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Real 'WO r I d h ea.l t h - r el at ed BaC kg rou nd M ethOdS _ _ . EQ-5D utility index scores were compared to their respective country population norms, where
_ ] . Non-muscle invasive bladder cancer (NMIBC) accounts for around 75% Data were drawn from the Adelphi Real World HR-NMIBC Disease Specific Programme™, a cross-  gyailable®14 using the restricted maximum likelihood method to adjust for age category.
q u al I ty Of I I fe an d treat m e n t of all bladder cancer cases-. sectional survey, with retrospective dz_;lta collect_lon of_physu:lans and patients in the United States, EORTC QLQ-C30 scores for the DSP population were compared to a previously published set of
> High-risk (HR) NMIBC is defined by the AUA as any of the following: Canada, France, Germany, Italy, Spain, the United Kingdom, and Japan from June to December reference values for “all cancers—stages I/ I [early-stage cancers]™ using a T-test.
. . . . . . , 2023. . - —
S a't I SfaCtI onin p a.tl en tS W] t h o Any T1 high grade tumours; Iy S sty described®s. validateds. and d S P-values <0.005 were considered statistically significant.
o Any carcinoma in situ (CIS); e methodology has been previously described*>, validated®, and demonstrated to be Ethics

representative and consistent over time’.

Any high grade Ta tumours that are multifocal or large (>3cm)2. . . . . .
0 yhgng ge ( ) Physicians provided demographic, clinical, and treatment data for 6-8 consecutively consulted

An ethical exemption for this research was obtained from Pearl Institutional Review Board.

nigh-risk non-muscle

° Medas#r?ng SR, _fufncti_on and HRQoL of patie_nfts with HR'NMI?IC patients with a diagnosis of HR-NMIBC at the time of data collection. Limitations
| n V aS |V e b I ad d er C an C er \?vri]th tCLil:et;fii:nedn;rzagf;ﬁtelén using PROMs can inform unmet needs These same patients voluntarily self-completed validated PROM surveys including the EQ-5D 5L, Earticipating_ patients may not reﬂ_ect th_e gen_eral HR'!\'WBC patient population as the DSP only
o There is limited availability of data assessing patients’ experience of FORTC QLC-C30 and EORTC QLQ-NMIBC24. mcludes. pat.lents who are.co.nsgltmg with their physician. . : -
HR-NMIBC using validated measures. Differences of 210 points were considered to represent a clinically meaningful difference for the Recall b,|as IS @ common limitation of surveys; however, physicians did have the ability to refer to
Obi _ EORTC QLQ-C30, as defined in previous literature®. patients” medical records while completing the survey.
jective
This real-world study uses patient reported outcome measures RESEItS d medical chart data f . h n EORTC QLQ-C30 Symptoms
(PROMS) at a single point in time, to understand high-risk non- * E G%ISIZ:?:r?t;especl)Eree Efteeélcjafa ailrltcl 5;% Oggr?? Iz?itrllen\tlz Imlgteg%ggﬂllﬂBsCAItﬁsa riaen;? . The mean (SD) EORTC QLQ-C30 global health score was 64.4 (18.69). e When asked to report the symptoms experienced at their initial NMIBC diagnosis,
muscle invasive bladder cancer (HR-NMIBC) patients’ health- datapcollection the I?nean (stan’dard devigation FSD])?ime since patient's NMIBC . Physical functioning was 78.6 (18.73) and role functioning was 73.2 (20.05); scores the most commonly reported symptoms by patients with de novo HR-NMIBC were
related quality of life (HRQoL) and treatment satistaction. - - ’ P were significantly worse (both <0.0001) than all cancers-stage I/l (Figure 2). hematuria (67%), frequent need to urinate (52%) and urinary dysuria (44%).
_ diagnosis was 800.4 (584.87) days. o S . Other statistically significant differences observed between the reference sample of Wh ced what oms th encing at data collection th
COﬂCl USIONS e S_eventy_—two percent of patients were high risk at their initial NMIBC stage I/ll cancers and the HR-NMIBC DSP sample were as follows: O mo:tncifnrior\:v :ﬂzmrr; Ogr]tsed gyrxvet:)emesx\?veerrlgncrliggra fr: agﬁcecigg €
_CI'_ISQHOSB- D) g | st k ont t od for NMIBC )89 e Pain, Appetite loss, and Nausea and vomiting were all significantly worse arinary urgenc;I/J(Bl%) arl?d fatigui (gl%) (Figurlej 4) y frequency (43%),
i S SS non SSmeT Se fr RE ve e om o-oen. povonn. Fomios s wers o
$ satisfied with overall treatment and its form of administration. Patient demographics © signif J, LYsP ! !
gnificantly better (higher HRQoL) than the reference sample. Ei S - : : :
igure 4. Top patient-reported symptoms at initial NMIBC diagnosis and data collection

PRO results, however, demonstrate that HR-NMIBC continues to o The mean (SD) age of patients in the analysis population was 69.5 (8.64) years, 79% ®*  Despite observing a statistically significant difference in HRQoL for certain QLQ-C30
negatively impact QoL; highlighting the need for novel were male, 20% were current smokers, and 58% were ex-smokers. domains between the mean DSP and reference sample scores, none of these met
treatments, which reduce burden of administration and improve the minimum clinically important difference threshold of 10 points (8).

Top 5 patient-reported symptoms at NMIBC diagnosis;
Stratified by high-risk vs. low/intermediate-risk at initial NMIBC diagnosis

tients’ QoL Table 1. Patient demographic and clinical characteristics 67%¢6% (n=565) High risk at [HIS] Low / Intermediate
pa 1ents OL. . . initial NMIBC risk at initial NMIBC
| | | Figure 2. Domain scores of the EORTC QLQ-C30 diagnosis; diagnosis;
In general, EORTC function scores for the HR-NMIBC patlent All HR-NMIBC patlentS n=565 p values in indicate a significantly better HRQoL 40% n=471 ' n=94
sample were lower than the EORTC reference sample of stage _ ™ compared to the reference value 33%s
/] ancers P J Reglon, N (%) n=565 .ég\é\_/rlgRA_l:\lMlBC | DfP Slall;np:ce le (Scott et al. 2008 p values in red indicate a significantly worse HRQol
: North America 34 (6) cancers stage I-ll reference sample (Scott et al. ) compared to the reference value
This highlights the necessity for continued research into the Europe 488 (86) Function scores Mean (SD) scores displayed 2% 2% 3% 19
HRQoL challenges specific to HR-NMIBC. Japan 43 (8) 100 . 24,7 —_— —
Patient Sex N=CB5 e o OF .81.2 °81.1 ? 24 : Haematuria Friguuer?r’:allzed Urinary dysuria Erng,gl, Bladder pain No symptoms  Not stated
Male 446 (79) ! 73.5
D I b o o Female 119 (21) Top 5 patient-reported symptoms at data collection
Eligibility criteria ationt age e | (n=565)
.. . L . _ Mean (SD 69.5 (8.64 Low 31%
The physician eligibility criteria ensured that all physicians recruited are Patien(t et)hnicity a1 (%) n25143 ) 0 25%
actively involved with HR-NMIBC patients who fit the criteria of this DSP™ White ’ 425 (96) Global health Physical Role functioning Social functioning Cognitive Emotional 12%
and that the number of patients managed is adequate to complete the study status functioning (n=561) (n=562) functioning functioning 7%
; : Black 5(1) (n=564) (n=561) (n=564) (n=564) - ]
th time f
IN the necessary time frame. b P=0.0681 P<0.0001 P<0.0001 P=0.9815 P=0.3470
Other 13 (3) Frequent need Urinary Fatigue Bladder pain Urinary dysuria No symptoms  Not stated
.. C e e . Patient smoking status, n (%) n=565 Symptom scores to urinate urgency
PhyS|C|an e“g|b|“ty criteria Current smoker 111 (20) 100 | Treatment
Specialty - Ex-smoker 329 (58) High . . o .
. pecialty in urology or medical oncology Never smoked 101 (18) e Intravesical treatment was received within 30 days before data collection by 158
. At least 50% of time spent in management of patients Unk 24 (4 patients. 144 (91%) received intravesical BCG, and 14 (9%) received intravesical
. Saw a minimum of five NMIBC patients a month and have )nEtEQV\’t” o ked in , (4) chemotherapy
TR T T - - _ a NICILY wasS NOot aSKed 1IN France or Japan. .
responsibility for prescribing decisions for HR-NMIBC b) E_astdor ﬁo_utrl;eait Asiarcmi, South Asian (Indian subcontinent), Middle Eastern or North African, ‘other’ or e Lo 14.1 ol 13.2 e 25.4 118.0 o When asked ‘Over the past 4 weeks, how satisfied were you overall with the
. - kil . . mixed ethnic backgrounds. : ! . : . * 13.2 . : , o : g
Patient eligibility criteria &) Unemployed or on long-term sick leave A 5.5 treatment you received?’, 79% of the 158 patients selected satisfied or very
. . _ _ Pain Fatigue Financial  Diarrhea Constipation Appetite Insomnia  Dyspnea Nausea and satisfied.
Must be over the age of 18 at diagnosis Patient Reported Outcome Measures: (n=564)  (n=561) difficulties (n=562)  (n=561) loss (n=560)  (n=560)  vomiting - When asked about satisfaction with the form of treatment administration. 75% of the
Diagnosed with HR-NMIBC at least 1 year before time of . The PROM s used included the EQ-5D-5L, EORTC QLQ-C30 and NMIBC24 module (n=561) (n=561) (n=562) . o - ’
data collection, where HR is defined as being inclusive of (EORTC QLQ-NMIBC24). P=0.0154  P=0.6625 P=0.0822  P=0.0008  P=0.0973 P=0.0056 158 patients were satisfied or very satistied.
any of the following: > EORTC Scores range from 0—100. EORTC OLO-NMIBC24 e The time needed to complete administrations, however, was perceived as very or
High grade urothelial carcinoma: f nal hidh ndi extremely burdensome by 25% of these 158 patients (Figure 5).
- Carcinoma in situ (CIS) © Fcr)]r_l l't"f]Ctlona Cir statush_scr:)res, 9 _er;cc;res |r; |cateH?Q%refter HRQoL, . The lowest mean functional score from the NMIBC24 domains was sexual function with a
whilst for symptoms a higher score indicates a lower oL. -
-T1 mean (SD) of 16.5 (22.03) (Figure 3).
- Or Ta tumours greater than 3cm in diameter or multifocal EQ-5D | o - | e  The two numerically highest mean symptom scores across both the NMIBC24 were: Male Figure 5. Treatment satisfaction amongst patients who received intravesical therapy
To be included in the analysis sample: . The EQ-5D mdex scores varied slightly between co_untrles_, with the UK mean index Sexual Problems (37.6) and Female Sexual Problems (39.3) (Figure 3). within 30 days prior to data collection .
° Must have Completed a patient Self-completion form SCore numel’lcally lowest at 0.71, and Japan numerlca”y hlgheSt at 0.94 (Flgure 1) Figure 3 Domain scores of the EORTC QLQ'NMIBC24
o When compared to the population norms, and adjusting for age categories, Function scores Mean (SD) scores displayed ‘ ) . g ’
ltaly and Spain were found to have a statistically significantly lower index 100 Over the past 4 weeks, how satistied were you ....
Scores. 0 — Very dissatisfied 1 - Dissatisfied 2 - Neither dissatisfied 3 - Satisfied 4 - Very satisfied

nor satisfied
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Figure 1. EQ-5D 5 level index scores for each country .. overall with the treatment you

For more information please email: EQ-5D 5L Utility index scores e 1% 3% 17% 63% 16%
All scored using respective country value sets* n=157

anthony.eccleston@pfizer.com 100 ow|
. |
| | 0.94 0 ‘... with the form of treatment
@ X 0.90 ‘ | ] ] .. administration that you received?’ 2% 6% 18% 61% 14%
I 0.83 0.82 Sexual function Sexual enjoyment* Sexual intimacy* 158
_ _ SD:0.07  SD:0AL o oo l 1 0.71 SD: 0.11 (n=551) (n=277) (n=289) .
d own | O ad t h 1S p 0OS t er. __' - 1 p=0.7377 p=0.0624 p=(5.52147 SD: 0.13 l *Only patients who were sexually active at the time of data collection answered the sexual enjoyment and intimacy questions in the NMIBC24 ‘... with the number of treatment 1% 8% 20% 56% 15%
. I 06=0.33 0=1.86 0=0.61 ~0.9297 SD: 0.14 Svymbtom r administrations that you received?’
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