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Introduction

Robert Finizio
Co-founder & 
Chief Executive Officer
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Forward-Looking Statements
This presentationby TherapeuticsMD,Inc. (referred to asάǿŜέandάƻǳǊέύmay contain forward-looking statements. Forward-looking
statementsmay include,but are not limited to, statementsrelating to our objectives,plansand strategies,aswell asstatements,other
than historicalfacts,that addressactivities,eventsor developmentsthat we intend,expect,project,believeor anticipatewill or mayoccur
in the future. Thesestatementsare often characterizedby terminologysuchasάōŜƭƛŜǾŜΣέάƘƻǇŜΣέάƳŀȅΣέάŀƴǘƛŎƛǇŀǘŜΣέάǎƘƻǳƭŘΣέάƛƴǘŜƴŘΣέ
άǇƭŀƴΣέάǿƛƭƭΣέάŜȄǇŜŎǘΣέάŜǎǘƛƳŀǘŜΣέάǇǊƻƧŜŎǘΣέάǇƻǎƛǘƛƻƴŜŘΣέάǎǘǊŀǘŜƎȅέand similar expressionsand are based on assumptionsand
assessmentsmade in light of our managerialexperienceand perception of historical trends, current conditions, expected future
developmentsandother factorswe believeto be appropriate.

Forward-looking statementsin this presentationare madeas of the date of this presentation,and we undertakeno duty to update or
revise any suchstatements,whether as a result of new information, future events or otherwise. Forward-looking statementsare not
guaranteesof future performanceand are subject to risksand uncertainties,many of which may be outside of our control. Important
factors that could causeactual results,developmentsand businessdecisionsto differ materially from forward-looking statementsare
describedin the sectionstitledάwƛǎƪCŀŎǘƻǊǎέin our filingswith the SecuritiesandExchangeCommission,includingour most recentAnnual
Reporton Form10-KandQuarterlyReportson Form10-Q,aswell asour current reportson Form8-K,and includethe following: whether
the FDAwill approvethe NDAfor our TX-001HRproductcandidateandwhethersuchapprovalwill occurby the PDUFAtarget actiondate;
our ability to maintainor increasesalesof our products; our ability to developand commercializeour hormonetherapydrug candidates
andobtain additionalfinancingnecessarytherefor; whether we will be able to complywith the covenantsandconditionsunderour term
loanagreement; the length,costanduncertainresultsof our clinicaltrials; potential of adversesideeffectsor other safetyrisksthat could
precludethe approvalof our hormone therapy drug candidates; our relianceon third parties to conductour clinicaltrials, researchand
developmentandmanufacturing; the availabilityof reimbursementfrom governmentauthoritiesand health insurancecompaniesfor our
products; the impactof product liability lawsuits; the influenceof extensiveandcostlygovernmentregulation; the volatility of the trading
priceof our commonstock; andthe concentrationof power in our stockownership.

TX-001HR, TX-005HR,and TX-006HRare investigationaldrugsand are not approvedby the FDA. Thisnon-promotional presentationis
intendedfor investoraudiencesonly.

PDF copies of press releases and financial tables can be viewed and downloaded at our website: 
www.therapeuticsmd.com/pressreleases.aspx.
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11:30 am ς12:00 pmRegistration ςLunch

12:00 ς12:10 pm Introductions ςRobert Finizio 

OverviewςBrian Bernick, M.D.

12:10 ς1:25 pm La±9··¸ϰ ό¢·-004HR)

Á VVA & Impact ςSheryl Kingsberg, Ph.D

Á Market Overview & Product Profile ςSharon Parish, M.D.

Á Launch Strategy ςDawn Halkuff

Á Payer Overview ςMike Steelman, Robert Lahman, and Robert Reid

Á Treatment Compliance Program & Gross to Net Assumptions ςRobert Finizio

1:25 ς1:50 pm Q&A Panel

1:50 ς2:25 pm TX-001HR

Á Market Opportunity ςBrian Bernick, M.D.

Á Bio-Ignite / Compounding Pharmacy Economics ςDedra Reiger Lyden, Richard Moon 

and John Walczyk

2:25 ς2:50 pm Q&A Panel

2:50 ς3:00 pm Closing Remarks  - Life Cycle Management, Partnering & Financial Update ς
Robert Finizio

¢ƻŘŀȅΩǎ 
Agenda



5

Reference: Data on file. TherapeuticsMD, Inc. calculated using market data from PHAST Symphony

Å5ǊǳƎ ŎŀƴŘƛŘŀǘŜ ǇƻǊǘŦƻƭƛƻ ƛǎ ōǳƛƭǘ ƻƴ {¸a.h5!ϰ ǘŜŎƘƴƻƭƻƎȅ ŦƻǊ ǘƘŜ ǎƻƭǳōƛƭƛȊŀǘƛƻƴ ƻŦ ōƛƻ-identical 
hormones

ÅWell-known chemical entities with established safety and efficacy thresholds

ÅStrong global intellectual property portfolio with 219 global patent applications and 19 issued US 
patents

Worldwide commercial rights for multiple hormone therapy products1

Established US commercial business marketing prescription prenatal vitamins 
to established OB/GYN customer base2

Experienced leadership team with proven development and commercial success 
ƛƴ ǿƻƳŜƴΩǎ ƘŜŀƭǘƘ3

ÅNumber 1 commercially covered prenatal vitamins

(TXMD) 
LƴƴƻǾŀǘƛǾŜ ǿƻƳŜƴΩǎ ƘŜŀƭǘƘ ŎƻƳǇŀƴȅexclusively focused on developing 

and commercializing products for women throughout their life cycles
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ÅCo-founded CareFusion

ÅHeld executive sales and 
operation management 
positions at McKesson, 
Cardinal, and Omnicell

Å20+ years of operations 
experience 

ÅFormer CFO of American 
Wireless, Telegeography, 
and WEB Corp

ÅParticipated in American 
Wireless/Arush 
Entertainment merger

ÅFormer KPMG and 
PricewaterhouseCoopers 
accountant

Å25+ years of womenôs 
health pharmaceutical 
experience

ÅProduct development 
leader for J&J, Wyeth, 
Aventis, and others

ÅWorked on development 
of Prempro®, Premphase®, 
and Estalis®

ÅFormer US Secretary of 
Health and Human Services 
(2001-2005)

ÅHolds multiple board 
memberships, including 
Centene and United 
Therapeutics

Å40-year public health career

Å20+ years of commercial 
and marketing experience

ÅSVP of the Pfizer Consumer 
Healthcare Wellness 
Organization

ÅCommercial lead for 
sales and marketing 
of the Pfizer Womenôs 
Health Division

ÅCo-founded vitaMedMD 
in 2008

Å25 years of experience in 
healthcare/womenôs health

ÅPast OBGYN Department 
Chair - Boca Raton 
Regional Hospital

ÅPast ACOG Committee 
Member

ÅOBGYN ïtrained 
University of Pennsylvania

ÅFormer Clinical Lead of 
Womenôs Health at Pfizer 

Å15+ years of experience 
developing womenôs health 
products

ÅReproductive endocrinologist 
& infertility specialist

ÅCo-founded vitaMedMD 
in 2008

ÅCo-founded CareFusion 
(Sold to Cardinal Health 
in 2006)

Å22 years of experience 
in early stage healthcare 
company development:   
ESI, OmniCell, CareFusion 

ÅFormer President and
Chief Executive Officer 
of Boehringer Ingelheim 
(US)

ÅFormer EVP of Customer 
Marketing and Sales of 
US Human Health 
at Merck

ÅHolds multiple board 
memberships, including 
Catalent

ÅFormer Chief Executive

ÅOfficer and Chief Financial

ÅOfficer of Shire PLC

ÅFormer Vice President 
of Corporate Finance 
at AstraZeneca

ÅHolds multiple board
memberships, including
Chairman of Revance
Therapeutics

Å16+ years of experience 
in the pharmaceuticals 
and biotech 

ÅCreated a national sales 
channel, led the Specialty 
Diagnostics business at 
ViaCell, Inc.

ÅProduct launch and sales 
management roles at 
Eli Lilly & Company and 
KV Pharmaceutical

Seasoned Management Team with a Proven 
Track Record of Commercial Success

Å20 years of industry experience

ÅPfizer - Head of Government 
and Institutional Accounts

ÅCovered all the Pfizer 
franchises including Womenôs 
Health, Cardiovascular, Pain, 
Oncology, Specialty, and 
Generics.  

ÅGlobal Pricing Head for Sanofi 
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Overview

Brian Bernick, M.D.
Co-founder & 
Chief Clinical Officer
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TherapeuticsMD Approach to 
Drug Development

üDrug development/discovery

üDesigned with the patient and healthcare provider 
in mind

üGuiding principles 

ÅBetter user experience

ςMore comfortable

ςMore convenient

ςAffordable

ÅSafety and efficacy

ÅEfficiency 
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Approved for the treatment of moderate-to-
severe dyspareunia (vaginal pain associated with 
sexual activity), a symptom of vulvar and vaginal 
atrophy (VVA), due to menopause. 

Vulvar and Vaginal Atrophy 
(VVA) Program
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Division Chief, OB/GYN Behavioral Medicine, UH Cleveland Medical Center

Á Co-Director, Sexual Medicine and Vulvovaginal Health Program, UH Cleveland Medical Center

Á Professor, Obstetrics and Gynecology, CWRU School of Medicine

Á Professor, Psychiatry, CWRU School of Medicine

Á President of the North American Menopause Society (NAMS)

Á tŀǎǘ tǊŜǎƛŘŜƴǘ ƻŦ LƴǘŜǊƴŀǘƛƻƴŀƭ {ƻŎƛŜǘȅ ŦƻǊ ǘƘŜ {ǘǳŘȅ ƻŦ ²ƻƳŜƴΩǎ {ŜȄǳŀƭ IŜŀƭǘƘ όL{{²{Iύ

Á Leading expert in sexual medicine and menopause

Á Lead author for the pivotal peer reviewed publications on female sexual disorders and 
menopause

Á Associate Editor for Sexual Medicine Reviews and editorial board of Menopause

Á Principal investigator for multiple clinical trials of sexual disorders and menopause

Sheryl Kingsberg, Ph.D

VVA and its Impact
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Vulvar and Vaginal Atrophy (V VA)

1) KingsbergΣ {ƘŜǊȅƭ !ΦΣ Ŝǘ ŀƭΦ ά±ǳƭǾŀǊ ŀƴŘ ±ŀƎƛƴŀƭ !ǘǊƻǇƘȅ ƛƴ tƻǎǘƳŜƴƻǇŀǳǎŀƭ ²ƻƳŜƴΥ CƛƴŘƛƴƎǎ ŦǊƻƳ ǘƘŜ w9±L±9 όREal²ƻƳŜƴΩǎ VIewsof Treatment Options for Menopausal  
Vaginal ChangEsύ {ǳǊǾŜȅΦέ LƴǘŜǊƴŀǘƛƻƴŀƭ {ƻŎƛŜǘȅ ŦƻǊ {ŜȄǳŀƭ aŜŘƛŎƛƴŜ нлмоΣ ƴƻΦ млΣ мтфл-1799.

Á A component of genitourinary syndrome of menopause (GSM)

Á Chronicand progressivecondition that results from decreased estrogen levels 
characterized by thinning of vaginal tissue 

Á Diagnosed in approximately 50% of postmenopausal women1

Á Primary symptom = dyspareunia (painful intercourse)

Á Secondary symptoms include: vaginal dryness, itching, irritation, bleeding with 
sexual activity, dysuria, urgency, frequency, recurrent UTIs, and incontinence

Á Current treatments include: prescription hormone creams, tablets, and rings in 
addition to over-the-counter lubricants

HEALTHYVAGINALTISSUE ATROPHICVAGINALTISSUE

ÅThick
ÅMoist
ÅHigh estrogen level
ÅLow pH (<5)
ÅIncreased superficial cells (>15%)
ÅDecreased parabasal cells (<5%)

ÅThin
ÅDry
ÅLow estrogen level
ÅHigh pH (>5)
ÅDecreased superficial cells (<5%)
ÅIncreased parabasal cells (>30%)

ΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΧΦΦ
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1) The North American Menopause Society. Management of symptomatic vulvovaginal atrophy: 2013 position statement of The NorthAmerican Menopause Society. Menopause. 2013;20(9):888ς902.
2) GassML, Cochrane BB, Larson JC, et al. Patterns and predictors of sexual activity among women in the hormone therapy trials of the ²ƻƳŜƴΩǎ IŜŀƭǘƘ LƴƛǘƛŀǘƛǾŜΦMenopause. 2011;18(11):1160ς1171.
3) IMS Health Plan Claims (April 2008-Mar 2011).
4) TherapeuticsMDά9ath²9wέ {ǳǊǾŜȅΣ нлмс
5) Wysocki, S et al, Management of Vaginal Atrophy: Implications from the REVIVE Survey. Clinical Medicine Insights: Reproductive Health 2014:8 23-30 doi:10.4137/CMRH.S1449

Current US VVA Market Overview

ÁOnly 7% of women (2.3M) with 
VVA symptoms, are currently 
being treated today with Rx 
hormone therapy (HT)3

ςLong-term safety concerns5

ςEfficacy5

ςMessiness5

ςNeed for applicator5

32M with VVA symptoms (1 out of 2 
menopausal women) in the United States1,2

50% (16M) 
seek treatment for VVA4

- 25% (8M) OTC products
- 18% (5.7M) past HT users

- 7% (2.3M) current HT users

Only 7% (2.3M) are 
current users of 

Rx hormone 
therapy3
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Professor of Medicine in Clinical Psychiatry and Professor of Clinical Medicine at Weill 
Cornell Medical College
Á Leading expert and clinician in sexual medicine and menopause
Á Attending physician at New York Presbyterian Westchester Division
Átŀǎǘ tǊŜǎƛŘŜƴǘ ƻŦ LƴǘŜǊƴŀǘƛƻƴŀƭ {ƻŎƛŜǘȅ ŦƻǊ ǘƘŜ {ǘǳŘȅ ƻŦ ²ƻƳŜƴΩǎ {ŜȄǳŀƭ IŜŀƭǘƘ όL{{²{Iύ
Á Board member of International Society for Sexual Medicine
Á Lead author for the key peer reviewed publications and clinical practice guidelines on 

female sexual disorders and menopause
Á Researcher and educational expert in sexual health communication and 

identification/management of sexual disorders in clinical practice
Á Associate editor for Sexual Medicine Reviews and Current Sexual Health Reports
Á Associate editor and editorial board for the Journal of Sexual Medicine (JSM) 

Sharon Parish, M.D.

Market Overview 
and Product Profile
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²ƻƳŜƴΩǎ IŜŀƭǘƘ LƴƛǘƛŀǘƛǾŜ hōǎŜǊǾŀǘƛƻƴŀƭ {ǘǳŘȅ

üLong-term safety of women using only U.S. FDA-approved vaginal 
estrogen products
Á45,663 users of vaginal estrogen

ÁMedian duration of use of 2-3 years and median duration of follow-up of 7.2 years

Å Representing over 300,000 patient years of data

ÁRisks of breast cancer, endometrial cancer, colorectal cancer, stroke, and pulmonary 
embolism/deep vein thrombosis were not statistically different between vaginal 
estrogen users and nonusers

ÁRisks of CHD, fracture, all-cause mortality, and GIE were lower in users than in 
nonusers

Menopause. 2018 Jan;25(1):11-20
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References: 1.EstraceVaginal Cream [package insert]. Irvine, CA: Allergan USA, Inc.; 2017.2. PremarinVaginal Cream [package insert]. Philadelphia, PA: Wyeth Pharmaceuticals Inc., a subsidiary 
of Pfizer Inc.; 2017. 3. Estring[package insert]. New York, NY: Pharmacia & Upjohn Company LLC, a subsidiary of Pfizer Inc.; 2017. 4. Vagifem[package insert] Plainsboro, NJ: Novo Nordisk Inc.; 2017. 
5. IMVEXXY [package insert]. 6. Constantine GD, Simon JA, PickarJH, et al. The REJOICE trial: a phase 3 randomized, controlled trial evaluating the safety and efficacy of a novel vaginal estradiol 
ǎƻŦǘπƎŜƭ ŎŀǇǎǳƭŜ ŦƻǊ ǎȅƳǇǘƻƳŀǘƛŎ ǾǳƭǾŀǊ ŀƴŘ ǾŀƎƛƴŀƭ ŀǘǊƻǇƘȅΦ MenopauseΦ нлмтΤнпόпύΥплфπпмсΦ 7. Intrarosa [package insert]. Waltham, MA: AMAG Pharmaceuticals, Inc.; 2017. 8. Osphena [package insert]. 
Florham Park, NJ: Shionogi Inc.; 2015. 9. Symphony Health Solutions PHAST Data powered by IDV; Annual 2017 [a. 2017 Vagifem, Yuvafem(authorized generic of Vagifem), and Teva generic]. 10. Price RX March 2018.

There have been no head-to-head trials between IMVEXXY and any of the products listed above.
All trademarks are the property of their respective owners.
Abbreviations: SERM, selective estrogen receptor modulator; WAC, wholesale acquisition cost.

Product

Estrace®Cream
(estradiol vaginal 

cream, USP, 0.01%)1

Premarin Cream®
(conjugated estrogens 

vaginal cream)2

Estring®
(estradiol vaginal 

ring)3

Vagifem®
(estradiol vaginal 

inserts)4

IMVEXXY 
(estradiol vaginal

inserts)5,6

Intrarosa®
(prasteronevaginal 

inserts)7

Osphena®
(ospemifene 

tablets)8

FDA approval 1984 1978 1996 1999 2018 2016 2013

TRxDollars 
20179 $583,612,698 $533,386,029 $120,499,734 $525,321,410a - $4,187,571 $75,683,654

Method of 
administration

VaginalCream VaginalCream Vaginal Ring Vaginal Tablet Vaginal Softgel Vaginal Bullet OralTablet

Application
Reusable 

vaginal applicator
Reusable 

vaginal applicator
90-day ring Vaginal applicator

No applicator 
needed

Vaginal applicator Oral daily SERM

Active 
ingredient

100 µg 
estradiol

625 µg/g 
conjugated 

equine estrogens

2,000 µg
estradiol

10 µg
estradiol

4 µg or10 µg
estradiol 

6,500 µg
prasterone

60,000 µg
ospemifene

Average 
maintenance 

dose

100 µg
2x/week

312.5 µg
2x/week

7.5 µg 
daily

10 µg
2x/week

4 µg or 10 µg
2x/week  

6,500 µg
daily

60,000 µg
daily

Onsetof action*

dyspareunia Approved without 
dyspareunia and 

dryness data

Week 4+ Approved 
without 

dyspareunia and 
dryness data

Week 8

Week  2 Week 6 Week 12

Onset of action*

dryness
Not demonstrated Week 2 Week 12 Not demonstrated

WAC 30-day
supply(2018)10

$104.96 $118.59 $143.78 $170.16 $180.00 $198.75 $203.80

*Onset of action = first efficacy observation.

Current FDA-Approved VVA Products
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Professional Societies and FDA 
Recommend the Lowest Effective Dose

References: 1. ACOG Practice Bulletin No. 141: management of menopausal symptoms. Obstet Gynecol. 2014;123(1):202-216. 2. The North American Menopause Society. 
Clinical care recommendations chapter 8: prescription therapies. http://www.menopause.org/publications/clinical-care-recommendations/chapter-8-prescription-therapies. 
Accessed March 8, 2018. 3. Food and Drug Administration. Guidance for Industry ςEstrogen and Estrogen/Progestin Drug Products to Treat Vasomotor Symptoms and Vulvar 
and Vaginal Atrophy SymptomsτRecommendations for Clinical Evaluation. https://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/
ucm071643.pdf. Published January 2003. Accessed March 8, 2018. 

American College 
of Obstetricians and 
Gynecologists (ACOG)1

ά[ƻǿ-dose and ultra-low 
systemic doses of estrogen 
may be associated with a 
better adverse effect profile 
than standard doses and may 
reduce vasomotor symptoms 
ƛƴ ǎƻƳŜ ǿƻƳŜƴΦέ

North American Menopause 
Society (NAMS)2

ά¢ƘŜ ƭƻǿŜǎǘ ŘƻǎŜ ƻŦ I¢ ǎƘƻǳƭŘ 
be used for the shortest duration 
needed to manage menopausal 
symptoms. Individualization is 
important in the decision to use 
HT and should incorporate the 
ǿƻƳŀƴΩǎ ǇŜǊǎƻƴŀƭ Ǌƛǎƪ ŦŀŎǘƻǊǎ 
and her quality-of-life priorities 
ƛƴ ǘƘƛǎ ǎƘŀǊŜŘ ŘŜŎƛǎƛƻƴΦέ

FDA3

άΧǘƘƛǎ ƎǳƛŘŀƴŎŜ ŜƴŎƻǳǊŀƎŜǎ 
sponsors to develop the lowest 
doses and exposures for both 
estrogens and progestins for 
indications sought, even though 
specific relationships between 
dose, exposure, and risk of 
adverse events may not be 
ƪƴƻǿƴΦέ
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Á Small, digitally inserted, softgelcapsule that dissolves completely 

Á Easy to use without the need for an applicator 

Á New lowest effective dose of estradiol 4 mcg and 10 mcg

Á Used any-time of day with high patient satisfaction rates

Á No label adverse drug reactions of vaginal discharge or abnormal pap smears

Á Strong efficacy data for moderate to severe dyspareunia (evaluated as most bothersome symptom; 
90% of women also reported moderate to severe vaginal dryness at baseline) 

Á Supports vaginal health and microbiome through improvements in pH and vaginal cytology 

Á Efficacy demonstrated at 12 weeks (primary endpoint), and as early as 2 week (secondary endpoint)

Á pKdata -ŘƻŜǎƴΩǘ ƛƴŎǊŜŀǎŜ ǎȅǎǘŜƳƛŎ ƘƻǊƳƻƴŜ ƭŜǾŜƭǎ ōŜȅƻƴŘ ǘƘŜ ƴƻǊƳŀƭ ǇƻǎǘƳŜƴƻǇŀǳǎŀƭ ǊŀƴƎŜ

Á Mechanism of action and dosing that is familiar and comfortable

Á No patient education required for dose preparation or applicators 

Á Two-times-a-week maintenance dosing 

Á Dose packaging to optimize compliance and convenience

Á Strong patent estate with patent expirations starting 2032


