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KEY TAKEAWAY

p In this real-world study of patients with mCSPC, significantly more patients
treated with apalutamide attained an early and deep PSA90 response when
compared to patients treated with abiraterone acetate
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NAVIGATION

CONCLUSIONS @ @ @

In patients with mCSPC, a higher proportion treated with apalutamide attained a PSA90

@ response those treated with abiraterone acetate B TR
@ PSA90 response was attained earlier in patients treated with apalutamide than those CONCEESIONS
treated with abiraterone acetate BACKGROUND
@ These findings confirm results from an earlier study that found higher rates of PSA90 OBJECTIVES
for apalutamide initiators than abiraterone acetate initiators who were treated through METHODS
community-based urology practices with 10D® 1
Patient Identification Flowchart
@ The proportions of patients attaining a PSA90 response by 12 months following CESULTS
initiation of apalutamide in this real-world study are consistent with those observed in —
patients with mCSPC enrolled in the phase Il TITAN study' Baseline Characteristics
TABLE 2
@ The clinical implications of these observations warrant further consideration given bl Real el
existing evidence on the association between attainment of rapid and deep PSA Comparion of Time to PSA90
response with survival-related endpoints in patients treated with these medications’? LIMITATIONS
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NAVIGATION

BACKGROUND @ @ @

« Deep prostate-specific antigen (PSA) response (=90% reduction in PSA [PSA90]) is an important
early response indicator of radiographic progression-free survival (rPFS) and overall survival ARG
(OS) in patients with metastatic castration-sensitive prostate cancer (mCSPC)'-? CONCLUSIONS

« Apalutamide, an androgen receptor signaling inhibitor (ARSI), combined with androgen S ACKGROUND
deprivation therapy (ADT) resulted in significant improvements in rPFS and OS versus placebo
plus ADT in the TITAN trial34

OBJECTIVES

- Similarly, abiraterone acetate plus prednisone combined with ADT significantly improved rPFS METHODS
and OS versus placebo plus ADT in the LATITUDE trial® FIGUREY
A previous real-world study using clinical data in the United States (US) showed that RESULTS
apalutamide use was associated with 53% higher PSA90 response rates than abiraterone ——
acetate among patients with mCSPC at 6-months post-treatment initiation, as verified by Baseline Characteristics
medication receipt in urology practices with in-office dispensing (I0OD)® e
 This study aimed to replicate the previous analysis comparing real-world PSA response in an PR 2 ot Timeto PSASO

enhanced cohort of patients with mCSPC by verifying apalutamide or abiraterone acetate
medication receipt using linked clinical and administrative claims data
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OBJECTIVES @ @ @

« To compare the proportion of patients with a PSA reduction 290% from baseline
(PSA90 response) by 6 months for patients with mCSPC who newly initiated apalutamide BISERY
versus abiraterone acetate CONCLUSIONS

BACKGROUND
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METHODS (1 of 5) @ @ @

Data sources

« Clinical data from Precision Point Specialty (PPS) Analytics collected as part of routine (EVTAREANAY
clinical care from community-based urology practices in the US linked with administrative CONCLUSIONS
claims data from the Komodo Research Database (study period: 17 September 2018 - A CKCROUND

30 September 2022)
 Data are de-identified and Health Insurance Portability and Accountability Act (HIPAA) compliant
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METHODS (2 of 5)

Study design

+ Aretrospective longitudinal propensity score-weighted cohort study of patients with mCSPC
initiated on apalutamide or abiraterone acetate was conducted

 Patients were assigned to mutually exclusive treatment cohorts based on the first
dispensation or paid pharmacy claim for apalutamide or abiraterone acetate

 Index date was defined as the first dispensation or paid pharmacy claim for apalutamide or
abiraterone acetate after 17 September 2019 (the US Food and Drug Administration approval
date for apalutamide’ which followed abiraterone acetate approval on 7 February 20188)

 Baseline patient characteristics were evaluated in the 12 months preceding the index date

« The observation period spanned from the index date to the earliest of index treatment
discontinuation (using a 90-day treatment gap to define discontinuation), initiation of a non-
index ARSI (i.e., apalutamide, abiraterone acetate, darolutamide, or enzalutamide) or a
radiopharmaceutical agent, end of insurance or clinical activity (including death), or end of
data availability (30 September 2022)

Prostate Cancer Presented at American Society of Clinical Oncology Genitourinary Cancers Symposium (ASCO GU); January 25-27, 2024;
San Francisco, CA and online.

NAVIGATION

O®O

KEY TAKEAWAY

CONCLUSIONS

BACKGROUND

OBJECTIVES

METHODS

FIGURE 1
Patient Identification Flowchart

RESULTS

TABLE 1
Baseline Characteristics

TABLE 2
Follow-Up PSA Testing

FIGURE 2
Comparison of Time to PSA90

LIMITATIONS

APPENDIX




Prostate-Specific Antigen Response Among Patients with Metastatic Castration-
Sensitive Prostate Cancer Initiated on Apalutamide or Abiraterone Acetate in Real-World
Urology Practices

Gordon Brown, Ibrahim Khilfeh, Shawn Du, Carmine Rossi, Lilian Diaz, Frederic Kinkead, Erik Muser, Jill Korsiak, Patrick Lefebvre, Dominic Pilon, Lorie Ellis, Benjamin H. Lowentritt

NAVIGATION

METHODS (3 of 5)

1 1 1 1 >1 paid claim or filled dispensation for any ARSI on or after 17 September 2019
Patlent SeIeCtlon crlterla P (first paid clairFr)l z;]r dispensationydefined as the index datFe))a

N=18,472
. . o pe . T s ) KEY TAKEAWAY
FIGURE 1 . Patlent |dentIfICatI0n F|0WChaI’t Apalutamide as first paid claim Abiraterone acetate as first paid
or filled dispensation claim or filled dispensation
« Concurrent use of ADT was not required for patients to be N"3,118 (16.9%) N-5.026 (27.2%) CONCLUSIONS
. . . . . Only a paid claim or filled dispensation for a single ARSI on or prior to the index date®
included in either the apalutamide or abiraterone acetate Apalutamide Abiraterone acetate
. . N=2,781 (89.2%) . N=3,972 (79.0%) BACKGROUND
cohort and concurrent use of prednisone was not required for N filed dspensation or presciption for ary ARSI oiher thar e ndex AR,
: : H H b d f beginning of data to index date (inclusi
patients to be included in the abiraterone acetate cohort ppalutamide | CEINE O Rt O TN A T erone acetate OBJECTIVES
N=2,587 (93.0%) . N=3,467 (87.3%)
mCSPC status on index date METHODS
Apalutamide Abiraterone acetate
N=1,687 (65.2%) . N=1,921 (55.4%)
- - . . - FIGURE 1
Apa|Utami2Jeyear of clinical activity prior to index glE;itreaterone scetate patient Identification Flowchart
N=1,205 (71.4%) N=1,094 (56.9%)
2
>1 PSA measurement in the 13-week period prior to and including the index date RESULTS
Apalutamide Abiraterone acetate
N=920 (76.3%) . N=637 (58.2%) TABLE 1
>18 years of age on index date Baseline Characteristics
Apalutamide Abiraterone acetate
N=920 (100.0%) N=637 (100.0%) TABLE 2
v q
No use of radiopharmaceutical therapy any time prior to or on index date Follow-Up PSA Testing
Apalutamide Abiraterone acetate
N=920 (100.0%) N=637 (100.0%) FIGURE 2
+ * " .
Apalutamide cohort Abiraterone acetate (GERITEE EF IR 38 P E D
N=920 N=637

LIMITATIONS

ARSI: androgen receptor signaling inhibitor; mCSPC: metastatic castration-sensitive prostate cancer; PSA: prostate-specificantigen.

Notes: APPENDIX

a. The Food and Drug Administration (FDA) approved apalutamide as treatment for mCSPC on 17 September 2019. b. To ensure that patients were assigned to a cohort based on the first claim for an ARSI, all claims were considered to exclude patients with other claims prior to index date. c. Clinical activity was
defined as the period from the first to last record in the Precision Point Specialty (PPS) electronic medical records (EMR) database. Patients with no observation period after the index date were excluded.
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METHODS (4 of 5) @ @ @
Study outcomes
- The primary outcome was the proportion of patients who achieved at least a 90% reduction Y TREAAY
in PSA (PSA90) from the most recent baseline value by 6 months post-index CONCLUSIONS
« The exploratory outcome was the time to PSA90 response from the date of index treatment BACKGROUND
initiation
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METHODS (5 of 5)

Statistical analysis

Inverse probability of treatment weighting (IPTW), based on the propensity score (PS), was used to account
for differences in baseline characteristics between the apalutamide and abiraterone acetate cohorts®

The PS was obtained from a logistic regression model where index treatment was the dependent variable
and with the following baseline characteristics as independent variables: age, race, geographic region,
payer type, index year, time between metastasis and index date, time between first prostate cancer (PC)
diagnosis and index date, de novo PC, prior ADT use, first-generation antiandrogen use, chemotherapy
use, metastasis location, most recent PSA level, most recent testosterone level, and most recent Gleason
score

Balancing of baseline characteristics between treatment cohorts after weighting was confirmed by
standardized differences <10% which indicates balance'?

Weighted Kaplan-Meier analysis was used to assess the proportion of patients achieving PSA90 by 3-, 6-, 9-,
and 12-months post-index, as well as the median time to PSA90

Weighted Cox proportional hazards models were used to evaluate the causal relationship between index
treatment and the likelihood of achieving PSA90

Results from this analysis were updated after the abstract submission to consider patient date of death
information from both data sources when censoring the observation period. This update did not result in
changes in the interpretation of the study findings
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RESULTS (1 of 4)

Baseline characteristics
TABLE 1: Baseline Characteristics

 Overall, 920 patients with mCSPC who
initiated apalutamide and 637 patients with
mMCSPC who initiated abiraterone acetate
were identified (Figure 1)

+ Baseline patient characteristics were
generally well-balanced between the
weighted cohorts, with standardized
differences <10% (Table 1)

ADT: androgen deprivation therapy; ARI: androgen receptor inhibitor; IPTW: inverse probability of treatment weighting; PC: prostate
cancer; PSA: prostate-specific antigen; SD: standard deviation.

Notes:

a. Propensity scores were generated using probability estimates from a logistic regression models using the following predictors: age
(categorical), race, geographic region, payer, year of index date, time between metastasis and index date (continuous), time between first
observed PC diagnosis and index date (continuous), de novo PC, previous ADT use, first-generation antiandrogen use, chemotherapy use,
types of metastases (bone, nodal, visceral), most recent PSA level (continuous), baseline testosterone level (categorized as <50 ng/dL or
250 ng/dL; patients without a testosterone measurement were grouped into the <50 ng/dL category), and most Gleason score
(categorized as <6, 7, 8,9, 10 and missing). Each patient was attributed an inverse-probability of treatment weight that was defined as
follows: 1/(propensity score) for the apalutamide cohort and 1/(1-propensity score) for the abiraterone acetate cohort). Normalized
inverse-probability of treatment weights were truncated at the 95th percentiles. b. Standardized differences <10% indicate that the
variable was balanced between the apalutamide and abiraterone acetate cohorts. c. Types of metastases were defined at any time prior
to (and including) the index date. Types of metastases were not mutually exclusive. d. De novo PC was defined as <180 days between first
observed PC diagnosis and date of metastasis. e. Prior use of ADT medication was defined as any ADT administration at any time prior to
(and excluding) the index date. f. Prior use of first-generation ARl was defined as any prescription for bicalutamide, nilutamide, or
flutamide, at any time prior to (and excluding) the index date. g. Baseline PSA was evaluated as the most recentvalue from 13 weeks pre-
index up to, and including, the index date. h. Testosterone testing was evaluated during the 12-month baseline period and included the
index date, with the most recentvalue reported. i. Patients’ mCSPC status was evaluated using their records and baseline testosterone
may not be synchronous with mCSPC designation. j. Gleason score was evaluated during the 12-month baseline period and included the
index date, with the most recentvalue reported.

| s | o | | somares |
Standardized . Standardized
= N=637 Difference® N=920 N=637 Difference®
Age, mean £ SD [median] 73.9£8.4[74.0]  72.4£93[72.0] 17.2 735£87[74.0]  73.2£8.9[73.0] 3.8
Agegroup,n (%)
<60 53(5.8) 60(9.4) 13.9 62(6.7) 46(7.2) 17
61-70 265 (28.8) 223(35.0) 133 285(31.0) 201 (31.5) 1.2
71-80 404 (43.9) 216(33.9) 206 371(40.3) 249 (39.1) 24
281 198 (21.5) 138(21.7) 0.4 202 (22.0) 141 (22.2) 05
Race, n (%)
White 668 (72.6) 480 (75.4) 63 679 (73.8) 468 (73.4) 0.9 KEY TAKEAWAY
Black 164(17.8) 84(13.2) 128 150(16.3) 101 (15.9) 13
Asian 4(0.4) 9(1.4) 102 4(0.4) 8(1.3) 9.0
Other/Unknown 84(9.1) 64(10.0) EX 87(9.4) 60(9.5) 02
Geographicregion, n (%) CONCLUSIONS
South 503 (54.7) 246 (38.6) 326 453(49.2) 306 (48.0) 24
Midwest 218(23.7) 179 (28.1) 10.1 233(25.3) 161(25.3) 0.1
Northeast 108(11.7) 124(19.5) 214 132(14.3) 96(15.0) 20
West 91(9.9) 87(13.7) 17 103(11.2) 73(11.5) 11 BACKGROUND
Unknown 0(0.0) 1(0.2) 56 0(0.0) 1(0.1) 45
Payertype, n (%)
Medicare 673(73.2) 413 (64.8) 18.1 650 (70.6) 445 (69.9) 16
Commercial 166 (18.0) 163 (25.6) 18.4 188 (20.5) 136/(21.3) 20 OBJECTIVES
Medicaid 25(27) 22(3.5) 43 27(3.0) 19(3.0) 04
Unknown 56(6.1) 39(6.1) 02 55 (6.0) 37(5.8) 038
Year of treatmentinitiation (indexdate), n (%)
2019 61(6.6) 47.(7.4) 29 63(6.8) 43(6.8) 02 METHODS
2020 244/(26.5) 181 (28.4) 42 248 (27.0) 172 (27.0) 0.1
2021 324(35.2) 202(31.7) 7.4 313(34.1) 215(33.8) 05
2022 29.1 (31.6) 207 (32.5) 19 296 (32.2) 206 (32.4) 05 FIGURE 1
Em:t?:mz’:‘m:tfn‘;‘;ﬂsfé‘g [tr’ne:;’lgﬁ;“ 93£17.7[24]  8.41148[2.3] 5.9 9.0£17.4[23]  8.8£15.2[2.3] 16 Patient Identification Flowchart
m}:t?:mi’:‘frfsf’:f::i'ssg"[‘:“t:,?;n’"]e"t 51.64£49.0[42.8] 40.1+46.7[18.0] 241 47.6:482[34.6] 46.7£49.6[31.1] 19
RESULTS
Metastasis type¢, n (%)
Bone 618(67.2) 405 (63.6) 76 607 (65.9) 418 (65.6) 07
Nodal 469 (51.0) 329(51.6) 13 471(51.2) 327(51.3) 03 TABLE 1
Visceral 163(17.7) 120 (18.8) 29 165(17.9) 112(17.6) 038 Baseline Characteristi
De novo PCY, n (%) 356(38.7) 324(50.9) 24.7 396(43.1) 283(44.5) 2.8 aseline Lharacteristics
Prioruse of ADTE, n (%) 815(88.6) 529(83.0) 15.9 800(86.9) 549(86.2) 22
o AV I ) Gl T I A U, 9.4:128[44]  87+128[37] 54 9.0£124[42]  94+138[42] 34 TABLE 2
months, mean + SD [median] Foll Ub PSA Testi
Prioruse of first generation ARI, n (%) 132(14.3) 150(23.5) 236 159(17.3) 117(18.3) 27 oflow-Up esting
F:‘:‘;'i'::]"s"'e"e"' WL S S 21.1£528[33]  28.5623[4.0] 12.8 237£58.1[34]  250+57.2[34] 23 FIGURE 2
Baseline testosterone tests", n (%) 572(62.2) 374(58.7) 7.1 556(60.4) 393(61.7) 27 a A
Testosterone <50 ng/dL’ 383(67.0) 259(69.3) 49 741 (80.6) 517(81.2) 17 Comparison of Time to PSA90
Baseline Gleason scorej, n (%)
<6 35(3.8) 172.7) 6.4 32(3.4) 21(33) 06
7 185 (20.1) 84(13.2) 18.7 161 (17.5) 105 (16.5) 28 LIMITATIONS
8 118(12.8) 81(12.7) 03 118(12.8) 83(13.0) 05
9 182(19.8) 146 (22.9) 7.7 192/(20.8) 135(21.2) 038
10 17(1.8) 25(3.9) 124 22(2.4) 1727) 19
Unknown 383 (41.6) 284 (44.6) 6.0 396 (43.0) 276 (43.4) 038 APPENDIX
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RESULTS (2 of 4)

Non-weighted-Population IPTW Population?

PSA-related measurements

TABLE 2: Follow-Up PSA Testing KEY TAKEAWAY
» PSAtesting occurred more frequency spaiiamce | “aceme . | spaamise | “aceme CONCLUSIONS

among patients in the apalutamide — — — — IV

cohort than the abiraterone acetate Patients with >1 PSA test, n (%) 772(83.9) 489 (76.8) 769 (83.6) 485 (76.2)

co h 0 rt (Ta ble 2) Within 3 months of observation 681 (74.0) 434 (68.1) 679 (73.8) 430 (67.5) CElEEUES

- By 6 months post-index, 82.1% of METHODS

. . ithi hs of observati : . : :
apa|utamlde patlents and 74.3% Of Within 6 months of observation 760 (82.6) 476 (74.7) 755 (82.1) 473 (74.3)

. . FIGURE 1
ablraFerone acetate patients had a N of ol p S ests per -1 1 1 Patient Identification Flowchart
post-index PSA measurement ' RESULTS

Patients with PSA test on average TABLE 1
e S monthe, 0 433 (47.1) 338 (53.1) 430 (46.7) 340 (53.4) T acteristics

TABLE 2

Patients with PSA test on average Follow-Up PSA Testing

727 (79.0 446 (70.0 721 (78.4 445 (69.8
every 6 months, n (%) ( ) ( ) ( ) ( )
FIGURE 2
Comparison of Time to PSA90
ADT: androgen deprivation therapy; IPTW: inverse-probability of treatment weighting; PC: prostate cancer; PSA: prostate-specific antigen; SD: standard deviation. LIMITATIONS
Note:
a. Propensity scores were generated using probability estimates from a logistic regression models using the following predictors: age (categorical), race, geographic region, payer, year of index date, time between metastasis and index date (continuous), time between first observed PC diagnosis and index date
(continuous), de novo PC, previous ADT use, first-generation antiandrogen use, chemotherapy use, types of metastases (bone, nodal, visceral), most recent PSA level (continuous), baseline testosterone level (categorized as <50 ng/dL or =50 ng/dL; patients without a testosterone measurement were grouped into APPENDIX

the <50 ng/dL category), and most Gleason score (categorized as <6, 7, 8, 9, 10 and missing). Each patient was attributed an inverse-probability of treatment weight that was defined as follows: 1/(propensity score) for the apalutamide cohort and 1/(1-propensity score) for the abiraterone acetate cohort).
Normalized inverse-probability of treatment weights were truncated at the 95t percentiles.
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RESULTS (3 of 4) @ @ @
PSA outcomes
« By 6 months post-index, apalutamide patients were 68% more likely to achieve a PSA90 KEY TAREAWAY

response compared with similar patients initiated on abiraterone acetate (hazard ratio=1.68, CONCLUSIONS

95% confidence interval [CI]: 1.42, 2.00; p<0.001; Figure 2) P
« The same trend was observed over the entire observation period (p<0.001) S
« PSA90 response was attained earlier in patients treated with apalutamide than for those

treated with abiraterone acetate METHODS

- The median time to PSA90 was 3.6 months for apalutamide and was 10.3 months for S

abiraterone acetate RESULTS

TABLE 1
Baseline Characteristics

TABLE 2
Follow-Up PSA Testing

FIGURE 2
Comparison of Time to PSA90
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APPENDIX

Presented at American Society of Clinical Oncology Genitourinary Cancers Symposium (ASCO GU); January 25-27, 2024;

Prostate Cancer
San Francisco, CA and online.




Prostate-Specific Antigen Response Among Patients with Metastatic Castration-
Sensitive Prostate Cancer Initiated on Apalutamide or Abiraterone Acetate in Real-World
Urology Practices

Gordon Brown, Ibrahim Khilfeh, Shawn Du, Carmine Rossi, Lilian Diaz, Frederic Kinkead, Erik Muser, Jill Korsiak, Patrick Lefebvre, Dominic Pilon, Lorie Ellis, Benjamin H. Lowentritt

RESULTS (4 of 4)

FIGURE 2: Comparison of Time to PSA90 Response Among Patients with mCSPCab
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ADT: androgen deprivation therapy; CI: confidence interval; HR: hazard ratio; mCSPC: metastatic castration-sensitive prostate cancer; PC: prostate cancer; PSA: prostate-specific antigen.

*Significant at the 5% level.

Notes:

a. Results from this analysis were updated after the abstract submission. In the abstract, we had reported a weighted hazard ratio at 6 months of 1.65 (95% Cl: 1.38, 1.96; p<0.001). This update did not resultin changes in the interpretation of the study findings. b. PSA response was defined as the first decline for
afollow-up PSA value of 90% or more relative to the most recent baseline PSA value observed within 13 weeks up to and including the index date. c. Propensity scores were generated using probability estimates from a logistic regression models using the following predictors: age (categorical), race, geographic
region, payer, year of index date, time between metastasis and index date (continuous), time between first observed PC diagnosis and index date (continuous), de novo PC, previous ADT use, first-generation antiandrogen use, chemotherapy use, types of metastases (bone, nodal, visceral), most recent PSA level
(continuous), baseline testosterone level (categorized as <50 ng/dL or =50 ng/dL; patients without a testosterone measurement were grouped into the <50 ng/dL category), and most Gleason score (categorized as <6, 7, 8, 9, 10 and missing). Each patient was attributed an inverse-probability of treatment weight
that was defined as follows: 1/(propensity score) for the apalutamide cohort and 1/(1-propensity score) for the abiraterone acetate cohort). Normalized inverse-probability of treatment weights were truncated at the 95th percentiles. d. A hazard ratio >1 indicates that the apalutamide cohort had a higher rate of
PSA response 290% compared to the abiraterone acetate cohort.
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LIMITATIONS

« Miscoding or misclassification in the clinical record or through the administrative claims may
introduce selection and information biases despite efforts to match the study populations

« While robust methodology was applied to this analysis, this study did not address whether
these findings represent a clinically meaningful difference or whether they translate into
differences in longer-term outcomes (e.g., overall survival)

« The database represents the community urology perspective and may not be representative
of the entire population of patients with mCSPC in the US, which may limit the generalizability
of the study in certain settings

+ Abiraterone acetate is only indicated for high-risk mCSPC, which may result in residual
differences relative to the apalutamide treatment cohort after IPTW adjustments
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