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POMPOM Study
Prospe ctive  On Marke t Patie nt-re porte d  Outcom e s 
for Milli Vag inal Dila tor (POMPOM)
• Enrollm e nt : 50+ patie nts  utilizing  a  re m ote  study form at*
• Com p e nsa t ion: $100 Am azon Gift Card  for com ple tion 

of e ach of the  3 tim e  points  (up  to $300)
– Ba se line  colle c t ion: de m ographics, Ob / GYN history, Lam ont/ Pacik, 

p rior tre atm e nt history, goals for Milli d ila tion
– Va lid a te d  Surve ys  a t  3 Tim e p oints : be fore  1st use , 3 m onths, and  6 m onths (e xit)

• Pe ne tra tion Effic ie ncy Que stions (7)
• Pain/ Anxie ty Scale  Que stions (3)
• Fe m ale  Se xual Function Inde x Que stions (19)
• Me dication Log  (if app licab le )
• Goal asse ssm e nt on e xit

• IRB approve d , e nrollm e nt pe riod  May 1-Nov 20 , 2024 
ClinicalTrials.gov NCT06397885

• https:/ / www.he llom illi.com / pom pom /

Inc lus ion Exc lus ion
• Adults who've  just purchase d  a  

Milli d ila tor
• Se xual partne r with a  functional pe nis
• Se e king  and  unab le  to achie ve  vag inal 

pe ne tra tion with inte rcourse

• Prior use  of Milli
• Contraind icate d  to Milli
• Pre gnant
• Partne r with a  cond ition p re ve nting  

inte rcourse
• Untre ate d  m ajor m e ntal he alth d isorde rs
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Real- wor ld data collect ion  & repor t ing

Da ta  colle c t ion: Colle c te d  d ig ita lly through an online  
m e chanism

Re cru itm e nt : Invita tions to join be fore , during , and  afte r 
purchase .

Conse nt : Inform e d  conse nt se cure d  using  a  com pliant 
e -conse nt syste m .

Enrollm e nt  Goa l: Targe t is  50+ partic ipants .

End p oints  Me a sure d :
• Pe ne tration 
• Pain and  anxie ty re la te d  to se xual pe ne tration
• Se xual and  e m otional we llbe ing
• Satisfac tion with Milli use
• Adve rse  e ve nts  inquiry

STUDY SYNOPSIS

Evaluate  outcom e s for Milli as an OTC de vice , ob ta ining  data  
that is  m e aningful to c linic ians, patie nt custom e rs, and  paye rs

• Prospe ctive , Sing le -Arm , Obse rvational On-Marke t Study
• Prim ary e ndpoints re porte d  a t 3 and  6 m onths afte r 

base line  using  validate d  Pe ne tra tion Effic ie ncy 
Que stionnaire  (PEQ) 

• Se condary e ndpoints com prise d  of add itional validate d  
que stionnaire s (Fe m ale  Se xual Function Inde x Que stions 
(FSFI), Pain/ Anxie ty Scale  Que stions) and  qualita tive  
que stions

Evaluate  as pe r p re -spe cifie d  cohorts 
• Pe r base line  Pain Score
• Pe r base line  Anxie ty Score
• Pe r tre atm e nt goal (Patie nt-ide ntifie d )
• Pe r p rior the rap ie s/ m e d ication history
• Pe r de vice  usage  patte rns

Me thod

Ad d it iona l 
Ana lyse s

Purp ose
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Inc lus ion Crite ria Exc lus ion Crite ria

• You are  a  fe m ale  at b irth age d  ≥18 ye ars of age .
• You purchase d  a Milli Vag inal Dilator

• You have  p re viously partic ipate d  in any stud ie s by the  com pany in the  past 12 
m onths

• You have  use d  Milli be fore  e nrollm e nt.
• You curre ntly have  a  se xual partne r with a  functional pe nis
• You are  curre ntly se e king  vag inal pe ne tration to achie ve  se xual inte rcourse
• You are  curre ntly unab le  to tole rate  vag inal pe ne tration to achie ve  se xual 

inte rcourse

• You are  curre ntly p re gnant
• You or your partne r e xpe rie nce s othe r cond itions p re ve nting  inte rcourse  (e .g ., 

e re c tile  dysfunction, lack of lib ido).

• You m e e t vag inism us and  re late d  painful se x crite ria  (ge nito-pe lvic  
pain/ pe ne tration d isorde r) as confirm e d  by having  one  or m ore  of the  following  
for g re ate r than 6 m onths: 
o Pe lvic  pain
o Vaginal pain
o Pain with vag inal inte rcourse
o Pain with vag inal pe ne tration
o Fe ar or anxie ty about vag inal or pe lvic  pain with vag inal pe ne tration 
o The  inab ility to achie ve  vag inal pe ne tration

• You have  a p rior history of any of the  following :
o ge nde r-confirm ing  surge ry
o vag inal re construction surge ry
o pe lvic  rad iation
o vag inal p roce dure s that re sult in e xte nsive  scarring

• EXCEPT hyste re ctom y proce dure s

• You have  active  pe lvic  infe ctions.
• You have  ope n wounds in the  tissue  inside  or surround ing  the  vag ina.

• You are  ab le  to re ad  and  unde rstand  the  approve d  inform e d  conse nt form  (ICF). 
• You are  ab le  and  willing  to com ply with the  study p rotocol.

• You have  an untre ate d  m ajor m e ntal he alth d isorde r (e .g ., affe c tive  d isorde r, 
psychosis, PTSD)

Screen ing Cr it er ia

he llom illi.com MKT34 4 9 .A



Conse nt / Sc re e n/ Enroll/
Ba se line / Firs t  Use  
[we b* + e m ail*] $100

Month  3/ m id p oint $100

Month  6 / s tud y e xit $100

• De m ographics  
• Ob/ GYN history includ ing  Lam ont/ Pacik
• Prior tre atm e nt his tory
• Goals  for Milli d ila tion
• Pe ne tra tion Effic ie ncy Que stions (7)
• Pain/ Anxie ty Scale  Que stions (3)
• Fe m ale  Se xual Function Inde x Que stions (19)
• Me dication Log  (if app licab le )

• Pe ne tra tion Effic ie ncy Que stions (7)
• Pain/ Anxie ty Scale  Que stions (3)
• Fe m ale  Se xual Function Inde x Que stions (19)
• Me dication Log  (if app licab le )

• Pe ne tra tion Effic ie ncy Que stions (7)
• Pain/ Anxie ty Scale  Que stions (3)
• Fe m ale  Se xual Function Inde x Que stions (19)
• Custom e r Satisfaction/ AE
• Goal asse ssm e nt
• Me dication Log  (if app licab le )

In te rim  Ana lys is  Tim e p oint

Fina l Ana lys is  Tim e p oint

Protocol Overview
Enrollm e nt Targe t = 50+

Study Sub je c ts  Source d  from  
OTC Ecom m e rce  Purchase
Com pe nsation up  to $300  

(MSRP $395)
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• Enrollm e nt May 1-Nov 20 , 2024
1075 e lig ib le  upon de vice  purchase

• Prim ary Inclusion Crite ria
– Me e ts d iagnostic  crite ria  for Vag inism us/ GPPPD
– Se e king  but curre ntly unab le  to tole rate  vag inal inte rcourse

• Most challe ng ing  to tre at population
• Re te ntion of 94%
• First abstrac t acce p te d  le ss than 

a  ye ar afte r e nrollm e nt be gan

POMPOM Study Ear ly Look

Ba se line  Me tric s  
ISSWSH Ab st ra c t  

Acce p te d

Conse nte d
N= 250

Com p le te d  Ba se line
N= 114

Did  not  Ad va nce
N= 136

Did  not  m e e t  PEQ1 Crite ria = 17
Re sub m it te d =10

Tim e d  Out=13

Firs t  use  CRF
N= 74

Pe nd ing
N=2

Com p le te d  3 Month
N=67

Pe nd ing
N= 41

Com p le te d  6  Month
N=32

Tim e d  Out
N=5



POMPOM Subject  Demographics
Base line  Data
• The  m e an age  of partic ipants  is  50 .8 

ye ars  (range  18-77).
• The  m ajority we re  nulliparous (62.2%). 
• Be fore  partic ipation, 45.9% of 

partic ipants  had  se e n at le ast 2 
he althcare  p rovide rs  for e valuation 
and  tre atm e nt.

• Ove r two-third s (70 .3%) of the  
partic ipants  had  re porte d  sym ptom s 
associate d  with vag inism us for ove r 
3 ye ars , with 23.0% for 3-5 ye ars  and  
47.3% for ove r 5 ye ars .

• 43.2% re porte d  past or curre nt s ta tic  
d ila tor use .

74 sub je c ts

Race
[Ethnic ity]

90 .5% White  
6.8% Asian
1.4% Black
1.4% Unknown

[ 2.7% Hispanic]

Education
81.2% Colle ge  De gre e
13.5% Som e  Colle ge

5.4% High School De gre e

Pre gnancie s

48.7% None
16.2% 1
24.3% 2
10.8% 3+

Vaginal De live rie s

86.5% None
5.4% 1
5.4% 2
2.7% 3

History of Static  
Dila tor Use

56.8% None
28.4% Past
14.9% Curre nt



Soc io-
Econom ica lly 
Hom og e nous

Learn ings & Next  Steps

Majority had  e m ploye r-
base d  insurance

Lacke d  d ive rsity (rac ia l 
& e ducational)

PEQ Q1 0-1 score  
d idn’t inc lude  a  range  

of intim ate  pe ne tration 
or sam e -se x coup le s

Study Milli vs . Static  
Dila tors  (curre nt 
s tandard  of care )

Inc lus ion 
Crite ria  

Too Tig ht

NIH Gra nt: 
p rovid e  free  

d evices



POMPOM Baseline Scores
Validate d  Que stionnaire s use d : 
PEQ,1 FSFI,2 VAS Pain and  Anxie ty,3
Lam ont-Pacik,4

• On the  Lam ont scoring  syste m  
– 47.2% we re  Grade  1 
– 18.1% we re  Grade  2
– 19.4% we re  Grade  3
– 15.3% we re  Grade  4 
– two sub je c ts  d id  not p rovide  a  g rade

• A visce ral re action – e xtre m e  
ne rvousne ss, palp ita tions, tre m ors, 
hype rve ntila tion, swe ating , and  
shaking  – was re porte d  by 32.4% of 
the  partic ipants . (Pacik)

1. van Lankve ld JJ. J  Consult Clin Psychol. 2006 Fe b ;74(1):168-78. (PEQ). 2. Rose n, R., Brown, C., He im an, J ., Le ib lum , S., Me ston, C., Shabsigh, R., Fe rguson, D., & D’Agostino, R. (2000). The  Fe m ale  Se xual Function Ind e x (FSFI): A m ultid im e nsional se lf-re port instrum e nt for the  
asse ssm e nt of fe m ale  se xual func tion. Journal of Se x & Marital The rapy, 26(2), 191-208. (FSFI). 3. Huskisson, E. C. (1974). Me asure m e nt of pain. The  Lance t, 304(7889), 1127-1131. (VAS Pain and  Anxie ty). 4. Lam ont, J . A. (1978). Vaginism us. Am e rican Journal of Obste trics and  
Gyne cology, 131(3), 312-316.

Sub je c t  Score s  b y Ag e  Group s

Ag e  Group s All Sub je c ts
n=74

Unde r 40
n=27

40-64
n=34 

65+
n=13

PEQ3 Com p osite  Score  
Me a n ± SD 

m e d ia n
Com p osite  Score  Ra ng e  0 -21

8.3± 4.3 
8

0-17

9.1± 4.1 
10

1-16

7.8± 4.6  
8 

0-17

7.8± 3.8 
7 

3-14

FSFI4 Score  
Me a n ± SD 

m e d ia n
Score  Ra ng e  0 -36

13.3±7.3 
14.5

1.2-24.8

16.5±7.1 
18 

1.2-24.8

11.5±7.1 
13.2 

1.2-24.0

11.5±6.6 
12.6

2.4-22.2

Pa in  Score 5 with  In te rcourse  
Me a n ± SD 

m e d ia n
Score  Ra ng e  0 -10

8.3±1.9
9

0-10

7.9±1.6  
8

5-10

8.4±2.0  
9

0-10

9.0±1.8 
10

4-10



All- in - on e  expan d in g
vagin al d ila t or

Thank 
You!



Commercial Operations
Debbie Donovan

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
• LinkedIn: http://www.linkedin.com/in/donovandebbie

mailto:debbieasdonovan@gmail.com
http://www.linkedin.com/in/donovandebbie
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