=225)

* First patient first visit was 21 October 2019; study site conditions 6(2.2)
duration is 36 months, with follow-up visits as per Most recent prescribed dosing modality of Hepatobiliary disorders 1(0.4)
routine clinical practice. damoctocog alfa pegol prior to initial visit, Infections and infestations o 12 (4.5)

. N . . n (%)t Injury, poisoning and procedural complications 20 (7.5)

* Primary endpoint is a””“a"s‘?d blleedlng rate Prophylaxis 210 (93.3) Metabolism and nutrition disorders 2(0.8)
(ABR), and secondary endpoints include joint Intermittent prophylaxis 2(0.9) Musculoskeletal and connective tissue disorders 10 (3.7)
health and treatment-emergent adverse events BRI : Nervous svstem disorders 5 (1.9)

; i iari On demand 10 (4.4) oY .
(TEAEs). I;)gta r:}re collected using patient e-diaries Braclucs CaUEs 2(0.8)
and physicians’ records. *Data missing for 106 (39.6%) patients; 'data missing for <5 patients; *data missing Psychiatric disorders 2 (0.8)

e Patients included in the safety analysis population for 1(0.4%) patient; "data missing for 232 (86.6%) patients; *data missing for Renal and urinary disorders 2 (0.8)
were PTPs with >1 study dose in the observation 65 (24.3%) Pa“e”t?: ) . ) - o Respiratory, thoracic and mediastinal disorders 1(0.4)
period who provided informed consent. ISUD ";‘::‘:;gg‘ivﬂfor?1 first quartile; Q3, third quartile; SAF, safety analysis set; Skin and subcutaneous tissue disorders 4(1.5)

e Statistical analyses are descriptive and Vascular disorders 3(1.1)

i i ; . . Any study drug-related TEAE 0 (0.0)
exploratory, with no formal hypothesis testing Figure 1: COUNTRIES OF RECRUITMENT IN THE SAF (%) Anv TEAE leading to ch st e v
performed. Ethical approval was obtained for all ny (SElellny) 1o @kIng]S @ iU KEgIlE 7.1
study sites. Any TEAE leading to discontinuation of
treatment regimen 0 (0.0)
12.3 Any TEAE leading to inhibitor development 0 (0.0)
RESULTS i o8 TEAE-related death 0(0.0)

e At data cut-off (17 August 2022), 270 PTPs were ' ' SN el (l)nterest 2(0.8)
enrolled; 2/270 (0.7%) patients were excluded 5.6 Any serious TEAE, n (%) 19(7.1)
from this analysis as they did not receive >1 dose ﬁny study dr—?g,ggatec? serloui TEAE . 0(0.0)
of damoctocog alfa pegol. 6.0 iy EBELE UISAS | FEE/TE) o GTEg S ©

) . . treatment regimen 8 (3.0)

e Of the 268 PTPs included in the analyils, almost Rotator cuff syndrome 1(0.4)
half were from Germ::tny (§1/268, 22.8 A)? and 71 194 Eoel fEEE 1(0.4)
Japan (52/2.68, 19.4%) (Flgure 1). Baseline : Abscess limb 1(0.4)
demographics are shown in Table 1. 10.8 Injury (not specified) 1(0.4)
— Mean (SD) observation period was 11.2 Gastrointestinal haemorrhage 1(0.4)

264.7 (237.9) days. Haematochezia 1(0.4)
disease (221/268, 82.5%) and were aged B Taiwan M Denmark M Greece M Other* A Chollecys_l'fgliE oad g ation of 1(0.4)
>18 to <65 years (224/268, 83.6%). ny serious T eading to discontinuation o
— Of note, enrolment spanned a broad age *Other included Sweden, Spain, Belgium, Colombia, Slovenia and Netherlands treatme,nt T Il i . 0 (0'0)
. h 28 (10.5%) adol PTP d (<10 patients each). SAF, safety analysis set; USA, United States of America. Any serious TEAE leading to inhibitor development 0(0.0)
range with 28 (10.5%) adolescent PTPs age Serious TEAE-related death 0(0.0)
>12 to <18, and 15 (5.6%) PTPs >65 years old. e The most common prophylaxis dosing regimen was every Any serious TEAE of special interest 1(0.4)
— The most common concomitant disease was 3-4 days, both prior to enrolment (111/210, 52.9%) and during the “Dose increased or interrupted. SAF, safety analysis set; TEAE, treatment-emergent
hepatitis C virus (n=50; 18.7%). observation period (130/268, 50.4%) (Figure 2). adverse event.
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