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BACKGROUND

RESULTS LIMITATIONS

« Over the past decade, targeted therapies have yielded significant improvement in the + The final sample consisted of 57 patients with metastatic RCC from 4 countries in Latin « Across all patients (N = 57), patients who switched to or initiated first-line sunitinib treatment on the Table 3. Treatment Characteristics of First-Line Sunitinib + All data captured in the DCF were limited to information available in
clinical outcomes of patients with metastatic renal cell carcinoma (RCC). The current America (Table 2) 2/1 schedule), 31 (54.4%) experienced disease progression. 4/2 » 2/1 the patients’ medical records from the treatment centers
pract.lce E‘wdellr.]es‘t()(?lependlng Or]‘”_stlf stal;us) re.cqglrlnend ;oﬁrg\berar‘:log thlfraples of — Of this total, 42 initiated first-line sunitinib on the 4/2 schedule and switched to — The median progression-free survival from the start of the 2/1 schedule was 16.1 months Characteristics During 4/2 Durina 2/1 Durina 2/1 + Data were entered directly by the treatment centers to ensure that no
jcyrc.)s!ne |.nase it |tgrs (eg. a>.<|t|n| » cabozantinib, envat'lnl ) with checkpoint the 2/1 schedule, and 15 patients initiated and remained on sunitinib on the 2/1 (95% confidence interval, 11.4 months to not estimable). 9 9 9 inaccuracies in reporting occurred. To improve internal data
inhibitors (i.e., pembrolizumab, nivolumab) as preferred regimens'? . . . et . . Total pati N. % 42 100.0% 42 100.0% 15 100.0% : : .
schedule. Details on demographic and clinical characteristics are summarized in - Median overall survival from the start of the 2/1 schedule was 451 months (95% confidence interval otal patients (N, %) - - - consistency, several data checks were placed in the electronic DCF
B ﬁ‘t the.tlme cl;f STUdY cor;duct, first-line treg;ment W;Th sunitinib mdalac':e (Slflmtlmg)’ Table 2 27.5 months to not estimable) ?e‘;’aéi‘:agliﬁ::m:’(‘:omﬁs) — However, responses were not checked separately against the
evacizumab plus Interferon, or pazopanib were the recommended regimens « Among the 42 patients who switched to the 2/1 schedule, the median duration of . .. .. . . ) B patients’ medical records by an additional reviewer
- The standard administration schedule for sunitinib as first-line treatment for nitinib treatment on the 4/2 schedule was 3.9 months, and the median duration of Table 2. Demographics and Clinical Characteristics of Patients With Metastatic RCC Who Mean (SD) 46 (37) 75 (5.5) 13.6 (112)
€sta ) arda ] stration schedule for su as first-line treatment 1o su o eatment o € schedule was . ontns, a € median duration © Received First-Line Sunitinib « The sample size of this study was relatively small; this may affect the
metastatic RCC is 50 mg per day for 4 weeks, followed by no treatment for 2 weeks sunitinib treatment on the 2/1 schedule was 6.3 months (Table 3) Median 3.9 6.3 9.2 eneralizability of the results
(i.e., a 4/2 schedule) - . ¢ tching to the 2/1 schedul AEs (31 patient Characteristics ‘ 4/2 » 2/1 ‘ 2/1 o : — A 9 Y
. ¢ tudios cod that & schedule modified 16 2 weeke of 73e8r:;°s fcIT)mmznbreasofn or swi Ct':g 01 o © - Stc e23u8§/wa:' s 5 patients Total patients (N, %) 42 100.0% 15 100.0% o Egﬂgg‘dleeddsfr?r:té”;%ggr\tle% a8 90.5% o £0.0% — However, to our knowledge, this is the only study that assessed
owever, recent studies have suggested that a schedule modiied 1o 2 weeks ot [73.8%]), followed by performance status (10 patients [23.8%]) (Figure 2) Age at start of 2/1 sunitinib (index date) follow-up (n, %) real-world clinical outcomes among patients who switched from
sunitinib followed by 1 week of no treatment (i.e., a 2/1 schedule) improves tolerability - Among 15 patients who initiated first-line sunitinib treatment on the 2/1 schedule, the Mean (SD) 61.9 (8.6) 59.5(10.3) Total number of cveles the 4/2 schedule to the 2/1 schedule of first-line sunitinib among
and has comp.ar.a‘ble outc.omes. A change to the sc‘hedule may result in fewer grade 3 median duration of sunitinib treatment on the 2/1 schedule was 9.2 months (Table 3) el 2510 200 Y patients with metastatic RCC in Latin America
or grade 4 toxicities and increased treatment duration®" Sex (n, %) Mean (SD) 3.6 27) 137 (14.4) 25.4 (22.0)
o ) ) ) ) ) + Among patients who experienced diarrhea on the 4/2 schedule, 35.5% had improved Female 23 54.8% 3 20.0%
. Reaﬁl—.w‘orld clinical outcomes among patients in Latin Amerlca wh‘o‘ h‘ave switched (decreased) diarrhea severity or no diarrhea on the 2/1 schedule (Table 4) Male 19 45.2% 12 80.0% Median 8 98 15.5
sunitinib from the 4/2 schedule to the 2/1 schedule or initiated sunitinib on the 2/1 Race (n, %) Initial d % 42 100.0% 42 100.0% 15 100.0% CONCLUSIONS
schedule remain unexplored « Among patients who experienced mucositis on the 4/2 schedule, 66.7% had improved Hispanic/Latino/Latina >4 571% 13.3% nitial dose (mg) (n, %) 0% 0% 0%

(decreased) mucositis severity or no mucositis on the 2/1 schedule (Table 4) White/Caucasian 12 28.6% 46.7% Mean (SD) 50.0 (0.0) 48.2 (5.9) 50.0 (0.0) .

Black/African 2.4%

- Complete response was achieved by 0% on the 4/2 schedule and 14.0% on the 2/1 Other 1 o 20062/% Median 50 50 50 switched to 2/1 schedule primarily due to AEs, and less than 10%
OBJECTIVE schedule (including patients who switched and initiated on 2/1 schedule); partial Uleeun 7 e 50.0% Number of patients with at least . 0 5% . o 5 339 stopped sunitinib on the 2/1 schedule due to AEs. Moreover, no patients
response was achieved by 38.1% on the 4/2 schedule and 33.3% on the 2/1 schedule; one dose change (n, %) =0 P = who initiated sunitinib treatment on the 2/1 schedule discontinued

Insurance type during metastatic RCC treatment (n, %)

Patients who initiated first-line sunitinib treatment on the 4/2 schedule

WO W[ I[N

* To assess clinical outcomes among patients diagnosed with metastatic RCC in Latin stable disease was achieved by 28.6% on the 4/2 schedule and 33.3% on the 2/1 Public health plan X 26.2% 7 46.7% Number of dose changes per because of AEs
. . . i ey . . . o) o, R . . . . .
America who switched from the 4/2 schedule to the 2/1 schedule of first-line sunitinib schedule (Figure 3) (P)rtur\j:trfe:Aelallth plan 3;1 723.;/0 g 40062/6 patient - An improvement in the severity of diarrhea and/or mucositis was
. . (o] . (o] . .
Ut 0 0.0% 5 13.3% Mean (SD) 1.0 (0.0) 1.3 (0.6) 1.0 (0.0) observed after switching from the 4/2 schedule to the 2/1 schedule
M ETHODS Country® Median 1.0 1.0 1.0 + The 2/1 schedule has been shown in previous studies to have a better
grge.lnti”a 352 71$92;/° (7) féo;ij safety profile, which may result in better overall tolerability for sunitinib,
razi I 170 . . ..
Study Design Colombia 3 2% 8 3.3% o . . o potentially longer treatment duration, and better clinical outcomes
o _ ' . o Ecuador 5 4.8% 0 0.0% Table 4. Change in Diarrhea and Mucositis Severity After Switching From 4/2 to 2/1 Schedule
- This study was a retrospective, multicenter, observational medical record review of adult - Data were descriptively summarized separately among patients who switched first-line P . : :
’ ’ e . - Stage at initial diagnosis (n, %) During 4/2 Ref
patients diagnosed with metastatic RCC who initiated first-line sunitinib on the 4/2 schedule sunitinib from the 4/2 schedule to the 2/1 schedule and among patients who initiated | 1 2.4% o 0.0% ererences
and then switched to the 2/1 schedule or initiated on the 2/1 schedule between treatment on the 2/1 schedule I 6 14.3% 1 6.7% Characteristics (4/2 » 2/1) 1. Powles T, Albiges L, Bex A, Grunwald V, Porta C, Procopio G, et al. ESMO Clinical
1January 2014 and 30 June 2018 . Timetn. ; ; P ; 1] 6 14.3% 1 6.7% . Practice Guideline update on the use of immunotherapy in early stage and
Tlme_ to-event OUthmes (I'?" treatment duratlpn, progression-free survival, overall v 17 405% 10 667% Total patients (N, %) 42 100.0% advanced renal cell carcinoma. Ann Oncol. 2021 Dec; 32(12):1511-1519. doi: https://
— The date the patient switched to or initiated first-line treatment on the 2/1 schedule survival) were described using the Kaplan-Meier method Unknown 2 28.6% 3 50.0% ST doi.org/10.1016/j.annonc.2021.09.014.
. . _ Table 1. Patient Selection Criteria Luna/pleura g () 55 59.5% 3 53.3% Observed during 4/2 schedule 31 73.8% oncology. Kidney cancer version 4. 2023. https://www.nccn.org/guidelines/
* Figure 1 presents a graphical summary of the study design, and Table 1 shows the 9/p = = ) ] _ guidelines-detail?category=1&id=1440. Accessed 3 April 2023.
. . - Inclusion criteria Exclusion criteria Lymph nodes 13 31.0% 3 20.0% Improved in severity or not observed during 2/1 schedule 1 35.5%
atient selection criteria 3. Escudier B, Porta C, Schmidinger M, Rioux-Leclercg N, Bex A, Khoo V, et al. Renal
P Bone 10 23.8% 2 13.3% . . . . : 5, » Schmidinger M, -eciercq N, Bex A, | »erat
Diagnosed with metastatic RCC with clear cell histology Liver 8 19.0% 1 67% Severity remained same during 2/1 schedule 18 58.1% cell carcinoma: ESMO Clinical Practice Guidelines for diagnosis, treatment and
Study Measures and Data Analyses " ——r : : : : : : follow-up. Ann Oncol. 2016 Sep 1;27(suppl 5):v58-68.
Initiated first-line treatment for metastatic RCC with Adrenal gland 5 11.9% 2 13.3% Severity worsened during 2/1 schedule 2 6.5%
- An electronic data collection form (DCF) was used to abstract data on patient sunitinib on the 4/2 schedule or on the 2/1 schedule Evidence of other active malignant neoplasms Risk groupgat the time of the schedule switch (index date)® ; ; - > - 4. Atkinson BJ, Kalra S, Wang X, Bathala T, Corn P, Tannir NM, et al. Clinical outcomes
P (Brazil and Colombia only) (except nonmelanoma skin cancer or R d MSKCC (n. % 42 100.0% 15 100.0% Observed only during 2/1 schedule 4 9.5% for patients with metastatic renal cell carcinoma treated with alternative sunitinib
demographics, clinical characteristics, first-line treatment patterns (e.g., time to switch . — ; S L eporte (n, %) 178 S0 schedules. J Urol. 2014 Mar;191(3):611-8.
i i Switched to the 2/1 schedule or initiated the 2/1 schedule | €arcinoma in situ) within 5 years before Lol 23 54.8% 7 46.7% Mucositis
from 4/2 to 2/1; treatment duration on 4/2 schedule, treatment duration on 2/1 schedule, during first-line treatment between 1 January 2014 and switching to the sunitinib 2/1 schedule or = T 7 23.3% 5 Pl 5. Ezz El Din M. Sunitinib 4/2 versus 2/1 Schedule for patients with metastatic renal
and total treatment durations), first-line tumor response, first-line disease progression 30 June 2018 within 5 years of initiation of the 2/1 schedule SR 5 9% 5 13.3% Observed during 4/2 schedule 24 571% cel CE‘(;C)inoma:Gtgrtiary care hospital experience. Clin Genitourin Cancer. 2017
' 9% 270 Jun;15(3):e455-62.
from the start of the 4/2 schedule and the start of the 2/1 schedule, adverse events Aged 18 years or older when switching to the 2/1 iteri 9 9 9 i i - 9 ’
" dvital scgheduleyor when inftiating the 2/1 schgedule Reported IMI?C/Heng criteria (n, %) 15 35.36 0 0.0oé Improved in severity or not observed during 2/1 schedule 16 66.7% 6. Kondo T, Takagi T, Kobayashi H, lizuka J, Nozaki T, Hashimoto Y, et al. Superior
(AEs), and vital status Favorable-risk 3 71% 0 0.0% Severity remained same during 2/1 schedule 8 33.3% tolerability of altered dosing schedule of sunitinib with 2-weeks-on and 1-week-off
Intermediate-risk 1 26.2% 0 0.0% : i i i i i - i i
in patients with metastatic renal cell carcinoma--comparison to standard dosing
Figure 1. Study Design Schematic Poor-risk 1 2.4% 0 0.0% Severity worsened during 2/1 schedule 0 0.0% schedule of 4-weeks-on and 2-weeks-off. Jpn J Clin Oncol. 2014 Mar;44(3):270-7.
IMDC = International mMRCC Database Consortium; MSKCC = Memorial Sloan Kettering Cancer Center; SD = standard deviation. . o 7. Najjar YG, Mittal K, Elson P, Wood L, Garcia JA, Dreicer R, et al. A 2 weeks on and 1
2Due to ethics and contracting challenges presented due to COVID-19, data abstraction was not conducted in Mexico and Costa Rica SR Gl (e Pl ST 2 AR week off schedule of sunitinib is associated with decreased toxicity in metastatic
bOverall, 36.8% of the patients’ risk groups were reported directly by the physician. 63.2% were calculated during analysis based on renal cell carcinoma. Eur J Cancer. 2014 Apr;50(6):1084-9.
January 1, 2014 June 30, 2018 reported components of the MSKCC prognostic criteria 8. Bracarda S, lacovelli R, Boni L, Rizzo M, Derosa L, Rossi M, et al. Sunitinib
Figure 2. Reasons for Switching to the 2/1 Schedule and Discontinuing the 2/1 Schedule Figure 3. Best Response on 4/2 and 2/1 Schedules of Sunitinib administered on 2/1 schedule in patients with metastatic renal cell carcinoma: the
RAINBOW analysis. Ann Oncol. 2015 Oct;26(10):2107-13.
Di is of ic RCC 9. Jonasch E, Slack RS, Geynisman DM, Hasanov E, Milowsky MI, Rathmell WK, et al.
lagnosis of metastatic 80.0%— N . - Phase Il study of two weeks on, one week off sunitinib scheduling in patients with
(initial diagnosis or e o 45.0%- - i metastatic renal cell carcinoma. J Clin Oncol. 2018 Jun 1;36(16):1588-93.
progressed disease state) 20.0%] 2 40.0%] % = 10. Lee JL, Kim MK, Park I, Ahn JH, Lee DH, Ryoo HM, et al. Randomized phase I trial of
’ o sunitinib four weeks on and two weeks off versus two weeks on and one week off
. © 35.0% in metastatic clear-cell type renal cell carcinoma: RESTORE trial. Ann Oncol. 2015
60.0% Nov;26(11):2300-5.
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at metastatic sta e) last medical record entr ) Il Adverseevent 7% Local or professional protocol [l Patient decision Progressive disease I Complete response [l Partial response [l Stable disease Progressive disease Response not assessed
9 y B Performance status %% Lost to follow-up Death Other %% Unknown %/ Unknown
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