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Item 7.01. Regulation FD Disclosure.

TherapeuticsMD, Inc. is furnishing as Exhibit 99.1 to this Current Report on Form 8-K an investor presentation which will be used, in whole or in
part, and subject to modification, on August 22, 2016 and at subsequent meetings with investors or analysts.

The information in this Current Report on Form 8-K (including the exhibit) is being furnished pursuant to Item 7.01 of Form 8-K and shall not be
deemed to be “filed” for the purpose of Section 18 of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that section,
nor will any of such information or exhibits be deemed incorporated by reference into any filing under the Securities Act of 1933, as amended, or the
Securities Exchange Act of 1934, as amended, except as expressly set forth by specific reference in such filing.

Item 9.01. Financial Statements and Exhibits.
(d) Exhibits.
Exhibit
Number  Description

99.1 TherapeuticsMD, Inc. presentation dated August 2016.
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Forward-Looking Statements

This presentation by TherapeuticsMD, Inc. (referred to as “we” and "our”) may contain forward-locking statements. Forward-
lzoking statements may include, but are not limited to, statements relating to our objectives, plans and strategies, as well as
statements, other than historical facts, that address activities, events or developments that we intend, expect, project, believe
ar anticipate will or may occur in the future, Thase statements are often characterized by terminclogy such as "believe,”
“hope,” “may,” "anticipate,” “should,” “intend,” “plan,” “will," “expect,” “estimate,” “project,” “positioned,” “strategy” and
similar expressions and are based on assumptions and assessments made in light of our managerial experience and perception
af histerical trends, current conditions, expected future developments and other factors we belleve 1o be appropriate.

Forward-looking statements in this presentation are made as of the date of this presentation, and we undertake no duty to
update ar revise any such statements, whether as a result of new information, future events or atherwise. Forward-locking
statements are not guarantees of future performance and are subject to risks and uncertainties, many of which may be outside
of our control. Important factors that could cause actual results, developments and business decisions to differ materially fram
forward-looking statements are described in the sections titled “Risk Facters” in our filings with the Securities and Exchange
Carmmission, including our most recent Annual Repart on Ferm 10-K and Quarterly Reports on Form 10-0, as well as cur current
reparts an Form 8-K, and include the following: our ability to maintain or increase sales of our products; our ability to develop,
protect and defend our intellectual property; cur ability te develep and commercialize our hormaone therapy drug candidates
and obtain additional financing necessary therefore; whether the FDA will accept and, if accepted, approve the company's new
drug application for its TX-004HR product candidate; the length, cost and uncertain results of our clinical trials; potential
adverse side effects or other safety risks that could preclude the approval of our hormone therapy drug candidates; our reliance
an third parties to conduct our clinical trials, research and development and manufacturing; the availability of reimbursement
from government authorities and health insurance companies far our products; the impact of product liability lawsuits; the
influence of extensive and castly government regulation; the valatility of the trading price of our comman stock; and the
cancentration of pawer in our stock ownership.

Yuvvexy™ [TH-D04HR), TH-001HR, TH-D05HR, and TX-006HR are investigational drugs and are not approved by the FOA. This
non-promotional presentation is intended for investor audiences only.

POF coples of press releoses and financial tables can be viewed ond downlogded ot our website:
www. therapeuticsmd, comypressreleases, ospx.
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TherapeuticsMD' (Txvb)

Innovative women’s health company exclusively focused on developing
and commercializing products for women throughout their life cycles

Drug candidate portfolio is built on SYMBODA™ technology
for the solubilization of bio-identical female hormones

TherapeuticsMD"




Compelling Investment Opportunity

Worldwide commercial rights for multiple hormone therapy products
in phase 3 and earlier stages
= Well-known chemical entities with established safety and efficacy thresholds
= Large U.5. markets with favorable competitive and regulatory dynamics
*  Additional early stage pipeline candidates
*  Strong global IP portfolio with 135 patent applications and 17 issued LIS, patents

Growing U.5. commercial business marketing prescription
and OTC prenatal vitamins to established OB/GYN customer base

= Over S20M in annual revenue in 2015 with continued runway for growth
= Recognized in 2014 and 2015 by Deloitte Technology Fast 500 as 41 and 140" in North America

Experienced management team with proven development and
commercial success in women'’s health

TherapeuticsMD"
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Investigational Pipeline

Pre-Clinical Phase 1 Phase 2 Phase 3 ."I NDA Filing

TX-001HR Q4 2016

Oral Combination: 17R-estradiol + Progesterone

T TX-005HR Q4 2016

Progesterone

fE-estradiol

TX-006HR Q4 2016

TherapeuticsMD"




Key Accomplishments and Anticipated Milestones

» Submitted Mew Drug Application
for Yuvvexy™ [TH-004HR) for all = Expected Yuwvexy™
three doses (4 mcg, 10mcg, 25mcg) PDUFA date

= 505(b)(2) pathway

= Expected to report
phase 3 Replenish
Trial topline results (TX-001HR)
= Projected transdermal E+PF and
progesterone alone phase 1
results

TherapeuticsMD"




~ Yuvvexy”

~ TX-004HR | Vulvar and
Vaginal Atrophy (VVA)
Program

TherapeuticsMD




Overview — Vulvar and Vaginal Atrophy (VVA)

Chronic and progressive condition characterized by thinning of vaginal
tissue from decreased estrogen levels

Diagnosed in approximately 50% of postmenopausal women'

= Primary symptom = dyspareunia

Secondary symptoms include: dryness, itching, irritation, dysuria,
bleeding with sexual activity

Current treatments include: prescription creams, lubricants and tablets

Healthy Vaginal Tissue Atrophic Vaginal Tissue
| Superficial cells: >15%| | E——— <5Y% |
Intermediate cells: et 30% = 60%
Parabasal cells: & § <5% e 30x%

TherapeuticsMD"
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Current VVA Market Overview

OTC Product Users

25%

Not Seeking
Treatment

50% Past HT Users
18%

da TS OF Sl sty AT

32MM Women with VVA Symptoms?2

~50% of women seek treatment for VVA?

= 7%, or 2.3MM women, are currently being
treated today with Rx hormone therapy (HT)?

= 18%, or 5.7MM women, have tried HT and
were unsatisfied/unsuccessful?

= 25%, or BMM women, use OTC products®¥*,
such as lubricants?

TherapeuticsMD"
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Current FDA-Approved VVA Competitive Landscape

= U.S. sales more than doubled since 2008

= Global market expected to be 52.1 billion in 202.‘!4

= Currently no generic competition — Vagifem AG expected October 2016
= 7% current market penetration

2015 TRx 2015 U.5. Sales

Product’ Company Compound (000)* (SMM)* WAC Price’

Premarin® Cream Pfizer Efé‘ijnutﬁa;ﬂ j;euline 1,615 $502 $288.40
Vagifem" Tablets Novo Mordisk | Vaginal estradiol 1,620 5456 5382.86"
Estrace’ Cream Allergan Vaginal estradiol 1,548 5420 5263.81
Osphena’ Tablets Shionogi Oral SERM 263 566 5530.07
Estring” Ring Pfizer ::Egma' FA 284 501 $310.44
Total 5,330 $1,535

5 0 [(WEwnuy 31 35

TherapeuticsMD"
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Current FDA-Approved VVA Product Use Falls Short

Perceived Product Shortcomings LALS Mark_Et
Opportunity

= Lang-term safety concerns?
2.3MM Women? = Efficacy!
7% of VWA Population " Messiness! :’S 1.5B
= Meed for applicator!
= Unsatisfied / unsuccessful with past
5.7MM Women? treatments
pastHIIL=ers 18% of VVA Population = Physical and clinical attributes of }$3 B
existing products
* Do not effectively treat the underlying
EMM Women? :
OTC Product Users R pathological causes of VWA >$5 B
Spiation = Do not halt or reverse symptoms
Not Seeking 160MM Women | | * Not aware that WA s  teatable 54108
Treatment 50% of VWA Population e,

Codial adiriws ghie Regroductee Mook X113 B 3330 cod 32 41 0CRRSTAAGE

TherapeuticsMD"
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Yuvvexy™ — TX-004HR

= Small, digitally inserted, rapidly dissolving softgel capsule

= No applicator

= Proposed dose packaging to optimize compliance and convenience
= Submitted NDA on July 7, 2016 under 505(b)(2) pathway

Prototype Starter Pack
0.69 x 0.3 inch i . 111111 % :“:, -
py p— g U8 (8
EETTTITIT ey
0 INCH I |

— I

Prototype Maintenance Pack

YUVWERY™ Is an investigational drug and |5 net approwved for use by the FOMA.

TherapeuticsMD"
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Yuvvexy™ — Potential Best In Class VVA Therapy

Products _ -
roduc
(@ i'n <sAllergan & SHIONOGI

£ .

Based on Product Prescribing Information
Not Head-to-Head Comparative Studies

Megligible Systemic
Exposure

i ]

1 |

1 |

] ]

1 ]

1 ]

= 1 |

1 |

1 1

1 : e L

1 TherapeuticsMD™ 1

[ 1 :
]

Method of Admin Vaginal Cream Vaginal Tablet Vaginal Cream Oral Tablet 1 Vaginal Capsule :
1

Reusable - " Reusable . 1 !

Application Vaginal Applcator Vaginal Applicator Vaginl Applicator Orral Daily SERM : Digitally Inserted Softgel :

5 < 1 4, 10, 25 meg 1

625 meg/g CEEs 10 meg Estradial 100 mecg/g Estradicl 60,000 mcg ospemifens ' 17p-astradiol :

Avg Malntenanc 3115 mcg 10 meg 100 meg 60,000 mcg : 4, 10, 25 mcg 1

Do 2ufweek v fereak 2xfwraek daily 1 nfwaek |

. ] 1

Cneat of Actlan Week 4+ Approval Without Week 12 1 Week 2 1

= R — Week & Dyspareunia and : :

Mat Demaonstrated Dvymest Data Mot Bernonstrated I Week 2 1

] ]

*Onset of Action = First efficacy observation 1 I

N Easy to Use 1

1 ]

] ]

1 Easy to Prescribe 1

1 ]

1 1

] ]

1 ]

Wagdfern |pachage bivel] b pofwers ravo-ploomragiten paf o -
Prbrriein Unghial Conaio kg Llbel] it/ bl e comnibisudibiling aspPd-103 Therapeuﬂcs Y
Eitricn Vaginal Croem [packgs lubel] hitn:f el schiris comdita_streem i piprodec_grosps I8HGe=niangmeage=t

hptena [peckage labet] httpc/wwssbiznaglcom pdifpi/ca phara. pdi M00T08572
Al iraderraricLame tie pragersy of thalr reapecttes amaen




Yuvvexy™ - Designed for Long Term Compliance

Vaginal Creams: Reasons Women Stop

Mean Duration
of Use:
1.5 Months? E
w

vaginal Tablets: Reasons Women 5top

Muco-adhesive, Dissolves Quickly and Completely

No Applicator and No Dose Preparation
Onset-of-Action (Efficacy observed at 2 weeks)
Negligible Systemic Exposure
959% Patient Satisfaction in a Market with Historically
Low Compliance Rate

Reusable Applicator!

Long-term Safety!

Dose Preparation by
User Required?

Efficacy*

Mean Duration
of Use:

3.5 Months? - g Long-term Safety! ‘
A L] i -
Systemic Absorption Ej_C:?IIlI"_‘EL‘

TherapeuticsMDF

wial LongTerm Usage

Applicator?
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Co-Primary and Key Secondary Endpoints;@ﬁe
LS Mean Change from Baseline to
Week 12 Compared to Placebo

Superficial Cells <0.0001 <0.0001 <0.0001
Parabasal Cells ‘ <0.0001 ‘ <0.0001 ‘ <0.0001
Vaginal pH <0.0001 <0.0001 <0.0001
Severity of Dyspareunia ‘ 0.0149 ’ <0.0001 ‘ <0.0001
Severity of Vaginal Dryness 0.0014 <0.0001 <0.0001

MMRM P-value v placebo

15 = Least Sauares TherapeuticsMDr

REIQICE Trial Resudts

15




Co-Primary and Key Secondary Efficacy Endpoints — g
TX-004HR 4 mcg goice

Arithmetic Mean Estradiol Serum Concentrations - LS Mean Change from Baseline to Week 12
Unadjusted
TK-D04HR 4 mcg (N=18) | LS Mean Change from
" | Baseline to Week 12
R " Placebo
i on T Flaceho
i Cham
o “ superficial Cells 17% 6% <0.0001
i, } 3 Parabasal Cells -41% 7% <0.0001
‘, .J..——" RS _—_;_ E_______
i
P, Vaginal pH -1.3 -0.3 <0.0001
& a 1 1 L] n A
Haours aftes capsule insartion Day 14 5 't nf
ever
il -1.5 1.3 0.0149
R R : e
Al g0 “orag|0-24]
= b m o IIrnII :
snwm e Severity of 127 097 00014
104.16 (66.35) 434(2.76) Vaginal Dryness
Placebo Ol 03823 MMAM P-value vs placebs

TherapeuticsMD"
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Co-Primary and Key Secondary Efficacy Endpoints — g

ejoice
TX-004HR 10 mcg i
Arithmetic Mean Estradiol Serum Concentrations - LS Mean Change from Baseline to Week 12
Unadjusted
TX-004HR 10 meg (N=19) | LS Mean Change from
""‘ 10 meg | Baseline to Week 12
# 10 meg Placebo

I o }Flaceha

k 0 -

g Superficial Cells 17% 6% <0.0001
¥ A—e N g Parabasal Cells -34% -7% <0.0001

] e e

§

Vaginal pH 1.4 -0.3 <0.0001

¥ [ ] i E [ e
Hawrs alter capsule insertion Cay 14
i represants day 34 Severity of
' e 17 1.3 <0.0001
Dyspareunia
{pg.h/mL) (pg/mlL} Severity of

110.14 [54.57) 4.58 (2.27) Vaginal Dryness -1.47 -0.97 <0.0001
104.16 (66.38) 434 (2.76)
0.7724 0.7724 MMARA P-value vs placebs

TherapeuticsMD"
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Co-Primary and Key Secondary Efficacy Endpoints — ¢
TX-004HR 25 mcg goice

Arithmetic Mean Estradiol Serum Concentrations -

Unadjusted

» TX-004HR 25 mcg (N=18)

-
P ol [+ Piazeha
;. 2B mog
E Vi HH‘.
i il i i S
H P B e
I PR S, D
£

2 L F 4 é‘ n 24

Hours after capsule inserticn Day 14

L o
gl 0-24)

[P/ L)

171.56 [80.13) 7.14[3.33)
104.16 (66.38] 4.34 (2.76)
P-value vs Placebo 0.0108 00108

LS Mean Change from Baseline to Week 12

LS Mean Change from
Baseline to Week 12

Placebo

Superficial Cells 23% 6% <0.0001
Parabasal Cells -36% -7% <0.0001
Vaginal pH -1.3 -0.3 <0.0001
5 ity of

T 1.7 1.3 <0,0001
Dyspareunia
Severity of

x -1.47 -0.97 <0, 1

Vaginal Dryness e LALLY

MAMARA F-valuie vs placebs

TherapeuticsMD"
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Unadjusted Change From Baseline Severity Score Dyspareunia
Based on Pivotal Clinical Data - Not Head-to-Head Comparative Studies

Framarin Cream” Pramarin Cream” Osphana” S0mg Omphena” &0mg wagam”

217 2\ aak £ Trial Tp CTrial 23 10 e
i
o
-
p
m
=5
5
[Fi.
(=]
F
o
= =1.2%
2 1.2
(5]
-1.48 e
-1.55 1.5

*Composite score of most bothersome symptoms, including dyspareunia

TherapeuticsMD"
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Dyspareunia and Vaginal Dryness }é{e
By Study Visit

Statistical Significance of Severity of Dyspareunia
LS Mean Change from Baseline (by Study Visit)

10 mcg 25 mcg
Week 2 0.026 0.0019 0.0105
Week 6 ‘ 0.0069 ‘ 0.0009 ‘ < 0.0001
Week 8 0.0003 <0.0001 < 0.0001
Weelk 12 ‘ 0.0149 ‘ <0.0001 ‘ < 0.0001

Statistical Significance of Severity of Vaginal Dryness
LS Mean Change from Baseline (by Study Visit)

4 mcg 10 mcg 25 mcg
Week 2 0.1269 0.0019 0.0082
Week 6 ‘ 0.0094 ‘ 0.0001 0.0005
Week 8 0.0128 < 0.0001 0.0008
Week 12 ‘ 0.0014 ‘ < 0.0001 ‘ < 0.0001

L5 = Least Soquares
REIQICE Trial Resudts

TherapeuticsMD"




Efficacy and Onset of Action
Not Head-to-Head Comparative Studies

Premarin®™ | Vagifem® Estrace® Osphena® Estring™

Onset of Action®

f Week 4+ Week 12
Dyspareunia Approval Approval
Week 8 without without
dyspareunia dyspareunia
; (composite score] and dryness and dryness
Onset of Action* Not data s data
Drness demunstrated demonstrated

*0Onset of Action = First efficacy observation

vagtam [ackage labai] hetpefwerw. rows-plooom g fom pat

Prerzarin Vaginal Craare [zackage label] bripc/ laballag.giuer.com) dicwiazeling mpefig= 111 Therapeutics MD-

Erirace Vaginal Cream |package bizel] bripc!ielactad e comfdata_sreamoasptproduc_prou pe LI p Rl ngua peell.

DR | P Lkl | R e g i e T s F e 3, e TR0 TN D

Estring |pasbage biel] hmip NabeBng. pfirer. comEhamdabielbng adpu Tils 5657 71
AR trademarks se the progemy of s sespecihas Canen




gjoice

Yuvvexy™ Qualitative Attributes

Ease of Use
4 meg 10 meg 25 meg Placebo
[N=181) {MN=181) [M=184) [N=185)
Easy to Use 171 (94.5%) 172 (95.0%) 175 (95.1%) 164 (38.9%)
Patient Satisfaction e
4 mig 10 mcg 25 mcg Placeba
{N=181) {N=181) {M=184) [M=185)
Very Satisfied 74 (40.1%) 84 (46.4%) 83 (45.1%) a1 (22.2%)
Satisfied | 57 (31.5%) I 55 (30.4%) | 62 (33.7%) | 68 (36.8%)
Unsure 23 (12.7%) 22 (15.5%) 21 (11.4%) 30 (21.1%)
Dissatisfied | 19 {10.5%) | % (5.0%) | 12 (5.5%) l 20 [10.8%)
Very Dissatisfied 8 (4.4%) 5 (2.8%) B [3.3%) 17 (9.2%)

Cruerall pewalue <0001

Preferred vs Competition

4 mcg
[M=119)
TX-004HR over previously B
used VWA therapies Rt L T
Povalue vi. Placebo 0.n010 0.0212 0.0003

TherapeuticsMD"




Physical and Clinical Attributes Enable Market Expansion

Yuvvexy™ Attributes Could Address Yuvvexy™
Perceived Shortcomings of Current Products Market Opportunity

Megligible systemic profile may give comfort for long term use
= REJOICE data: first efficacy observation for dyspareunia and

dryness at two weeks Market Share Gain
= Mo applicator
= Mo mess

= REJOICE data: 70%-95% patient satisfaction

= Ease of use could lead to less discontinuation

= Megligible systemic profile may give comfort for long term use
= Two week efficacy may increase refill rates past month 1

Reintroduce HT

= Negligible systemic profile may alleviate fear of HT
o) [T (11wl | = Dose pack helpful to physicians likely to prescribe HT

Users = Could eliminate need to see a specialist New HT Users
= Ease of use profile
= Dose pack may reduce time for patient education on product
Not Seeking use, making physicians more likely to initiate VWA conversation
= Could eliminate need to see a specialist Mew HT Users

Treatment = Negligible systermnic profile may enable access to a new
demographic

TherapeuticsMD"

REIQICE Trial Resudts
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Favorable Regulatory Dynamics Driven by Change in
Treatment Paradigm

= Citizen's Petition, spearheadad by MAMS,
for modification of black box warnings

-
BB - Nov. 2015 - FDA “bored warnings” B ooomem o
Warning workshop provided an opportunity for SR
FDA to obtain input related to prescribing B A@A
information of lower-dose estrogen alone
products?

Citizen's Patition Supporters:

= ACOG released opinion stating it is safe for

i breast cancer survivors to use vaginal
Estrogen use in estrogen as data showed no increased risk? ACOG
Breast Cancer i
= Health practitioners may now consider

Survivors : : :
topical estrogen therapy for patients with a
history of estrogen-dependent breast cancer

o RS A AT TR war CORTS,

= Women's Health Initiative's Hormonea Trials

follow up concluded that the risk/benefit HARVARD [[HY tonss reas, Lung,
Changing prafile for estrogen use is positive?; MEDICAL SCHOOL ard Bleod Instinte
PEI'C&:;I;;] o " 53% lower risk of dying of breast cancer = - ...ra.,
E * 16% reduced risk of illness and death =] =z
strogen
A M':,u

* Preventative for heart disease, diabetes,
and other illnasses if started early

Wile Universily THE PACRTH AssiiaCas
Schwal of Mediine  AURORALS SOCETY

e A TherapeuticsMD"




Future VVA HT Market

TherapeuticsMD VWA Market Goals

= Potential launch of Yuvwvexy

= |ncrease market awareness for VWA and the associated symptoms

= Convert unsatisfied past users of HT therapy to satisfied patients on drug
= |ncrease market penetration among OTC product users

® |ncrease duration of use and patient compliance

52,000 [VALUE]
51000  &ggs I | I I
. = nnnnl i

2008 2009 2010 2011 2012 2013 2014 2015 2016 | 2017 2018 2019 2020 2021 2022

TherapeuticsMD"




Foundation Built for a Strong Launch

Operational leverage of OB/GYN relationships in key markets

o =
a
@ @ :
] e O h a -.
o] = - @ i i Yonw
s o - - & : @ Y De "@E'Q'
g Le] o
b - (=) a O -"@
.. ® @ o 5 o o
S 9 . :
s 9
- @
i & B o & < = Q. o o
% e
(o) o T
(o] (3] H
D . Ly
Map Legend: & o ﬂ
@ Current TXMD Sales Presence 22
) Highest Prescribing Physicians for W Elg

50 Sales Representatives; Planned Increase to 150 With Launch of Yuvvexy

TherapeuticsMD"




~ TX-001HR | Combination
« Estrogen + Progesterone
(E+P) Program

TherapeuticsMD'




Menopause Overview

) Menopause represents the natural life-stage transition when
women stop having periods as the production of Estrogen (E) and
Progesterone (P) decreases

*  Average age of menopause 51 years!
*  Women will spend approximately half of their lives in this state

) May result in physical and emotional symptoms?

= Symptoms include hot flashes, night sweats, mood changes and vaginal dryness
*  Prolonged lack of estrogen can affect the bones, cardiovascular system, and increases
risks for osteoporosis

) Long history of Estrogen (E) and Progesterone (P) use

*  Estrogen and Progesterone have been used for over 50 years as treatment
=  Estrogen to reduce symptoms and other long-term conditions
= Progesterone to prevent thickening of the uterine wall?
* Increased risk for endometrial hyperplasia/endometrial cancer if estrogen
unopposed?

Ly Niatioral intituies of Heakth, Hrticealiratine oo Agliag, bl fwwss el o tes  hpublicationmenopnsna, It sccaussd Moversber 3, 3305 Th i m‘
Hpirdreatioral leumnod onCdaTen’s Health, bHpslfwase rol rimos b gy e Dekcbey T CIBR 227 Erapeu t‘cs
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Evolution of U.S. HT Market Post WHI Study

) July 2002 - Women'’s Health Initiative (WHI) study showed that
synthetic hormones increased the risk of breast cancer, stroke,
heart attack and blood clots

) Post WHI, women shifted to Bio-ldentical Hormone Therapy (BHT)
containing Natural Estradiol (E2) and Natural Progesterone (P4) as
a safer alternative

= All FDA-approved combination hormone products contain a synthetic
progestin and not a natural progesterone

= 110MM+ scripts of FDA-apgroved HT prescribed annually before 2002,
declining to ~25MM in 2015!

) Compounding filled the need and demand for BHT

*  30MM scripts (1-2.5MM women) of Compounded BHT prescribed annually
in the U.S. currently®?

No FDA-approved BHT combination product of E2 + P4

38 prrgprrnes ken oo bired and in conbieation EAL o 3R Therapeutics m‘




Bio-ldentical Hormones Are What Women and Doctors Want

FDA-Approved Compounded

Synthetic and Separate E&P Market? Bio-identical Hormone Therapy Market??

120,000,000 35,000,000

30,000,000
100,000,000 :
o 2 25,000,000
5 80,000,000 5
= =
= =
= S 20,000,000
[ ")
E 0,000,000 E
15,000,000
40,000,000
10,000,000
20,000,000
; 5,000,000
fgosgdggiggsEgas o =Ea fosp@zEzossEssoDEy
FREEREESEEEEESEESCE oo B PR EEREEEEEERESEEESE B
AL AR RSRSRARERERERRAEER TS ARRERERSAEERERERS

e e et T TherapeuticsMD"
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Compounded Bio-ldentical HT:
Why Has It Been So Successful?

Synthetic Progestins Bio-identical Progesterone

No benefits on sleep properties Favorable CNS Profile Freeman, E, et al.1
Favorable breast profile | m
Favorable cardiovascular profile f" PEPI?, ELITE®

Favorable lipid profile &

Adequate endometrial protection | Adequate endometrial protection <V~

- 5
High incidence of bleeding Low incidence of bleeding *:I Regidor, et al.t

reerun E ek B Sondheine § e coasbbe-hing

i TherapeuticsMD"




But.....Compounded Products Pose Significant Risks

* Medical Societies’ global consensus statement declares that the use of
Custom-Compounded HT is not recommended?

=  ACOG and ASRM Committee Opinion states compounded hormones may
pose additional risks compared to FDA-approved products?

= Lack of efficacy and safety data T
Corapanaied Biokier izl COMMITTEE SPINION

*  Lack of Good Manufacturing Practices (GMP) ettt s

= \Variable purity s

5 gt sty ol
3Esly s by iy EVE
sraniea than

= V\ariable content uniformity

= Variable potency (under/over dose)

»  Lack of stability

*  Unopposed E / Ineffective P leads to increased risk of endometrial hyperplasia / cancer

o NCETIANERIC AN
NP SOOITY MENOTAUSE

SOCIETY

DO me | = é )
égg& o SD%T%- i N":"I"‘S INTERNATIONAL
|
|
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Rationale for TX-001HR

Target Goals

Meet patient demand for
bio-identical hormones

Meet FDA requirements for
safe, effective, and clinically

validated products

New lower effective dose

Preliminary Supportive Data

¥ Potential for first and only FD.ﬂ—apprﬂv&&f

natural estradiol plus natural progester

combination softgel capsule

Multiple FDA guidanceido
released about unsafe Us
compounded hormones:

Broadirange of doses beifg
Phase 3 ReplenishTrial

Potential bro-identical tErnTnoinEy, -

as both hormonessimilEr i uEe

produced by HEouETY

TherapeuticsMD"




TX-001HR Estradiol + Progesterone
U.S. Development Timeline

ICTREN N

=  Phase 3 Trial': ~100 U.5. sites

= Subjects: ~1750 fully enrolled as of Octoher 2015 .f
*  Four active arms (N=400/arm) o
— Estradiol 1 mg/Progesterane 100 mg EP ; E:.ﬂrtsahl‘
— Estradiol 0.5 mg,/Progesterone 100 mg
— Estradiol 0.5 mg/Progesterone 50 mg 9

— Estradiol 0.25 mg/Progesterone 50 mg
=  Control arm: Placebo (N=150)

* 12-month study with 12-week VMS substudy endpoints:
= Vasomotor substudy: number and severity of hot flashes (4 weeks and 12 weeks)
= Endometrial safety: incidence of endometrial hyperplasia (12 months)

= As of August 4, 2016, approximately 1,642 subjects have exited the trial and
the incidence of endometrial hyperplasia is less than 1%

Topline results expected in the fourth quarter of 2016

TherapeuticsMD"
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Total HT Market = 38+MM Prescriptions

; - . L5, women using
FDA-approved Combinations of Estradiol, B e mpounded

Estrogens, Progesterones & Progestins mencpausal hormane
(8.1MM prescriptions)! therapy

Compounded
Bio-ldentical Hormones
{30MM prescriptions)*?

TherapeuticsMDF




Potential First and Only FDA-Approved
Bio-ldentical Combination Product

FDA Approved

Activella® Compounded

Generic 17f Prempro®
Separate E+P FemHRT# E+F
+ Progestins Premphase®

Angelig®

Iz ANergan

25,000
& TN {2 NOVEN onening | Therspeutios o
FinE R pharmacies

4

Bio-Identical i

Safaty Data with
Endormatrial x
Cancer Data

x

Comblnation x

< BN < BB
< B < BE
< B <

FDA-Approved y/

i < B < B

"'\\
-K
‘L\

Reimbursement \f,

THUCEN  S520MM S28MM $218MM $302MM $30MM $38MM $4.507

e

I
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1
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1
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I
1
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1
1
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Adverse Reimbursement Changes for Compounded Drugs

CVS ‘
CAREMARK

-ﬁ EXPRESS SCRIPTS®
L

e,
&y
gy 8

“OPTUM-

June 3, 2014: E51 launches a “Compound Management Solution,” creating a list
of excluded ingredients that eliminated almost 35% of all compound claims?

July 2014: Optum initigtes o comprehensive compound management program,

including prior authorizations and step therapy for all compounded
prescriptions’

TR o MENCARE & MEDNCAID SIRRCTS

=fy utilizing Express

¢ 74% within one 1

ort rele

in the past decade, Beginning in February 2017,
| Guiremer g afy refmburserr
iptions from unapproved providers?

g new
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Non-FDA-Approved BHT Market Represents
Significant Opportunity for First FDA-Approved Product

Annual custom . Average

-eompounded W $49 monthly % $1 5B Current Annual
ipti g Revenues

prescriptions cash cost

Potential Future Annual
Market Opportunity

A | Average net
b:a?:jaed W monthly 24
prescriptions E;as:dEd [—

TherapeuticsMD"
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Regulatory Environment Continues to Favor
FDA-Approved Products

October 2012 2014 016 ; July 2018
Contaminated i Creation of “Do Not  § USP-800 finalized, | Final implementation
compounded i Compound” list and ; et : of USP-800
drugs made at il established Pharmacy { !

MECC kill 77 f Compounding
people nationwide ! Advisory Committee

November 2013 015 j i July 2016
Congress enacted _ Initiated farmation Released draft guidance
Drug Quality and : of “Difficult to i ! documents, outlining

Security Act (DQSA) Compound” list, protocol for commercially

including addition f available drugs and
of hormones ! unsanitary conditions

TherapeuticsMD®




Regulatory Tailwinds for FDA-Approved Products

) Drug Quality and Security Act (DQSA)'

= Anticipate significant impact on compounding

> USP 800 - Hazardous Drugs™

Prohibits compounding of essential copies of an
FDA-approved drug except in limited circumstances
such as drug shortages

Requires collaboration between the FDA and state

boards of pharmacy to inspect, enforce, and take action
against compound pharmacies

upon FDA approval of first bio-identical combination
hormone therapy product

New identification requirements for receipt, storage,
mixing, preparing, compounding, dispensing,

and administration of hazardous drugs

Considered “prohibitively expensive” requiring major
pharmacy upgrades and renovations to be compliant

TherapeuticsMD®
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Compounding Pharmacies Need An FDA-Approved Product

-

P i %
v« TX-001HR (if approved)
1
1 I e ]
| Faa ]
]
i I
Third-Party 1 : ]
Reimbursement : | Yes :
I
rsed :
Required Capital i : No |
Expenditure ta Dispense : i :
I
Melila I
Manufacturing and : f N )
Compliance Investment 1 : 2 1
e 1
i : I :
: i
J L No i
» -

If approved, compounding
pharmacies who dispense Higher Revenues Lower Costs Increased Profits
TX-001HR achieve:

TherapeuticsMD"
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TX-001HR Could Fulfill Therapeutic Gap For All Participants
M| patients |

* Meet demand for natural bio-identical hormone therapy

= Assurance of safety and efficacy

* Reduction of out-of-pocket costs via insurance coverage

* Convenience of one combination product

« Widely acceptable at all pharmacies and not just compounding pharmacies

b
+ Clinically validated dose regimens
= Eliminates risks of compounded hormone therapy
= Meet patient demands and reduce patient out-of-packet costs via insurance coverage
* Follow medical standards of care and saciety guidelines while reducing liability

Pharmacies

* Meet patient and physician demand for bio-identical hormone therapy
= Significantly improve net margin per script
* Lower legal and regulatory costs and risk

FDA/Regulatory Bodies

* Reduces need of compounded hormane products
* Full enforcement of regulations regarding compounded hormones
* Reduces false claims and misleading advertising statements about compounded HT products

TherapeuticsMD"
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TXMD: Financial Snapshot

Listing
Exchange

TXMD
LISTED
NYSE HET

Shares
Outstanding

196.5MM

las ol fugust 1, 2006)

Cash

$166.5MM

|35 of hene 30, 2006)
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Worldwide Patent Filings™

Strong IP Portfolio with 135 Patent Applications, including 72
international filings, and 17 issued U.S. patents

TherapeuticsMD®
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TherapeuticsMD
THANK YOU!
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Appendix
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Seasoned Management Team with a Proven
Track Record of Commercial Execution

= Farmer ULE. Secralary of + Go-founded vitabledhiD = Codaurded CaFusion = Famer CFO af Amedican = Co-foundad vitabled D + Foarmer Clinical Lead of
Heath and Heman Senioas in 200E - Hald eaeoulive sales ard Windess, Telegeagrapty. in 2008 Weamen's Health al Fhzes
ikl L O ) v Co-founded CareFusion aperaticn managemen and 'WER Corp * 25 years of coparsnce in + 15+ yaars of arpenancs

- Fakls multipk: board [Snid ta Gardinal Health posilions al MeKesson, » Participated in American nealtncaraiwaman's haalth devalaping waman's
membemhpns.u'.pﬂudlng in 20061 Cardinal and Ominicell Wiredese i nush « ACOS Commities Member healih pradiucts
Genlens|andLinked + 18 years of expenence in = 20+ years of operations Emisriainment marges + Past OBGYN [ A » Reproductive andacinalogist
Tharapatics parly stage healthcans EROR R = Farmer KPMG and Bl 3YN Depa “""."‘ A . ol

o r publi L) = : Chair - Buca Raton Fegional & inferlility specialist
A0-year public b=allh career company develapment Pricevalerhouselpopers 7

aseourtant Bl

= Praclicng QBGEYH - trained
Univansily of Penreylvania

Supported by a team of regulatory

= 25+ yean of woman's 26+ yaarg of phamiatoulical - Glabal lead for Osphana®, =F i -
he:llllllh phamaceulical |na|l:::_-'liug. 5all::5. and laka gwdedguelwz.gn[ E::-:;:;E‘E‘:fég;n,em Al con Sulfar‘ltﬁ W|th dEGadES
Eapanenca cparalinns Bxpenancs through appraval Anlhen of FDA experience
= Praduc develapmant = Led commercialization af = 13 years’ af expemence in = Lizad Ehe Cigra and
Inader for J&J, Wyeth anli-estrogenstesiradicl wmman's haalth Amerigraup iransacians ST
Awenlie, and alhar brags] cangar, and ovarian = Eatablizhed relafonahips. - Insiesiment banker in
= Worked on development of canzer drugs with key women's heaith heallbans coveags al
Frempro®, Premphase®, aginken kadars and Bank of Amariza
and Eslalis® arganizalions Fairill Lynch
= Executad awer S50bn in
dail valla
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TX-004HR vs. Vagifemr
Phase 1 Single Dose PK Studies

Key Findings

= Tmax ~2 hours with TX-004HR and ~8 hours with Vagifem

= Systemic absorption of estradiol AUC (0-24 hours) is 2- to 3-fold lower
with TX-004HR relative to Vagifem

Study 500 - 25 meg Study 499 - 10 meg
2 a0+ 3 407
& n=38 B n=36
g 8
5 304 -@- Wagifam F -@- agifem
E [
= —@- TH-DODAHR i -8 TH-DO4HR
& an 4 g 20
& &
[E] o
£ g
i el z 10
= [-3
E 5
= +» £ 0
o L 12 13 2 0 B 12 18 2]
Tirrwe aftar dasing Jhcs) Teme after dosing (hsd
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