[bookmark: form8-k.htm][bookmark: ksform8k] 
 
 
UNITED STATES
SECURITIES AND EXCHANGE COMMISSION
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Item 7.01 Regulation FD Disclosure.
 
Furnished as Exhibit 99.1 to this report is a copy of a corporate presentation of Daré Bioscience, Inc. (“Daré” or the “Company”) dated July 24, 2026, which is incorporated herein by reference. The Company intends to use the presentation and its contents in various meetings with securities market participants and others, commencing on July 24, 2026.
 
The Company plans to make a copy of the presentation available in the “Investors” section of its website (https://ir.darebioscience.com), on the page titled “Presentations, Events & Webcasts,” under the heading “Presentations.” Information contained in, or that can be accessed through, the Company’s website or any other website referenced in the presentation is not incorporated by reference into this report.
 
The information in this Item 7.01 and Exhibit 99.1 to this report is being furnished and shall not be deemed to be “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, nor shall such information be deemed to be incorporated by reference into any filing under the Exchange Act or the Securities Act of 1933, as amended, whether made before or after the date hereof, regardless of any general incorporation by reference language in any such filing, except as the Company expressly sets forth by specific reference in such filing.
 
Item 9.01 Financial Statements and Exhibits.
 
	(d)
	Exhibits.


 
	Exhibit No.
	 
	Description

	99.1
	 
	Daré Bioscience corporate presentation, dated July 24, 2026

	104
	 
	Cover Page Interactive Data File (embedded within the Inline XBRL document)
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SIGNATURES
 
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.
 
	 
	DARÉ BIOSCIENCE, INC.

	 
	 

	Dated: July 24, 2026
	By:
	/s/ Sabrina Martucci Johnson

	 
	Name:
	Sabrina Martucci Johnson

	 
	Title:
	President and Chief Executive Officer
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Exhibit 99.1
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Data Driven Development. Not Just Another Online Compounder.

Built on Science, Clinical Evidence, FDA Development and Product Quality

01 2 & 03

Clinical Development Proprietary Products Commercial Platform

Conducting clinical studies Mol e e - DARE Health Hub
technologies

Generates proprietary clinical data g Telehealth access

Advances regulatory pathways G EIECelpIRbey/PoT el Direct patient engagement
Assets being developed for
FDA approval + Product fulfillment

Most online compounders distribute products. Daré devel
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A Commercial Company with a

Purpose-Built
Women's Health @ L
Product Ecosystem
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DARE TO RESTORE™

Flora Sync LF5™

Non-hormonal probiotic vaginal capsule designed to
restore microbiome balance and support lasting comfort

+

Launched June 2026

(2) Available without a prescription

/ 2\ Vaginal capsule formulated with Limosilactobacillus
all !) " fermentum LF5

Clinically studied and backed by over 30 years of
probiotic research

balance within 3 days' 2 weeks'

(
‘ 0 of women achieved 0 maintained a balanced
‘ 9 6 A) vaginal microbiome 9 0 A) vaginal microbiome at

Based on a single-tind, randomized corirled clial il of 100 woren pubished i Froners n Mcroiokogy (2024)

"
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DARE TO PLAY™

Sildenafil Cream*

Proprietary topical formulation of the active
ingredient in an erectile dysfunction drug (Viagra®)

+

Prescriptions Dispensing Targeted Summer 2026
Prescribers Already Writing and Patients Engaging

)'(3 No FDA-approved treatments for female sexual arousal disorder

4 /\\\ Phase 2b study demonstrated statistically significant arousal
0 improvement in the target Phase 3 population (post-hoc analysis)"

@ Demonstrated minimal systemic exposure and was well tolerated
by exposed users and their sexual partners n the Phase 2b study?

To be available as a 503B compounded product, while
worklng to advance through 505(b)(2) NDA pathway

DARE
PLAY

2
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Turning Clinical Relationships Into Commercial Momentum

Years of product development have created trusted relationships with the
providers most likely to adopt new women's health solutions

’®‘ Clinical Relationships
B®-@, 5 Commercial Advantage

Built Through Development

(&@51 Long-standing engagement with OBGYNs q,j" Existing provider awareness
and women's health specialists prior to launch
gg Established network of investigators and @ Opportunity to accelerate adoption through
key opinion leaders trusted provider channels

Ongoing presence at major éOg Expanding product portfolio increases
women's health conferences TP provider engagement

s
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Integrated Commercial Platform Designed for Scalable Growth

Driving patient acquisition, engagement, and portfolio expansion
through a unified women's health ecosystem

Provnder Rel'monshnps
OBGYN and women's health
specialist engagement
+ Product recommendations
and office-based awareness
+ Trusted clinical channel

Digital Marketing
+ Consumer awareness campaigns
+ Targeted patient acquisition
+ Scalable demand generation

« National reach . O / + Multi-product platform

AUnified
Women’s Health
[ | | Ecosystem
| Telehealth Infrastructure | / 4 A2 DARE Health Hub
‘ - Convenient patient access ® (32 o) + Central patient destination
« Prescription evaluation 8 N / « Fuffilment and engagement
|
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DARE Health Hub:
Direct-to-Patient Growth Engine

Central Commercial Platform

DARE wecrnnos

Welcome to the
DARE Health Hub
DARE

Procuets bt b itech, to
desgnd o hor. PLAY"
Gasiyrgistororlog into mansge =2
prscptions, upcat prsonl informatio,

s shop with cofidenc.

=4 Product education

5 Telehealth access

Togethe s put women's hsith fst.

Prescription fulfillment
S Patient engagement

w Product cross-selling

5




image16.jpeg
oarEcscce

Development
Pipeline

Robust development strategy to continue
to fuel commercial product portfolio
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DAREtPLAN™

Ovaprene: Investigational Hormone-Free
Monthly Intravaginal Contraceptive

+
Ongoing Phase 3 Study with Topline Data Expected 2027*

Hormone-Free: Unique dual action MOA (spermiostatic &
barrier), no hormonal safety concerns

@ ‘ 86% - 91% expected typical use effectiveness2®

‘ Convenience of a monthly ring form

/ @‘ Immediate return to fertility; inserted and
removed without a provider

Physical Barrier

3D, knitted polymer barier
to physically block the
passage of sperm

e 2
Environment

A siicone ring releasing
‘hormone-free ferrous

‘gluconate to chomically
impede sperm motiy.

Potential to be First FDA-Approved Monthly, Hormone-Free Contraceptive

20,

"
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DAREw0FIGHT™
DARE-HPV*

Investigational Antiviral Vaginal Insert For
Persistent High-Risk HPV Infection

+
Phase 2 Study Commenced May 2026

A proprietary fixed-dose formulation of lopinavir and
ritonavir! in a soft gel vaginal insert

N ‘ Majority of women achieved no dysplasia and

{7l ) | undetectable HPV after 12 weeks in a pilot study?
:/@\ Awarded up to $10M in non-dilutive funding to advance
\ "/ | diinical development and Phase 2 execution®

Persistent HPV infection is the primary cause of cervical cancer

Potential to be first FDA-Approved pharmacologic treatment for
persistent high-risk HPV

50512 regultry iy anéiated

728 o th rstment o HIV-1 i
3 Teaiment fo HPV-Relte Pe-msane, Canvic!

macauticalingrediris i the FDA-2ppron
copt Tl of Lopimune (Loiravitoravi)
s

3 $9.0 milionreceived fo date
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DAREW0RECLAIM™
DARE-HRTT*

Monthly Hormone Therapy
for Menopause

+
503B Compounding and Phase 3-Enabling Activities Underway

A proprietary intravaginal ring designed to continuously deliver
bio-identical estradiol and progesterone over 28 days

o ‘ Statistically significant improvements in hot flashes, night sweats,
Zill )| vaginal symptoms, and quality of life measures in Phase 1/2 study!

p
( @ Potential single Phase 3 study pathway supported by FDA
/| 505(b)(2) regulatory strategy; To be available as a 5038

compounded product, while working to advance through
505(b)(2) NDA pathway

Potential First Monthly Delivery of Bioidentical Estradiol
and Progesterone Together in One 28-Day IVR

.
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DAREW0RECLAIM™
DARE-VVAI™

Investigational Vaginal Insert for Genitourinary
Syndrome of Menopause (GSM)

+
Phase 2 Study Preparations Underway

A proprietary hormone-free vaginal insert containing tamoxifen
for sexual pain post-menopause or breast cancer treatment.

symptoms associated with GSM — decreases in vaginal pH, increases

‘ Statistically significant improvements in the assessments and
in the percentage of vaginal superficial cells — in Phase 1/2 study"

‘ FDA 505(b)(2) regulatory strategy

s Hoalth arxd Medicie, Vol 28, Ho. 8, 200
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DARE 10 SUPPORT™
DAREFRT1/DAREPTBI

Investigational Sustained-Release Progesterone
Intravaginal Ring for Pregnancy Maintenance
Phase 1 Study Preparation Underway

A proprietary intravaginal ring designed to deliver bio-identical
progesterone as an alternative to daily injections or vaginal gel

Potential application for pregnancy maintenance or preterm birth
(DARE-PTB1), and luteal phase support in IVF (DARE-FRT1)

‘ FDA 505(b)(2) regulatory strategy

Potential First Sustained-Release Progesterone Ring for
Pregnancy Maintenance and Fertility Support

2
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Multiple Pipeline Expansion Opportunities from Earlier Stage Programs”

Program

ESTIMATED
ADDRESSABLE
MARKET

PRE-CLINICAL

PHASE 3/

PHASE 1 PHASE 2 PIVOTAL

Australia RGD
Cash Rebate

Theramex

m) .

Founttngatpto~Sir
&

DARE-PDM1*

Casea 5*

DARE
2047214

DARE-
LARCT"

DARE-RH1

DARE-PTB2

Vaginaldicofenac once-dally thermasetting
hydrogelfor pelvic pain

18-24-monih biodegradable conraceptive
implant

6 & 12-month injectable etonogestrel
contracepive.

Long-acing, reversible personal
contracepive system

Male or female contracepive target

Potential new therapeuic intervention or the
prevention and reatment ofidopathic preterm
birth

50% menstrstig vomen
experionce dysmanorinea

12 mifon women

12 mison women

17 mifcn vomen

27 miion women

Tin 108t

Phase 1 study completed 2023
U.S. IND preparations

Phase 1 study ongoing 1

Phase 1 study preparation

PreIND activi

Hitto lead stage

Pre-clinical studies
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Overview
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Nasd; DARE

Financial Snapshot

Start of Product Revenue Generation with Commercial Launch of

e Flora Sync LF5 in June 2026 and Upcoming Launch of DARE to PLAY in Summer 2026
& G ol R
~$185M + ~$3IM + 644K + ~15M
Cash’ Market Cap Trading Volume Shares
s of March 31, 2026 As of duly 7, 2026 3-month average as of Juy 7, 2026 Outstanding

As of May 13, 2026

= e + -

llaane of sppro
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Management Team

i «'h

Sabrina Martucci Johnson David Friend, PhD MarDee Haring-Layton Jessica Hatheway Mark Walters
CEO & President Chief Scientifc Officer Chief Accounting Officer VP, Clinical Operations. Medical Director VP, Operations

- rh

Robert Charboneau Jennifer Kiang Christine Mauck, MD Nicolas Pacelli

VP, Manufacturing & VP, Corporate Affairs Medical Director VP, Alliance Management VP, Product Development
Supply Chain & Development &Business Development

Elizabeth Proos
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Multiple Near-Term Catalysts with Potential for Meaningful Value Creation

PRODUCT / PROGRAM GRANT-FUNDED.

E DARE to PLAY:
% (Sikenafi Cream)

DARE to RESTORE
(Flora Sync LF5™ Probiotic)

O] | Ovaprene®
(Contraceptive)

DARE-HPV
2 (HPV Therapy)

(Menopause hormone therapy IVR)

Q DARE to RECLAIM:

Tining epresent Darés plans and expectaions.See sice 2
Propretry fomuatons made or expected o be made aalale forp

D Coven Trarapetc Caregon
o st Evarn Prore

INFLECTION EVENT

Prescription dispensing; product revenue

Commercial launch; product revenue

Enrollment completion; topline data;
partnering discussions.

Phase 2 initiation; proof-of-concept data.

Commercial launch

for Hea Stratcs

Among 15.5¢

ep—

TIMING?

Launched
June 2026

enroll
topline

Ph 2 initiation

2027

/sar-Ods i the United States. Sex Trans Dis. 2021 Apr |

VALUE CREATION

Revenue; reakworld data; estimated 20 milion
underserved women? with no FDA-approved freatments
for female sexual arousal disorder (FSAD)

Non-prescription commercial model revenue

Potential frst non-hormonal monthiy intravaginal
contraceptive

Potential frst pharmacologic HPV therapeutic; 5+
annual U.S. cases?; 99% of cervical cancers HPV-
‘caused; zero competing phammacologic treatments

First monthiy bio-idenical estradiol + progesterone
IVR in a §2.5-4.58 U.S. compounded HRT market'

g hamacy wihan i pstorm
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Why Daré, Why Now.

Transitioning to a Commercial-Stage Company with Two
Revenue-Generating Products Launching and a Purpose-
Built Development Pipeline Advancing to Support Women
at Every Stage of Life

Commercial
Inflection Point

First product revenue commencing
in 2026 from Flora Sync LF5 and
DARE to PLAY

Scalable Commercial Engine
in Place

DARE Health Hub, telehealth
infrastructure, and provider relationships
support scalable growth

Significant Non-Dilutive
Capital Awarded
>$75M awarded from Gates Foundation,

ARPA-H, and NIH/NICHD-supported
programs

1}3 Late-Stage Pipeline
Multiple programs advancing toward
©0—0 ) meaningtul development and
regulatory milestones
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Daring to Put Her Health First™

DAREBIOSCIENGE COM | NASOAQ: DARE.
22026 DARE BOSCIENCE, ALL RGHTS RESERVED
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Forward-Looking Statements & Disclaimers

This presentatin s for informational purposes only and is notan offe o sll o a solctationof an offertobuy any securifes of Daré Bioscience, nc 'Dare” o the Company") This preserfation iscusses potental future g and
mecical device products that are or wil be under cinical o precinical nvestigaton and have not been approved for use outsids ofcinical or preciinica tudies, 3 wll as proprietary solutions that may be mac availabe as
compoundd drugs or consumer health productstha the 'S, Food and Drug Admiistration (FDA) dos not approve. The FDA does not evaluate compoundsd drugs o cosmetic products for safely, effeciveness, r qualty. None
ofthe investgational products,compoundd drugs or consumer healthproducts discussed herein ave been approved fo marketing by the FDA o any Giher regulatory agency, and 1o representatin is made as o the safety or
effactvaness of any investgational prodict, compounded dug of consumer heath product

Al statements i this presentaton,ather than statements ofNstoical fac,are forwarc-aoking statemens wihinthe meaning offedera securiies laws, I some cases, you can identy forvard-ooking statements by erms such as
“beleve;”“may, “wil, “estimate, “continue,"‘antcipate,”“upcoming,”*design;”"itend, “expect;”“could,“pian,*potental"“prepare, " ‘pursue,”seek.” should“would target”objective,”*buiding,*“near-tem” o the negative
ofthese terms and oiner simiar expressions. Such statements nclude, but aré notimited o, statements relatng to Dareé's go-to-market srategies. Daré's plans and tming fr making proprietary formlations avaibe by
prescription n the U S. as compoundet orugs via Section SD38 of the Federal Food, Diug, and Cosmeti Act(S038) and for launching branded corsumer health products; expected timing of revenue from sales of tose producs;
market opportuny or those products and el abilty to gain market acceptance; pans and expectations it respec to Daré's productcandidate, including itent o connue to pursue an FDA approval pathway for those produet
candidates  bingsto market s compounded drugs under 5038, clicaldevelopment lans,incuding tial design fmelines, costs, miestones, and resuls, trgeted indications, regulsory trtegy, and FOA communications,
submissions and feviewof appicatons: the clicalpotental of and market opportunties for Daré's productcandidates. potental trategic parinarships and fhird party colaborations. expectations regarding exising colaborations,
Including potental payments. potential ipeine expansion; the amount and tming of Daré' receipt f unds under grant agreements and ofher funding awards; and potentialfuncing and fnancing transactions. As used i tis
presenttion,frstin-category” s a orvarc-ooking statement elating o the potental of 2 roductcandidatef represent e category f roduct  ere 0 eceive marketing approvalfor the ndicaton for which s being
doveloped bocause Darb bolives t viould addross  neod i women's heallh that s not being met by existing FDA-approved producls. Forvard ooking statoments eflec managements estimates and expctations based on
curent nformation and invole isks, uncartaintes and assumptions hat may cause Daré’s actual resuls, peformance or achievements t be materialydiferent from those expressad of implied by the forvard-ooking statements,
including, wihout iitation, isks 2nd uncertainies related o: Daré's abiiy (o raise additonal captal when and as needed (o fund operations and execie s business srategy; Dare's dependence on grants and cther nancial
‘awards fom govemmental enttes.and a priate foundaton; Daré's abily o maintain compliance with Nasdas contnued stng requitements and continue fo have s common tock stad on The Nasdaq Capital Market Daré's
inexperience, a5 2 company. in and lack of nfastrucure for commercalzing products; Dare's reliance on 5035 egistered autsourcing facilfes,dispensing pharmacies, elehealth providers, and ofher hird partes o bring
proprietary solutons o market as compounded drugs of as consumer heath products and faciltte access o such products and the sk tha those titd parties do not perform as expected, he isk tht the FDA could stop
permiting S038-regisered outsourcing facilties to compound the drug substances in he propritary formulations Dar infends t bring or biing to market, the degree of market demand and acceptance orthe poducts Daré
bings to market, developments by competiors hat make Dare's products less cometiveor obsolete sifsin consumer spending o behavior Dare' rfiance on third parties to manufaciure and conductcinical rils and
precinicalstudis o s product candiates and commercializo XACIATO (lindamycin phosphate) vaginal gel 2% and future FDA-approved products, f any, Darés abity to dovelop, abtain FDA of foroign regulatory approvalfor,
and commercalize s product candidates and to do 5o on commuricated timelnesfallure or Gelay i staling, conducting and completng ciricaltals of a poduct candidate and the nharent uncertainy of outcomes of ciial
ras;the rsk hat the curtent reguatory patiway Known as the FDA's SOS(b)2) patfay fordrug product approval i the USS. i not avallable for a product cancidate as Daré antcpates; Daré's abilty o retan s icensed righs fo
dovelop and commercialze a product o product candidate; Daré's and fs icensars abilty to btain and maintin suficent talectual poperty prtection, the coverage, ricng and reimburseman that XACIATO and any fuure
product abtains from thirpary payors; roductrecals; govemmental nvestigatons, actons or proceedings; igation and legal proceedings, ncluding product abify o ntellectuslproperty claims and actons; cybersecurty
Incidents o simiar events thal compromise Dar's technalogy systers andlr significanly dsrupt Daré's business of hose of third parties on which t relie: changes i faws and reguitions hat imact he pharmaceutial and
health care industiss, o changes n enforcement polcies. ne ffecs of macroaconomic candions, geopoltical vents, and major changes and isruptions i .S, government poliies &nd operations; and those risks and
uncerainies described under the heacing“Risk Factors” in Daré's most recent annua report on Form 10- fled with the Secrties and Exchange Commission Al fonard-ooking satements are curent oly a5 of the date o his
presentation. Daré does not undertaka any obligation o update any forward-looking statementn thi presentation t refect new nformaton,future developments or othervis, except s required by law:

“This presentation ncudes market size and grovh data and estimates and other Industry nformation pubished by independent hrd partes or based on management’s eview ofsuch information, management's knowledge of e
industry and gaod fah estimates of management Ths market and industry cata and information nvolves & number of assumptons and imiations, and you are cautined ot  give undus weight fo such estmates. Athaugh Daré
belleves the {hic-party sources a relable a5 of heir espective dates, Daré cannot quarantee the accuracy o completeness oftis information and has ot independently verifed thisinformation. Prajections, assumpions and
estimates of the fuure performance ofthe industry in which Daré operates and market ize and opportunies for poduct candidates Daré develops and prodcts Daré bings to market are necessariy subject o a high degree of
Uncertainty and rsk. These and other factrs could cause results o ifer matarialy rom those expressed inthe Gata and estimates made by the mdependent parties and by Daré.

Altradermarks, service marks o trade names appearing i tis presentation a the property of el respective ovners. Uless specificallyidenifed as such, Daré's use or display of thir-party marksis not intended and dos not
Indicate or imply any relationship with o endorsement o sponsarship of Daré by the thic-party owner.
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FDA APPROVED PRODUCT: XACIATO™
(Clindamycin Phosphate) Vaginal Gel 2%

PROGUCTAED XACIATO [zah-she-AH-toe] (clindamycin phosphate)
vaginal gel 2% is a lincosamide antibacterial indicated
for the treatment of bacterial vaginosis (BV) in females
12 years of age and older*

- Available nationwide via commercial collaboration with Organon; royalties
and potential milestones payable by Organon of up to $180 milion.t

+ $27 million raised in royalty financings; Daré is eligible for upside-sharing
milestone payments from XOMAT

- Demonstrates validation of partnership-driven commercialization strategy
‘where appropriate





image31.jpeg
oarEoscace

XACIATO™
(Clindamycin Phosphate) Vaginal Gel 2%

SELECTED SAFETY
INFORMATION

XAGIATO is contraindicated in individuals with a history of hypersensitivity to clindamycin or lincomycin

Clostridioides diffcile-associated diarrhea (CDAD) has been reported with use of nearly all antibacterial agents, including clindamycin, and

may range in severity from mild diarrhea to fatal colits. Careful medical history is necessary since CDAD has been reported to occur over 2
months after the administration of antibacterial agents. If CDAD is suspected or confired, ongoing antibacterial use not directed against C.
diffcile may need to be discontinued.

Polyurethane condoms are not recommended during treatment with XACIATO or for 7 days following treatment. During this time period,
polyurethane condoms may not be reliable for preventing pregnancy or for protecting against transmission of HIV and other sexually
transmitted diseases. Latex or polyisoprene condoms should be used

XAGIATO may result in the overgrowth of Candida spp. in the vagina resulting in vulvovaginal candidiasis, which may require antifungal
treatment

The most common adverse reactions reported in >2% of patients and at a higher rate in the XACIATO group than in the placebo group were
wulvovaginal candidiasis and vulvovaginal discomfort.

XACIATO has not been studied in pregnant women. However, based on the low systemic absorption of XACIATO following the intravaginal
route of administration in nonpregnant women, maternal use is not likely to result in significant fetal exposure to the drug,

There are no data on the effect of clindamycin on milk production. The developmental and health benefits of breastfeeding should be
considered along with the mother's clinical need for clindamycin and any potential adverse effects on the breastfed child from clindamycin or
from the underlying matemal condition.

Please see the Prescribing Information, Patient Information, and Instructions for Use.

3
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Oral Sildenafil provided a compelling proof of concept for FSAD

STATISTICALLY SIGNIFICANT INCREASES STATISTICALLY SIGNIFICANT IMPROVEMENT
IN VAGINAL PULSE AMPLITUBE (VPA)! IN GENITAL STIMULATION (FIEI)?
t Question #2 - “Aftertaking study medication, the
Phizer VPA Ciiical Lab Study - Oral Viagra Pizer Clinical Fild Study - Oral Viagra

sensatonfeelng in my genial (vginal, labia, clloris)
‘area during intercourse or stimulation (foreplay)
Improscrent n FIE| Qustions! Scemed 1 be: (3) more than before, () less han

> before, or (9 unchanged.”

Neanand Mo VPA

s . peoorr Queston #4 —“After taking he study medication
. E intercourse andlor foreplay was: (2) pleasant and
: Pe0sts salisfying; better than before taking the study.
i medication, () unpleasan worse fhan before taking
! 3. study medication, (¢) unchanged; no difference, or (d)
pleasant;but st nol ke it used fo be or | would lie
. ittobe.”
—— — N 202 postmenopausal women with FSAD who had
e Wi > = . protocolspecifed estradiol and free testosterono

concentrations, and/or were receiving estrogen

LR T ‘andlor androgen replacement therapy were studied.

Key Takeaways of Viagra® studies:

Increased blood flow and clinical efficacy observed with oral sildenfil (Viagra®) in women.

The side effect profile of the oral formulation was not optimal for women - leading to the exploration of altemative delivery options including a
topical foute of administration

The Enrancamert of Vagina Vasocongeston

Sidenati i ety Prmec
2 Saaty and Efeacy of Sl G o e

estmant of FSAD: A Doxele . P

men.Journal of Womnris et & Gander-Based edicine. V. 1
wrolled Sty The Juenal of Uogy. Vol 170,

=2
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Path Forward for Sildenafil Cream for Treatment of FSAD

EXPLORATORY PHASE 2B CLINICAL STUDY'

+ The Phase 2b Clinical Study (ID# NCT04948151) was designed to
evaluate Sildenafil Cream vs. placebo over 12 weeks.

« ToDaré's knowledge, this was the first study specifically evaluating a
potential therapy for treatment of FSAD.

+ Among the ITT population?, which included women with only FSAD as.
well as those with FSAD and concomitant sexual dysfunction diagnoses
or genital pain, though the Sildenafil Cream group demonstrated greater
improvement in the Sexual Function Questionnaire (SFQ28) Arousal
Sensation (AS) Domain scores, there were no statistically significant
differences between Sildenafil Cream and placebo cream users in the
co-primary and secondry efficacy endpoints.

+ Posthoc analyses showed that Sildenafi Cream significantly improved
(P=0.04) arousal sensation (SFQ28-arousal domain patient reported
outcome) and demonstrated additional clinically meaningful benefits
in a patient population with FSAD with or without concomitant decreased
desire, a subset of the ITT population?.

CLNICAL DEVELOPMENT PLAN

+ Sildenafil Cream has potentil to be a first-in-category option with
significant commercial opportunity as there currently are no FDA
‘approved treatments for FSAD.

+ Daré intends to leverage existing safety data for sildenfil to utilize the
FDA's 505(b)(2) pathway to obtain marketing approval for Sildenafil
Cream inthe US.

+ Phase 3 Development Plans.

« Two successful Phase 3 trials will be required to support a New
Drug Application (NDA) submission for the treatment of FSAD.
« Phase 3 study protocol and statistical analysis plan submission to
the FDA pending review of additional feedback from FDA
« Patients with FSAD with or without concomitant decreased desire

+ 12-week double-blind treatment period evaluating Sildenafil Cream
compared to placebo cream

+ Co-primary efficacy endpoints and secondary endpoints utiizing
endpoints evaluated in the Phase 2b RESPOND study

+ Discussions with FDA regarding Phase 3 endpoint assessments are
ongoing. We cannot at this time reasonably predict when the study wil
commence.
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EXPLORATORY POST-HOC ANALYSES*

« Posthoc analyses were conducted on enroliment female sexual
dysfunction diagnosis category so that efficacy could be
evaluated in the study sub-populations based on
concomitant diagnoses, such that the patient population
most likely to benefit from the mechanism of action of

lenafil Cream, 3.6% could be determined for the Phase 3

program

* When this SFQ28 AS domain efficacy assessment was
performed excluding study participants with inabilty to orgasm
and subjects suffering from vaginal pain, both indications that
could have other underlying causes beyond the arousal
dysfunction, the improvement in the Sildenafil Cream, 3.6%
group was above the recommended meaningful within
patient change and statistically significant compared to the
minimal improvement in the placebo cream group

Post-Hoc Analysis Results from Proposed Phase 3 populat
FSAD with or without concomitant decreased desire
Sildenafil Cream

el -

3.6% (N=33)

Placebo Cream

(N=32)

LS change (SE) iom LS change (SE) from
BL 0 Weok 12 BL to Week 12
‘SFQ28 Arousal Sensation Domain® 203(062) 0.08(0.71) 004
‘SFQ28 Desire Domain 127 (076) -0.89 (0.86) 0.08
‘SFQ28 Orgasm Domain 112 (0.49) 0.18(0.52) 019
FSDS-DAO - Item 3 Guilt -073(0.16) 0.23(0.17) 004
FSDS-DAO - Item 5 Stressed 050 (0.16) 0,02 (0.16) 0.04
FSDS-DAO ~ Item 10 Embarrassed 051(0.17) 0.00(0.17) 004
FSDS-DAO — Item 14 Concemed-* -0.27(0.18) -0.12 (0.20) 058

LS, least squares; SE, standard error
“Co-primary endpoint,

Previously reported a5 -0.21 (0.16) /-0.22 (0.16)  0.95. New calculations wil be used for Phase 3 planning;
data on file. New analysis excludes from the calculation a pre-planned Evaluation of Recal Subset (ERS)
group of patients who provided patient reported oulcomes via the 1-month recall instruments but id ot
provide data via the 24-hour recall eDiary. This ERS is excluded from the primary endpoint analysis (SFQ28-

AS and FSDS-DAO #14).




image35.jpeg
oarEoscace

Sildenafil Cream Phase 2b in FSAD

SUMMARY OF SAFETY RESULTS

Sildenafil Cream was well tolerated by exposed users and their sexual partners.

During the 12-week double-blind dosing period, there were 78 TEAES reported by 29 of the 99 Sildenafil Cream-assigned
participants and 65 TEAES reported by 28 of the 94 placebo cream-assigned participants (p=0.76). All TEAES were mild or
moderate in severity.

The most common treatment-related TEAE among these participants was application site discomfort

There were no differences in the number of treatment-related TEAEs among Sildenafil Gream versus placebo cream users
(p>0.99).

Four Sildenafil Cream participants and three placebo cream participants discontinued the study due to TEAES involving application
site discomfort (p>0.99).

There were 9 TEAES reported by 7 of 91 sexual partners exposed to Sildenafil Cream versus 4 TEAES reported by 4 of 84 sexual
partners exposed to placebo cream (p=0.54).

For the full data on adverse events, please see the publication:

Thurman, et al. Safety of topical sildenafil cream, 3.6% in a randomized, placebo-controlled trial for the treatment of
female sexual arousal disorder. J Sex Med. 2024 Sep 3;21(9):793-799.
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Sildenafil Cream, 3.6% Pharmacokinetic and Pharmacodynamic Studies

PHASE 1 & PHASE 2A STUDY RESULTS

Phase 1 Study of SST-6007 (Sildenafil Cream, 3.6%)!

Normal healthy postmenopausal women (n=20) were dosed with escalating doses of Sildenafi
Cream, 3.6%, using a cross-over study design.
Sildenafil Cream had significantly lower systemic exposure compared to a 100 mg oral sidenafil
dose?:

+ Concentrations were approximately two orders of magnitude lower than that seen in men

after a single 100mg oral dose.

Sildenafil Cream was well tolerated at clinically relevant doses (1-29):

+ Favorable product characteristcs as self-reported by subjects

« Easytouse

« Readily absorbed
Phase 2a Study of SST-6007(Sildenafil Cream, 3.6%)"

+ Demonstrated increased blood flow in the gernita issue compared 10 placebo (mean change in
VPA analyss) in 31 women (pre and postmenopausal) ~30 minutes post dosing

Phase 1 Study
Treatment Lovel

Parameter Sidenafi Cirate S0mg Sidenaf Citrte 100mg Sikdenafi Cirate 200mg
Cream, n=20 Gream, n=20 Cream, n=18
Cmax (ngimt) 33 381 525
AUCOA (iFngimL) 260 085 251
T () 300 250 200
Dsta on e, Sideral Cream, 3.5
Nehals, et i Br J i Prarmac
Deta on e
T ey e e ]

THERMOGRAPHY STUDY RESULTS*

+ Demonstrated time to effect (1115 minutes)

« Positive cognitive arousal responses were noted

« Significantly greater increases in genital temperature after application of
Sidenafil Cream compared to placebo cream

+ Significantly greater self-reported arousal responses reported during
Sildenafil Crear visits compared to placebo cream visits

Statistically significant greater linear slope during minutes 11-15
of the sexually explicit stimuli as compared to the placebo cream
for the vestibule.

Fige 1. Ctara omperane honge g te syl i

‘Thermography Study Design & Methoology (N=6]°

Phase 1,singledoss, doublebind,pacabo-contoled, 2y crossoer study evalusing the fesality
of using ihemograpy (o assess th prarmacodyramice of Sldanafl Cream, 3 6% nnormal heathy
Women The sty requred 3 st an a folow Up contac Vi 1 (sreaing), Vit 2.3 (douse-ind
i) s 3 hane o1 sty olon-<5).

o el e e
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Sexual Medicine, Volume 12, Issue 5, October 2024

Obstetrics & Gynecology. 144(2):p 144-162, August 2024,

The Journal of Sexual Medicine. 2024 Sep 3:21(9):793-799.

The Journal of Sexual Medicine. 2024 Jul 26; 21(9): 787-72.

Johnson, etal.

Johnson, et al.

Thurman, et l,

Johnson, etal.

otable Publications for Daré’s Sildenafil Cream, 3.6%

e

Impact of age, race, and medication use on efficacy endpoins in & randomized controlled
trial of topical sildenafl cream for the treatment of female sexual arousal disorder

Preliminary Efficacy of Topical Sildenafil Cream for the Treatment of Female Sexual
Arousal Disorder

Safety of topical sildenafi cream, 3.6% in a randomized, placebo-controlled rial for the
treatment of female sexual arousal disorder

Comparisons and correlations of 1-month recall vs 24-our recal in patient-reported
‘outcomes of an exploratory. phase 2b, randomized, double-blind. placebo-controlled
clinical trial of sidenafil cream, 3.6% for the treatment of female sexual arousal disorder

The Journal of Sexual Medicine. 2023 Feb 27; 20(3):277-286

The Journal of Sexual Medicine. 2020 Jan; 17(Suppl 1):S69.

Symonds, et al.

Goldstein, etal

‘Symptoms and associated impact in pre- and postmenopausal women with sexual arousal
disorder: a concept elcitation study

A Double-blind, Placebo-controlled, 2-Way Crossover Study Using Thermography to
Assess the Pharmacodynamics of Sildenafil Cream, 3.6% in Healthy Women

£l
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OVAPRENE®

Investigational Hormone-Free
Monthly Intravaginal Contraceptive

ot The Ovaprene® Pre-Pivotal Postcoital Test (PCT)
b study met its primary endpoint.

+ In 100% of women and cycles, Ovaprene prevented the requisite number of
sperm from reaching the cervix

+ A successful cycle was defined as an average of less than five (< 5)
progressively motile sperm (PMS) per high-powered field (HPF) being present in
the midcycle cervical mucus collected two to three hours after intercourse with
Ovaprene in place.!

- Using a surrogate marker for contraceptive effectiveness, the PCT study showed
similar results to products that later demonstrated “typical use”
contraceptive effectiveness of 86-91%"

“In PCT studies of similar size, products (diaphragms) that demonstrated no motile sperm in the
cervical mucus during PCT assessments later demonstrated "typical use” contraceptive effectiveness
of 86-91% in pivotal contraceptive studies evaluating pregnancy rates over six-month periods 2

‘Average Number of Progressively Motile Sperm

OVAPRENE® PRE-PIVOTAL STUDY RESULTS

s0

Mean: 05
Median: 0.0
n=49
Primary endpoiat met
Baseline PCT Ovaprene PCT
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DARE TO PUSH WOMEN'S
HEALTH FORWARD

Bioscience that’s 100% for her.
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OVAPRENE®

Investigat

tional Hormone-Free

Monthly Intravaginal Contraceptive

us.
REGULATORY
STRATEGY'

Based on our communications to date with the FDA, if successful, we
believe only this single ongoing registration study will be sufficient to
support a premarket approval application submission* with the FDA.

Pivotal study design?

+ This is a non-comparative study meaning all women will use Ovaprene — th
placebo

s no

+ Target at least 2,500 cycles of exposure and at least 250 subjects completing ~12
months (13 menstrual cycles) of use

Primary objective
« Typical use pregnancy rate over 13 menstrual cycles (estimated Pearl Index)
Secondary objectives

« 13-cycle typical use cumulative pregnancy rate

« Safety, acceptability, prodct fitlease of use, vaginal health

*Premarket approval (PMA) strategy; the Center for Devices and Radiological Health (CDRH) s lead
review division

1. A

3 sty of Ovaprens o ot nscsssary precieveof ol rsuls of e P

Enroliment is ongoing; recruiting at five study sites
supported by grant funding recaived in November
2024; currently anticipate enrollment will be
completed in 2026,

The study’s DSMB has conducted two planned
interim analyses. In Q3 2025 and in May 2026, the.
DSMB recommended the study continue without
modification. No new safety or tolerability
concems were identified at sither interim review.
Most recent interim dataset: 339 subjects, ~1,800
menstrual cycles. Interim pregnancy rate (~9%)
consistent with expectations from PCT study.®

ovaprenestudy.com
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Investment Highlights

@

Commercial Launch
Revenue commencing from product sales in 2026 with
the goal of becoming profitable as product sales scale

Clinical and Evidence-Based Solutions
Leveraging fastest elighle pathways to market
5038 compounding, FDA approval and non-prescription

&

Exclusive Focus on Women's Health
Purpose-built portfolio addressing large, underserved
markets across women’s health.

Development-Driven Growth Strategy
Advancing diversified pipeline of late- and mid-stage
programs toward multiple near-term inflection points

>$75M Non-Dilutive Funding
Awarded Since 2018

Development supported by grants from Gates.
Foundation, ARPA-H and NIH
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PLAY

Confidence and freedom
to live life your way.

Dare for Her
at Every Stage of Life

\
PLAN SUPPORT RECLAIM
Empowering your choices ~ Care that supports you and  Solutions to help you feel
for today and tomorrow. the life you're building like yourself again.

Science-driven solutions for women. | Because every stage matters.

FIGHT

Innovations to help you thrive
and take on what's next.
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Pipeline Focused on Supporting Every Woman at Every Stage

Women's health is not a single condition. It is a lifelong healthcare journey affecting every woman, at every stage of life.

Designed to maintain a

healthy vaginal microbiome
Flora Sync LF5™
Launched June 2026

Designed to help her

keep living her best life

Estradiol and Progesterone 28-day
IVR 5038 Launch 2027

Designed to treat

vaginal Infections
DARE-HPV Phase 2; Study
Commenced May 2026

1. Thning represents Dard's plane and xpeciations.

“‘
7

Designed for her

sexual experience
Sildenafil Cream Rx
Dispensing Summer 2026'

Designed for her
contraception needs
Ovaprene Phase 3; Topline Data 2027'

Designed to support
her pregnancy
DARE-PTB1 Phase 1
Preparation Underway'
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Why Women's Health,
Why Now?

That is Not a Niche.
That is a Significant Market Opportunity.

27% 180%

of all blockbuster of all U.S. healthcare
pharmaceutical products purchasing decisions
are women's health drugs' | are made by women?

(Gansus popiaton estinates

inthe United S

KEF Wornen teath Gunvy
Levie. o o Estmated Prevle
P o s it

[ @ T3

SEXUAL HEALTH" MENOPAUSE"
~40 million ~51 million
U.S. women experience some form U.S. women experience
of sexual dysfunction, including low menopausal symptoms that
desire, arousal and orgasm® may benefit from treatment*
'CONTRACEPTION*
~43 million ~6 million
U.S. women use contraception?; U.S. women acquire a
1 in 3 hormonal contraceptive carcinogenic HPV strain
users report side effects® annually?

Ol inths e iz

2021 A ;e 23277 7
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Significant Non-Dilutive Funding From Leading Institutions
Over $75 Million Awarded to Date Validates Approach and Need

Gates Foundation ARPA-H NIH / NICHD
Comitted $2.5 billion through Sprint for Women’s Health NIH-wide initiative to advance
2030 to advance women's health investing >$100M in 24 women's women's health research, expanding

research and innovation health innovations funding opportunities

$60M+ $10M $SM+

AWARDED TO DARE AWARDED TO DARE AWARDED TO DARE
) DARE i
\..// BIOSCIENCE. Ovaprene, DARE-LARC1, DARE- DARE-HPV (100% funded Phase DARE-PTB1 (pretem birth), DARE-
NHC (contraception) 2trial) LARC1, DARE-HPV, DARE-PTE2





