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Join the POMPOM Clinical Study and Share

POMPOM Study

Prospective On Market Patient-reported Qutcomes S nl e

facing these challenges.

for Milli Vaginal Dilator (POMPOM) e

This study will not require in-person office visits—we call thess “Virtual Visits™ We will provide you with access to a study
physician whan requested. All questionnaines will be sant via email with a link to complete alectronically. Here's whiat you can
expact from the POMPOM study:

 Enrollment: 50+patients utilizing a remote study format*

DOO
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1 POMPOM study consent—to review, visit info.hellomilllcom./pompom

 Compensation: $100 Amazon Gift Card for completion P ——————
ofeach ofthe 3 time points (up to $300) S i

with a study physician
— Baseline collection:demographics, Ob/ GYN history, Lamont/ Pacik,
prior treatment history, goals for Millidilation e — e e

2 Mext, you will receive emails with & link to questionnaifes to confirm your eligibility and collect
baseling information, including the date of first use.

— Validated Surveys at 3 Timepoints: before It use, 3 months, and 6 months (exit) e it i o
* Penetration Efficiency Questions (7) SR ———
. . . 5 mhmwwmmmmmbm ‘
* Pain/ Anxiety Scale Questions (3) s e .
You are eligible to participate in the POMPOM study § &2
 Female Sexual Function Index Questions (19) i exduon e Pencreiew theumictoon] 3
e Medication Log (ifapplicable) .

 Goalassessment on exit S ——— |
hezlth for everyone! A
olusi |
xclusion POMPOM Study /|
* Adults who've just purchased a * Prioruse of Milli —— ’ |
Milli dilator » Contraindicated to Milli
 Sexual partner with a functional penis « Pregnant -
. Seceking and unable to achieve vaginal S Deimen i o eopdiion prevemte . IRB. a.ppro.\/ed, enrollment period May 1-Nov 20,2024
penetration with intercourse e TCOUrse ClinicalTrials.gov NCTQ§397885
_ _  https:/ / www.hellomilli.com/ pompom/ .
——_  Untreated major mental health disorders
\ __-._-.-—.---—
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https://info.hellomilli.com/pompom
https://info.hellomilli.com/pompom
https://info.hellomilli.com/pompom
https://clinicaltrials.gov/study/NCT06397885
https://www.hellomilli.com/pompom/

Real-world data collection &reporting

DY PSI
© Data collection: Collected digitally through an online STUDY SYNOPSIS

mechanism

@ Evaluate outcomes for Millias an OTC device, obtaining data

e Recruitment: Invitations to join before, during, and after that is meaningful to clinicians, patient customers, and payers

purchase. Purpose

* Prospective, Single-Arm, Observational On-Market Study

* Primary endpoints reported at 3 and 6 months after

baseline using validated Penetration Efficiency
. o @ Questionnaire (PEQ)
Enrollment Goal: Target is 50+participants.  Secondary endpoints comprised ofadditional validated

Method questionnaires (Female Sexual Function Index Questions

Endpoints Measured: (FSFI), Pain/ Anxiety Scale Questions) and qualitative
questions

Consent: Informed consent secured using a compliant
e-consent system.

* Penetration

* Pain and anxiety related to sexual penetration

Sexual and emotional wellbeing

Satisfaction with Milliuse

Adverse events inquiry

Evaluate as perpre-specified cohorts

Per baseline Pain Score

* Perbaseline Anxiety Score

Additional  Pertreatment goal (Patient-identified)

* Perprior therapies/ medication history

Analyses

 Perdevice usage patterns
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Screening Criteria

Inclusion Criteria Exclusion Criteria

e You have previously participated in any studies by the company in the past 12

: >
e You are a female at birth aged >I8 years ofage. months

e You purchased a Milli Vaginal Dilator e You have used Millibefore enrollment.

e You currently have a sexual partner with a functional penis
, . , . , e You are currently pregnant
e You are currently seeking vaginal penetration to achieve sexual intercourse . o o
e You oryour partner experiences other conditions preventing intercourse (e.g.,

e You are currently unable to tolerate vaginal penetration to achieve sexual erectile dysfunction, lack of libido).

mtercourse

e Youmeetvaginismus and related pamful sex criteria (genito-pelvic
pain/ penetration disorder)as confirmed by having one or more ofthe following
for greater than 6 months:

e You have a prior history of any ofthe following:
o gender-confirming surgery

o Pelvic pain o vaginal reconstruction surgery

o pelvic radiation

o Vaginal pain

o Pain with vaginal intercourse o vaginal procedures that result in extensive scarring

o Pain with vaginal penetration e EXCEPT hysterectomy procedures

o Fearoranxiety about vaginal or pelvic pain with vaginal penetration : . :

o , , _ e You have active pelvic infections.
o The mability to achieve vaginal penetration ) ) o ) )
e You have open wounds in the tissue mmside or surrounding the vagina.

* Youare able to read and understand the approved informed consent form (ICF). e You have an untreated major mental health disorder (e.g., affective disorder,
e You are able and willing to comply with the study protocol. psychosis, PTSD)
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Protocol Overview

Consent/ Screen/ Enroll/
Baseline/ First Use
[web*+email* $100

Demographics

Ob/ GYN history including Lamont/ Pacik
Prior treatment history

Goals for Millidilation

Penetration Efficiency Questions (7)

Pain/ Anxiety Scale Questions (3)

Female Sexual Function Index Questions (19)
Medication Log (if applicable)

Enrollment Target =50+
Study Subjects Sourced from
OTC Ecommerce Purchase
Compensation up to $300
(MSRP $395)

Month 3/ midpoint $100

Penetration Efficiency Questions (7)

Pain/ Anxiety Scale Questions (3)

Female Sexual Function Index Questions (19)
Medication Log (ifapplicable)

Month 6/ study exit $100

\

Penetration Efficiency Questions (7)

Pain/ Anxiety Scale Questions (3)

Female Sexual Function Index Questions (19)
Customer Satisfaction/ AE

Goal assessment

Medication Log (if applicable)

hellomillicom

Interim Analysis Timepoint

Final Analysis Timepoint
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POMPOM Study Early Look

Enrollment May 1-Nov 20, 2024

1075 eligible upon device purchase

Primary Inclusion Criteria

— Meets diagnostic criteria for Vaginismus/ GPPPD

— Seeking but currently unable to tolerate vaginal mtercourse

Most challenging to treat population

Retention 0f 94%

First abstract accepted less than
a year after enrollment began

Consented
N=250

Completed Baseline
N=114

Did not Advance
N=136

First use CRF Did not meet PEQ1 Criteria=17
N=74 Resubmitted=10
Timed Out=13
Pending Completed 3 Month Timed Out
N=2 N=67 N=5

Baselin eIV 1 TIoS:

Pending Completed 6 Month SSWSH AbStract:

N=41 N30 ISSW/SHFAbStract:

Accepted

/
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POMPOM Subject Demographics

74 subjects

Baseline Data

\

The mean age of participants 1s 50.8
years (range 18-77).

The majority were nulliparous (62.2%).

Before participation, 45.9%of
participants had seen at least 2
healthcare providers for evaluation
and treatment.

Over two-thirds (70.3%) of the
participants had reported symptoms
assoclated with vagmismus for over
3 years, with 23.0%for 3-5 years and
473%for over 5 years.

43 2%reported past or current static
dilator use.

Race
[Ethnicity]

90.5% W hite

6.8% Asian
14% Black

14% Unknown
[2.7% Hispanic |

Education

812%College Degree

13.5% Some College
54%High School Degree

Pregnancies

48. 7% None

16.2% 1
243%?2
10 8% 3+

Vaginal Deliveries

86.5%None

54%1
54%72
2.7%3

History of Static
Dilator Use

56 . 8% None
28 4%Past

14.9% Current

L —
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Learnings & Next Steps

NIH Grant:
provide free
devices

Study Milli vs. Static
Dilators (current
standard of care)

Inclusion

Criteria
Too Tight

PEQ Q10-1score
didnt mclude a range
of mtimate penetration

or same-sex couples

Economically
Homogenous

Majority had employer-
based msurance

Lacked diversity (racial
&educational)




POMPOM Baseline Scores

Validated Questionnames used:

1 2 - Aty 3
PEQ’ FSEL, YAS Pam and Anmety, AV E Rl All Subjects Under40  40-64 65+
Lamont-Pacik,* n=74 n=27 n=34 n=13
* On the Lamont scoring system PEQ3 Composite Score

— 472% were Grade 1 Mean =SD 83+4.3 9.1=4.1 78446 78+338
— 18.1%were Grade 2 , median 8 10 8 /
_ 194%were Grade 3 Composite Score Range 0-21 0-17 1-16 0-17 3-14
— 153%were Grade 4 FSFF Score
— two subjects did not provide a grade Mean +SD 13.347.3 16.5+7.1 115471 115466
e Avisceralreaction — extreme me ian o " b2 0
Score Range 0-36 1.2-24.8 1.2-24 .8 12-240 24-222
nervousness, palpitations, tremors, ain Seoret with nt
. . . alm >SCOore- wi ercourse
hyperventilation, sweating, and Mean +SD [EERIE 79416 84220  9.0+l8
shaking — was reported by 324%of median 9 8 9 10
Score Range 0-10 0-10 5-10 0-10 4-10

the participants. (Pacik)

1.van Lankveld JJ.J Consult Clin Psychol. 2006 Feb;74(1):168-78. (PEQ). 2. Rosen, R,, Brown, C., Heiman, J., Leiblum, S., Meston, C., Shabsigh, R., Ferguson, D., & D’Agostino, R. (2000). The Female Sexual Function Index (FSFI: A multidimensional self-report instrument for the
assessment of female sexual function. Journal of Sex & Marital Therapy, 26(2), 191-208. (FSFI). 3. Huskisson, E. C. (1974). Measurement of pain. The Lancet, 304(7889), 1127-1131. (VAS Pain and Anxiety).4. Lamont, J. A. (1978). Vaginismus. American Journal of Obstetrics and

Gynecology, 131(3), 312-316.
;l ° ‘!‘! ®
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Debbie Donovan

Commercial Operations

Providing life science companies with:
Digital marketing solutions that drive product sales
Compliant, co-op customer marketing programs
Policies and procedures for social media engagement

Contact:
Cell: 408-621-0216
debbieasdonovan@gmail.com

Linkedln: http://www.linkedin.com/in/donovandebbie
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Introduction

Women are increasingly using the
internet for self-diagnosis and treatment
of medical problams.

“Waginismus a condition included in
genito-pelic paindpenetration disorder
(GFPPLY, is a disabling condition
associated with an inakility to tolerate
voluntary vaginal penetration, such as
with tampons, intercourse, or exams.
EBecause of the sligma associated with
this disorder, many women are reluctant

Method

Dats was extracied from an online
survey as part of an observationsal
clinical trial to assess the
effectiveness of an FOA-cleared
expanding dilator.

Women purchasing the device
through a commercial website
completed a baseline questionnaire
on gender, age, symptoms associated
with penetration disorder, sexusl
function, pain scores, and previous
experience with healthcare
professionals.

Diagnosis of vaginismus was based
on meeting the D5M-5 criteria for
EFFPFPD.

The severity of vaginismus was
determined by use of the Lamont
classification system, ranging from
Erade 1 (sble to relax for a pelvic
exam] to Grade 4 (generslized

Farficipants indicated their average
pain intensity during intercourse on a

Online Observational Clinical Trial for Assessing the

Effectiveness of an FDA-Cleared Expanding Dilator

Sheryl Kingsberg, Ph.D1
1. University Hospitals Cleveland Medical Center

to seek professional help and may
benefit from web accaess to services.
Little is known about women seeking

online care for vaginismus and their
experence with the healthcare system.

Objective

To invesfigate the baseline
characteristics and medical history of
women self-diagnosed with vaginismus

who are purchasing an expanding
vaginal dilator online.’

scale from O (no pain at all) to 10
{extremie pain}.?

Sucecessful heterosexual intercourse
ower the previous four weeks was
measurad by experience with the
partner's insertion, the first itern of the
Frimary Endpoint Questicnnaire
(PEQ), scored on a Likert scale of O
(mot atternpied) to 4 (attermpted and
always successful).?

Women with GPPPD were only
imcluded in the study if they scored =1
(atternpied but unsuccessiul) on FEC
Itern 1.

Of the 1075 individuals whao
purchased Milli during the enrcliment
period May 1-Mowv 20, 2024
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Results

Baseline Demographic Data from 74
parficipants:

= The mean age of participants is 508
years (range 18-77).

The majorty were nulliparous
(G2.2%).

43.2% previously used or wers
cument static dilator users

Before participation, 45.9% of
subjects had seen at lzast 2

hesalthcars providers for evaluation
and treatment.

Milli® Expanding
Vaginal Dilator
All-in-one device patient-
controlied exparnsion Imm af a
time. The device provides 23
dilator sizes from {3mm io
40mm with opiional vibration
({ow and high sefiings). The
[irst and only FDA-cleared for
over-the-counter sale.

= Crver fwo-thirds (70.3%) of the
participants had reported symptoms

associated with vaginismus for over 2

years, with 23.0% for 3-5 years and
47 3% for over 5 years.

Zn the Lamont scoring system,
43.8% were Grade 1, 12.2% were
Grade 2, 21.9% were Grade 3, and
15.1% weare Grade 4 [two subjects

did not provide a grade).?

A visceral reaction — exfreame
nervousnass, palpitations, fremors,
hyparventilation, sweafing, and
shaking — was reported by 22 4% of
the participants.#

Subject Demographics

20.5% White
8.5% Asian
Hace

i 1.4% Black
[Ethnicity] 1.4% Unknown

[ 2.7% Hispanic]

21.2% College Degres
Education 13.5% Some College

5.4% High School Degree

43. 7% Mone
18.2% 1
24.3% 2
10.8% 2+

Fregnancies

28.5% Mone
“Waginal 5.4% 1
Deliveries 5 4% 2
27% 3

History | 58.8% None
of Static 253.4% Past
Dilator Use 14.8% Current

Subject Scores by Age Groups

LR I All Subjects Under 40 40-64 35+
n=74 n=27 n=34 n=13

PEQ® Composite Score
Mean x 5D 8.3t 43 8141 7FEt4E6 TAx3.8
median g 10 g 7
Composite Score Range 0-21 o-17 1-18 o-17 3-14

FSFI* Score
Mean £ 5D 18.5+7.1 11.5+7.1 11.5+8.86
mediam i3 132 12.8
Score Range 0-36 1.2-24.8 1.2-240 24-22.2

Pain Scoref with Intercourse
Mean £ 5D T.Ax1.8 E.4220
mediamn & g
Score Hange 0-10 £-10 o-10

Conclusion

Women who self-diagnose vaginismus and purchass an expanding dilator using a
web-based platform report significant limitations and discomfort associated with this

dizorder. Froviding these women with an online option for accassing healthcare may
help overcomes barriers to diagnosis and treatmeant.
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