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Abstract

Recurrent vulvovaginal candidiasis (RVVC) is a chronic condition affecting
millions worldwide, characterized by repeated episodes of vaginal and vulvar
inflammation caused by Candida species. Oteseconazole, a novel oral azole
antifungal, has been developed to address the limitations of existing
therapies, including incomplete resolution and high recurrence rates.
Oteseconazole demonstrates potent and selective inhibition of fungal
cytochrome P450 enzymes, resulting in sustained antifungal activity and
significantly reduced recurrence rates. Its unique pharmacokinetic properties,
including long half-life and high tissue distribution, support once-weekly
dosing for maintenance therapy and may enhance patient adherence. Clinical
trials report high rates of mycological and clinical cures with minimal adverse
events, primarily mild gastrointestinal symptoms, and headache. Importantly,
oteseconazole’s selective mechanism reduces the risk of drug-drug
interactions and off-target effects. These findings suggest that oteseconazole
might be a safe and effective option for managing RVVC, offering durable

relief and reducing the burden of recurrent infections.
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Tumssamagaiiaoda fluconazole” uazenaaiunyleeann

nalnuadaandiauazaanly  trifluoroethoxyphenyl a4
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oteseconazole AEIENANTNIUAL H377 uaz S378 L CYP51
283 C. albicans LazE3dMy sulfonamide fsansnduny H377
uaz S37s leandanius:lalaan 99 Sa7e wwinwulugad
ﬁmsﬂawﬁufﬁam wonaniidasasumsdsuuuy
lanahsluanadismady side chain Tflanwlaimauti
wazEIENaNTAILUAL S378 manustlalasiaudsenadunaln
witslumssugilawlas cYPs1 luL%aiWﬂéju@”aﬂéﬂavlﬁaﬂwaﬁ
U3 AnFAn's Bn1issawuin oteseconazole Janlumseusa

M3&319 biofilm la@luitasnalsndnals e
unsiqu

midaganlutasanaasansnwlaralulugwguazd
é"m'mﬁné'umtflwﬁﬂvlﬁgw nnmiduairdoysiszney

A ¢ 1a v e 2 aa a a
WAWIUINAH WULRNIEMIAN BN N BT U aY

oteseconazole  NUNWAEN  WAZHI MWLTIHITUMTANEN
WIBUIADUIR191981 oteseconazole WAz fluconazole 1n13
Snsmsaaanlutesnssarianaunndudilosass  we
WU71 oteseconazole HUszAnTmwuazanulasanslunns
NENNNIEAATaI IUT0InRALULNALNMT UTY LAZRINTA

& ' o A 2 o gd &
ﬂiaUﬂquL'ﬁaiwnaIiﬂ"lm%mrmmm'ﬁum MU INUENLAE
"L@?l’g,w

miﬁﬂmmﬁwm%ammju azole THalny 1 oteseconazole

@01INBINIAIIIUTY  fluconazole NAANTIH
AINAINTLAINY m’-aLﬂuﬁagaﬂi:naumsﬁmsmﬂﬂinﬁum
A o 4wy A a & '
maLaan‘lmmgmmﬂszamﬂrymmmmLﬂiaiﬂumaaﬂaa@
wupiiasiatamingay  lasawizadnadsludnidadnalu
M3 fluconazole TudinmINUsIRLARLAZNIITRANLALY
AUAIASEITIWIeNaN  iwalWwiAadszantaiwlunssne

wazdaasulgihelalsininmlsaunuasdyinlaatng

Uaaans

A1371971 NANENNIRETINAULUSEENTA NI oteseconazole FNNIINEMITAAL T IUTaIARALULNRUN LT UeN

20 o
ﬂmz%’)ﬂﬂ/

w3

NANAIDEI/ADANHUENUZ

o
m3emagay

WaNSANEN

(3taeHUY intent-to-treat )

VIOLET CL-011° (n = 326)
randomized, multicenter,

multinational double-blind, placebo-controlled
trial (2:1)

- Uszzns@nw: fiho RWC > 3 a2 1deu
unsilnauauamamideiduuan

« innwaidimaan: Tusagviade * lu cL-012

- 81y - I, mean (SD): 34 (10.3)

« Bad (%) : 1N 72, TR 12,

ataldy 15, Bu 9 <1

+ AT INUTWAANTBINTN 2 BuAL

wan n (%): candica albicans 166 (51),

candida glabrata 18 (6)

- waiziBafinuTuduidngamasauann

2 WAUWSIA n (%): candica albicans 25 (8),

candida glabrata 15 (5)

Step 1: induction phase Tmsinwden
fluconazole wuvlsinda $urlszmu 150 mg Fufi 1,

4 uaz 7 1oIMIINEN

Step 2: maintenance phase 1\41“%17‘ 14 lﬁaﬁﬂm‘mu
smmsaaidenlutesnnenluszuzndouwauudies
gnzjuvﬂ"ﬂﬂ@ulw‘"lﬁﬁ"uuﬁnmaauw%auwuaan (2:1) nju
nagauazldTy oteseconazole SuLlTzNU 150 mg T
az 1 031 w7 TuuazaalU1W1a5y oteseconazole

Sutsznu 150 mg Fawiaz 1 A33 Wi 11 e

+ wmgmank RWC >1 aisluszpziom 48 dlendd - % (Rdb): naw
oteseconazole vs placebo = 6.7 (6.5 — 7.4) vs 42.8 (41.3 — 45.0), chi-
square test; P< 0.001

« diadsszpznmmanduandug - §a1i: nqw oteseconazole vs

placebo = 45.7 vs 27.8; hazard ratio (95% Cl) 0.11 (0.06 - 0.21)

VIOLET CL-012° (n=330)

FuuvBEEIAY CLO11

“nmaianaan

- §§ RWC uuuunIndau
& 9.v

- avasarilvuayas

- iflwwawougaiaalwdealald
o P o & o

- Idnnagfiduriu ;dzandidw o

Uiz wdn

+ 81y - T, mean (SD): 34 (9.9)

1 @an® (%) : 7RI 89, T1AIM 10,

Ty <1, Bu 9 <1

« AT INUTWAANTBININ 2 BUAD

wan n (%): candica albicans 162 (50),

candida glabrata 16 (5)

- waizBafinuTuduidngamasauann

2 WAUWSIA n (%): candica albicans 21 (6),

candida glabrata 8 (2)

FUuuu@sany CL-011

< wgn1sal RWE >1 adaluszaziaan 48 dUa1w - % (db): nga
oteseconazole vs placebo = 3.9 (3.7 - 4.6) vs 39.4 (38.0 — 42.6), chi-
square test; P< 0.001

« dnadpszzinananaaniudr - dlansi: ngu oteseconazole

vs placebo = 42.7 vs 33.1; hazard ratio (95% Cl) 0.08 (0.04 - 0.17)

ultraVIOLET™
(n=219)
randomized, multicenter,
multinational double-blind, placebo controlled trial
(2:1)
- Uszmnsdnen:

- wijyipdszdndanany > 12 9

- i RWC > 3 a$112 \deu unzilnauay
amawudeiluanadiston 1 a3

- azuuulsndin > 3 (Uszfiuaneins; au
TTMOIADI/UAL LRZANHILYBITAIAREA; UAY
17w J3889Inmam)

- wauAuATIIRIdaIluLIN T Tudanses

- inwai@n@anLTUAYINY VIOLET trial

+ 21g - 11, mean (SD): 35 (11.0)

<1 BaB® (%) : TN 59, TR 34,

Bu 911

« NANHL T NINLIWAANTDINN 2 BUAY

w3N n (%): candica albicans 88 (40),

candica albicans 391U candida glabrata 4 (2)

Step 1: induction phase TWmsinwdem
na:u oteseconazole 600 mg Susenw
Tuft 1 s 450 mg ufl 2
N fluconazole 150 mg Sutszmuiud
1,4, unz 7
w2 nawazldummaanialioulsfisey

Fufinnasanuluzig induction phase

Step 2: wlufuﬁ 14 lﬁﬂgﬂ’m“’m

ymmaaaidenlutesanenluszuzndouwiuuda
nfq'u oteseconazole (OTE-ote) a:ldsy
£ oteseconazole @aluwia 150 mg/
FUAW w11 §ak
nfq'u fluconazole (FLU-pbo) 2ld3unn
waen (placebo) filawiaz 1 ATIww 11
dua

+ 1naM3al RWG 1 astluszuziann 50 el - % (Reb): naw
OTE-ote vs FLU-pbo = 5.1 (4.1 - 6.8) vs 42.2(40.3 - 45.8), chi-square
test; P< 0.001

. ai"ma‘w:&"ﬂduﬁi"nmmu'lwﬁu induction - % (Wdb): Nga OTE-ote
vs FLU-pbo = 93.2 (93.2 - 93.2) vs 95.8 (95.8 - 95.8), 129A774
uANEAIBIFANIU 95% Cl = -8.8, 3.5

. iﬂdvumaa;{ﬂﬁn“ﬁ‘niuunﬂwﬁw‘w'l.de maintenance - % (Wdb): naa
OTE-ote vs FLU-pbo = 3.8 (3.0 - 6.0) vs 41.1 (38.5 - 44.6), chi-
square test; P< 0.001)

. a”ﬂdmmaa;{ﬂm“ﬁ'ﬁwa W candida 1luuan > 1 a31as
maintenance - % (fb): Ngx OTE-ote vs FLU-pbo = 23.6 (21.1 -
27.1) vs 79.7 (76.9 - 84.6), chi-square test; P< 0.001
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