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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 May 4, 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 May 2016.
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Forward-Looking Statements

Thiz presentation by TherapeuticshD, Inc. (referred to as “we™ and “our”) may contain forward-looking statements. Forward-
lroking 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, belisve
of anticipate will or may occur in the future. These 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
of historical trends, current conditions, expected future developments and other factors we believa to be appropriate.

Forward-looking statements in this presentation are made as of the date of this presentation, and we undertake no duty to
update or revise any such statements, whether as a result of new information, future events or otherwise. Forward-looking
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 from
forward-looking statements are described in the sections titled "Risk Factors” In our filings with the Securities and Exchange
Commissian, including aur mast recant Annual Report on Form 10-K and Quarterly Reports on Form 10-00, as well as our current
reports on Form &-K, and include the following: our ability to maintain or increase sales of our products; our ability to develop,
pratect and defend aur intellectual praperty; our ability ta develop and commercialize our hormone therapy drug candidates
and obtain additional financing necessary therefor; the length, cost and uncertain results of our clinical trials; potential adverse
side effects or ather safety risks that could preclude the approval of our hormone therapy drug candidates; our reliance on
third parties to conduct our clinical trials, research and development and manufacturing; the availability of reimbursement from
government authorities and health insurance companies for our products; the impact of product liability lawsuits; the influence
of extansive and costly government regulation; the valatility of the trading price of our common stock; and the concentration of
power in our stock ownership.

YUVVERY™ (TX-0D4HR) is an investigational drug and is not approved by the FDA. This non-promotional presentation is
intended for investor audiences only.

POF copies of press releases and financial tables can be viewed and downleaded ot our website:
www, therapeuticsma.com,/pressreleoses, asm.
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TherapeuticsMD' (TXvD)

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'
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Why TXMD? Why Now?

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.S. markets with favorable competitive and regulatory dynamics
= Additional early stage pipeline candidates
= Strong global IP portfolic with 134 patent applications and 17 issued U.5, patents

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

= QOver $20M 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 Phasel [ Phase2 [ Phase3 | MDA Filing

YUWVEXY™ [176-estradiol Vaginal Softgel Capsule) TX-004HR Q2 2016 gjoice

[}
eplenishy

Combination: 17B-estradiol + Progesterons TX-001HR Q4 2016

LLETEL I TX-005HR Q4 2016

Progesterone

mal 173-estradiol

terone

TX-006HR Q4 2016

TherapeuticsMD'




Key Milestones and Anticipated Milestones

= Expected NDA filing for Yuwwexy

= Presented results of Rejoice Trial at
ENDO and 155WSH

= Expected to report

= Reparted phase 3 Rejoice Trial topline results phase 3 Replenish
= Completed phase 3 Replenish Trial enrollment Trial topline results
= NAMS rmeeting (late 40 '16)

= Expected transdermal E+P
and progesterong alone
phase 1 results (40 '16)

— 3 presentations
— Compounding sympeosiumm
— FDA vaginal estradiol workshop meeting

TherapeuticsMD'
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~ 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%| | — <5% |
Intermediate cells: St 80% = 60%
Parabasal cells: : ._: < 5% _d __f_______ >30%
ph: MLUIEE s W s

TherapeuticsMD'




32MM Women with VVA Symptoms?2

OTC Products
25% .
Mot Seeking

Treatment =

50% Past HRT Users

e fot Tty Lt e wredanbis  prath s it imrias of

FDA-Approved HRT Market Overview

~50% of women seek treatment for V/A?

7%, or 2.3M women, are currently being
treated today with HRT?

18%, or 5.7M women, have tried HRT and
were unsatisfied/unsuccessful?

25%, or 8M women, use OTC products®*,
such as lubricants?

in Women Already
Seeking Treatment

TherapeuticsMD'
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FDA-Approved Competitive Landscape

2015 TRx 2015 U.S. Sales

Product? Company Compound (000)? (SMMm)? WAC Price’
e . Conjugated equine
Premarin® Cream Pfizer . 1,615 S502 5288.40
vaginal estrogen

Vagifem” Tablets MNovo Nordisk | Vaginal estradiol 1,620 5456 S382.86%
Estrace” Cream Allergan Vaginal estradiol 1,548 S420 5263.81
Osphena” Tablets Shionogi Oral SERM 263 S66 5530.07
Estring” Ring Pfizer ::‘:Igg]”a' Sfacisl 284 s01 $310.44
Total 5,330 41,535

TherapeuticsMD'
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FDA-Approved Competitive Landscape

Products

Method of Admin

Application

Active Ingredient

Avg Maintenance
Dose

Premarin®

Vaginal Cream

Reusable
Vaginal Applicator

625 meg/g
CEEs

312.5 mcg
2x/week

Vagifem®

Vaginal Tablet

Vaginal Applicator

10 mcg
estradiol

10 mcg
2x/week

Estrace® Cream

Vaginal Cream

Reusable
Vaginal Applicator

100 meg/g
estradiol

100 mcg
2x/week

Osphena®

Oral Tablet

Oral Daily SERM

60,000 meg
ospemifene

60,000 mcg
daily

Estring®

O

Vaginal Ring

Vaginal Ring

2,000 mcg
estradiol

7.5 mcg
daily

= TherapeuticsMD'

) g 1ER0 g i E L a g e
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Current VVA Market Product Use Falls Short

Vaginal
Creams

* Messiness’
* Re-usabie applicatas
* Lang-term salety’

Mean treatment
duration

46 days'

* Dose preparathon
by user reguired®

Overall mean
treatment
duration:

2.5 months

Vaginal y
g . Mean treatment

Tablets -
- Effi::n:-(‘ dl.ll'atlﬂn
* spplicator 4
. L;:g-ctzrm safety” 103 d avS

= Systemic
absorption?

* Chronic and progressive condition that reverses when untreated
* Continued use of product alleviates most bothersome symptoms

TherapeuticsMD'
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{snm)

52,500
52,000
$1,500
51,000

3500

5485

2008

Established Estrogen VVA Market

2009

11.5. sales more than doubled since ZEH}SI

Global market expected to be 52.1 billion in 2&22‘1

Currently no generic competition — Vagifem AG expected October 2016
7% current market penetration and 2.5 months average length of use

ﬂ‘. $2,160
51,535

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

TherapeuticsMD'
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YUVVEXY™(TX-004HR)

Prototype Starter Pack

0.69 x 0.3 inch i ., » . (900080

< o T8 (8

AT gj |

INCH
0 1
Prototype Maintenance Pack

= Small, digitally inserted rapidly dissolving softgel capsule
= No applicator
* Proposed dose packaging to optimize compliance and convenience

VIANVERY™ is an irestgationsl drg and is ot agproaed far use by the FTMG

TherapeuticsMD'
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Co-Primary and Key Secondary Endpointsjé?:}te
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 ‘ 0.014%9 ‘ <0.0001 ‘ <0.0001
Severity of Vaginal Dryness 0.0014 <0.0001 <0.0001

MMREM P-value vs placebo

LS = Least Sauares Therapeut icsMDF

REICACE Trial Results

15



Co-Primary and Key Secondary Efficacy Endpoints — ¢
TX-004HR 4 mcg SRR

Arithmetic Mean Estradiol Serum Concentrations - LS Mean Change from Baseline to Week 12
Unadjusted
TX-004HR 4 mcg (N=18) LS Mean Change from
4 mcg Baseline to Week 12 P-value
~ ®] Placebo
i [ Fiaoato
E\ 4 g
B ol Superficial Cells 17% 6% <0.0001
£
b
i, e b4 Parabasal Cells -41% 7% <0.0001
g e s = e e —
L
g : Vaginal pH -1.3 -0.3 <0.0001
-2 qa - 5 L] i ]
S ‘ 1.5 ‘ -1.3 I 0.0149
Dyspareunia
4 meg 7.22 (42.77) 2634 (1.78) Severity of | -1.27 | -0.97 | 0.0014
Placebo 104.15 [66.38) 4.34 [2.76) Vaginal Dryness
P-value vs

0.3829 0.3829

Flacebao

Mbd RN P-value vs placebo

L5 = Least Sauares TherapeuticsMD'

REICACE Trial Results
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Co-Primary and Key Secondary Efficacy Endpoints — ¢
TX-004HR 10 mcg SRR

Arithmetic Mean Estradiol Serum Concentrations - LS Mean Change from Baseline to Week 12
Unadjusted
TX-004HR 10 mcg (N=19]) LS Mean Change from
# 10 meg Baseline to Week 12 P-value
# Placebo
E b | Placabic
i <1
- R Superficial Cells 17% 6% <0.0001
8
. P g Parabasal Cells -44% 7% <0.0001
: e -'—_‘;—‘————-—_—_-____T_,
i \ Vaginal pH -1.4 -0.3 <0.0001
Hours aftar capsule insartion Day 14 .
e SEVarRyioE ‘ 1.7 ‘ 1.3 I <0.0001
Dyspareunia
L —
PE-N/m /M) Severity of
10 meg 110.14 (54.57) 4.58 (2.27) Vaginal Dryness -1.47 -0.97 <0.0001
Placebo 104.16 (66.38) 4.34 (2.78)
07724 0.7724 MMEM P-value vs placebo

LS = Least Sauares Therapeut icsMDF

REJCACE Trial Results

17




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

Arithmetic Mean Estradiol Serum Concentrations -

Unadjusted

n TX-004HR 25 mcg (N=18)

=
? = { + Placatzo
; - [+36 mog
E 4 J,‘;K\"‘«HH\_.
S ; e
5 ,f 1-___———;_:____ e
g o s a8 g ?
i

':- 3 H H [4 n H

25 mcg 171.56 (B0.13) 7.1413.33)
104,16 |66.38) 4.34 (2.76)
oous son0s

LS = Least Squares

REJCACE Trial Results

L5 Mean Change from Baseline to Week 12

LS Mean Change from
Baseline to Week 12

25mcg

gjoice

P-value

Superficial Cells 23% 6% <0.0001
Parabasal Cells ‘ -06% -7% ‘ <0.0001
Vaginal pH -1.3 -0.3 <0.0001
SeveHtjol ‘ 1.7 ‘ 1.3 I <0.0001
Dyspareunia

: | | |
S -1.47 0.97 <0.0001

Vaginal Dryness

Mbd RN P-value vs placebo

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

Cream” ¥ Edmp  Oaphena” Edmg
2iMWeak CTrial 12 CTrial 23 10 mog

3

=

=

e

m

o

v

=

(]

L

o

o

[

S

== = %
> 1.2
vl

-1.55 -1.5

*Composite score of most bothersome symptoms, including dyspareunia

TherapeuticsMD'
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Dyspareunia and Vaginal Dryness

By Study Visit

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

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

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

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

b

Sjoice

REJCACE Trial Results

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

Premarin® Vagifem® Estrace® Osphena® Estring®

Onset of
Action Week 4+

Week 12

Dyspareunia Approval Approval
Week 8 without without
( . ) dyspareunia dyspareunia
Onset of Not IR and dryness o and dryness
p o
data data
Action demonstrated demonstrated

Dryness

Onset of Action = First efficacy observation

Vagiem |packages Iabel] hitg: /s aowvo-pl com fragfem pdd
2

Estring [packape kabed] it
il trademaria ara tha property of their mpective cunen:

TherapeuticsMD'
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Yuvvexy Qualitative Attributes

Ease of Use
4 meg Placebo
[MN=181) (N=185)
Easy to Use 171 (94.5%) 172 (95.0%) 175 [95.1%) 164 (88.9%)

Patient Satisfaction Overall p-value = 0.035

4 meg 10 meg 25 meg Placebo
(M=181) {M=181) (N=184) (N=185)

Very Satisfled 74 (40.1%) 84 (46.4%) 83 (45.1%) 41 (22.2%)
Satisfied l 57 (21.5%) l 55 (30.4%) | 62 (33.7%) | &8 (36,8%)
Unsure 23 {12.7%) 28 (15.5%) 21 [11.4%) 35 (21.1%)
Dissatisfied ‘ 15 {10.5%) | 9 [5.0%) | 12 (6.5%) | 20 [10.8%)
Very Dissatisfied 8 (4.4%) 5 (2.8%) 6 (3.3%) 17 (9.2%)

. Owerall p-value <0.0001
Preferred vs Competition &

10 micg 25 mcg
(N=113) (N=128)

TX-004HR over previously
used WVA therapies i3 ‘ 67.3% 74.2%
Pvalue vs, Placebo 0.0010 0.0212 0.0003

LS = Least Squar TherapeuticsMD'

REJCACE Trial Results




Black Box Warning Citizen Petition

FDA Scientific Workshop on Labeling “Lower” Dose I%strogen—hlone
Products for Symptoms of VVA - November 10, 2015

* This warkshog was o provide an mpariunlty{w FO& to obtain inpuHrurn axparts on seeeral topics related to the prescribing infarmation
of lpwer dase estrogen-akane products approved solely far the treatment of moederate 1o seve e symptams of WA due 1o menapasa,

of conj ugated estrogens used in the WHI study and estradiol prnd ucts

containing 37.5 mcg and below?

A Citizen Petition organized by the North American Menopause
Society (NAMS) to be submitted to FDA and supported by*:

Ln%"? B
’ii’:ﬂ?ﬂﬁ”

SR AMWA
R

'WARNING: ENDOMETRIAL CAMCER,
CARDIOWASCULAR DISORDERS, BREAST CAKCER
:lII‘FNJH!LE Dilﬂ'll 14
Foe ful g A far igte hoeed
waning,

Estrnnen-Slong Thatapy

* There Is & incressed risk of endometrial cancer
inawoman with 3 ulerus whe uses unoppesed
EslroQeng (5.3)

= Estropen-aione therapy should med b2 uzed for the
pravention of cardiovascular diseaze or damantia
(5.2, 5.4

= The Women's Heallh Initistive (WHI) estragen-
alone subsbedy repactad increased rlske of strods
andl desp vein thramsbasis (OVT) (5.2

# The WHI Mamary Stuty {WHIMS) estrogea-alone

ancilary sbady ol WHI reported an increazed sk of
Eable o lia | 1 n 65

¥ -n
years of age and older (5.4)
Estrogen Ples Propestin Therapy
» Estropen plus progestin therapy should met be used
Tor Mbe prevention of cardiovascular Sliease of
dementia (5.2, 5.4)
* The WHI estrogen plus progestis substudy
reparted increased risks of siroke, IVT. puimonary
! é' (PE], and myocardi (L]
8.

+ The WHI estrogen plus progestia substady reparied
increased risks of imashe hreasi cancer (5.3)

+ The WHIMS esiropes ples pregesiin ancillary stugy
ol WHI reported an increased risk of probeble
dementia (n postmesepansal women &5 years of
apE and aldar |5.4)

TherapeuticsMD'



16MM Women Seeking Treatment Need New Options

YUVVEXY™
Market Opportunity

*dssuming 0% penetration of women not seeking treatment

OTC Products

50%

= ~16M total women?
= $11B branded market opportunity

= 57M past users that have sought out HRT

treatment but were unsatisfied/unsuccessful?

Past HRT Users *  Currently only 14% penetrated?

2.4M incremental women

Market size increase of >100% by 2022

TherapeuticsMD'

oo ro eHeciively ireot the srderideg petological canes of Wk ard {henerize donot hak or crse e the pragremdarnal thiv cosdifion,
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(3MM)
56,000
55,000
$4,000
3,000
52,000
$1,000

5

Estrogen VVA Market of the Future

TherapeuticsMD VWA Market Goals

5485
| |

2008

Potential launch of Yuvwexy

Increase market awareness for VWA and the symptoms associated

Convert unsatisfied past users of HRT therapy to satisfied patients on drug
Increase market penetration among OTC product users

YUVVEXY Launch

54,813

{-'_

/.

61,535 III
lllIlIIIII

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

3

Map Legend:
Current TXMD Sales Fresence
Highest Prescribing Physicians for WWa

TherapeuticsMD




., i
F '. r
-
b t
r-r:!_ ) :..-
08 - L TX-001HR | Combination
= ' & . Estrogen + Progesterone
~< M- (E+P) Program

3.‘ L

|' ‘l Ll -
B

TherapeuticsMD’



Menopause Overview

> Menopause represents the natural life-stage transition
when women stop having periods

> May result in physical and emotional symptoms*

* Average age of menopause 51 years

= Hot flashes due to lower estrogen levels

* Estrogen given to reduce hot flashes

= Estrogen causes uterus to thicken (hyperplasia)

" Progesterone given to prevent thickening of the uterus
in non-hysterectomized women

> Market Opportunity

* No FDA-approved bio-identical combination product of estrogen
and progesterone

1y Mutional iraliales of Hueallb, Bationad l=sSiute on e, betec!feesw, nlani boposhaalthfpubicatiznmasopear, Linkscosed Bovereber 1, 2008,

TherapeuticsMD'




Prescription Units

Evolution of U.S. HRT Market Post WHI Study

120,000,000

July 2002 — WHI Study

110,000,000
B FDA-Approved E+P
H Compounded E+P

100,000,000

90,000,000

2003 - 2004 — Bio-identical HRT
Campaign Initiated at
Compound Pharmacies 2013 — DQSA passed

0,000,000

70,000,000

60,000,000

50,000,000

40,000,000

30,000,000

20,000,000
199 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2000 2010 2011 2012 2013 2014 2015

el sl s rs st 6 s 164 S0 TherapeuticsMD

Swurity act, BHET = Be-iursical Hormars Seplacersst Therpy
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Compounded Bio-identical HRT:
Why Has It Been So Successful?

Bio-identical Progesterone Synthetic Progestins

Favorable CNS profile

Favorable breast profile

Favorable
cardiovascular profile

Favorable lipid profile @

Adequate endometrial ave
protection Vv

Low incidence of bleeding

No benefit on sleep

properties Freeman E, et al’

E3N-EPIC?

Increased risk of
breast cancer

Increased risk of MI,
stroke, VTE

triglycerides)

Adequate endometrial
protection

High incidence of

s Regidor, et al.®

TherapeuticsMD'

Imirrvencion TEITO-ARS
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Compounded Bio-identical HRT:
Why Has It Been So Successful?

CEEs (Premarin) were associated
with a higher incidence of
venous thrombosis and myocardial
infarction than estradiol.’

v, September 2013

Oral estradiol may be associated
with a lower risk of stroke ...
compared with conventional-dose
oral CEE.

september 2014

The ELITE trial demonstrated that
estradiol is cardioprotective
when given during the early

postmenopausal years.’

— Circulation, Movember 2014

Cochrane meta analysis demonstrated
that estradiol is cardioprotective
and reduced overall mortality when
given 10 years before the onset
of menopause.’

— Cochrane Collaboration, 2015

TherapeuticsMD'
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Total Addressable Market = 38MM Prescriptions

FDA-approved Combinations of Estradiol,
Estrogens, Progesterones & Progestins
(8.1MM prescriptions)!

Compounded
Bio-identical Hormones
(30MM prescriptions)®?

TherapeuticsMD'




Non-FDA-Approved BHRT Market Represents
Significant Opportunity for First FDA-Approved Product

Annual custom Average
e $49' chly Current Annual
ormoriel P4 . o B (($1.5B ) gurenca
.f-, Potential First Ever FDA-Approved Bio-identical
eplenish "“ Therapy Could Transform Existing Market

Fene] Average —
4

branded i $1 5u E"IDI"I::Ih I: -

prescriptions C;{' e )

I"| Potential Future
| Annual Market

15,

e TherapeuticsMD'




Regulatory Tailwinds for FDA-Approved Products

) Drug Quality and Security Act (DQSA)'

) USP 800 — Hazardous Drugs*

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

Anticipate significant impact on compounding
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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Medical Societies Have Expressed Concerns
Over Compounded Hormones

—— =y @
N | | e

WERCIPALISE SOCETY SOCIETY

2 T DR BTN T T

=  ACOG and ASRM Committee Opinion states compounded hormones
may pose additional risks compared to FDA-approved products’
— Lack of Good Manufacturing Practices (GMP)
— Variable purity
— Variable content uniformity
— Variable potency (under/over dose)
— Not approved for efficacy and safety
— Lack of stability data
* Medical societies’ global consensus statement declares that the use

of custom-compounded hormone therapy is not recommended®

TherapeuticsMD'




FDA-Approved HRT Script Market Share Underwhelming

2015 TRx! 2015 U.S. Sales!

FDA-Approved Product | Non-Bioidentical Compan
2 (000) ($MM) .
Non bio-identical |
17-estradiol + NETA / DSP e - - {.:;E
Activella®f FermHRT"/ Angelig® s £ . T G
progestins s rAllerga
MNon bio-identical
Generic 17p + Progestins containing 1,218 5218
progestins
Premarin + MPA MNon bio-identical
Prempro® [ Premphase” CEE + progestin R 5302
Premarin + SERM MNon bio-identical
Duaves” CEE + SERM & 530
Paroxetine S5RI1
Brisdelle® non-hormonal el 538 ggn}u{gﬂ
Total FDA-Approved Oral Combination Sales 3,131 $616
% Market Share of Total Addressable Market 8.2%

weemer 1,205 TherapeuticsMD'
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TX-001HR Estradiol + Progesterone
U.S. Development Timeline

Q15

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

= Subjects: ~1750 fully enrolled as of October 2015

= Four active arms (N=400/arm) .
I

— Estradiol 1 mg/Progesterone 100 mg
— [Estradiol 0.5 mg/Progesterone 100 mg .
— [Estradiel 0.5 mg/Progesterone 50 mg EPIEHIS;I“
— Estradiol 0.25 mg/Progesterane 50 mg A
= 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 May 3, 2016, over 1,500 subjects have exited the trial and the
incidence of endometrial hyperplasia is less than 1%

TN B IR varns phsa Bk tria Wearkn |, it scoessed Masember 3, 2015 T herapeut ECS MD'




TX-001HR — Target Product Profile

Target Goal

Meet patient demand for
bio-identical hormones

New lower effective dose

Labeling differentiation

Preliminary Supportive Data

Potential for first FDA-approved natural
estradiol plus natural progesterone
combination softgel capsule

Broad range of doses|bel
evaluated in phase 3

Bio-identical terminology’as
hormones similar to those:
produced by the ovary

Praposed NG NS1GH T
estradiol{progesterone!

differences datafialapel eEo N HoTH
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TXMD: Financial Snapshot

P’ Listing Y
Exchange

TXMD

LISTED
MYSE MKT

::;.:E:':;:-:.".S ha r'E'S b e
- Outstanding

3 %

| 196.2MM

(53 of Agril 18, 2016}

Cash

£

| $182.1MM |

. jas of March 31, 2016) %

TherapeuticsMD
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Worldwide Patent Filings™

Strong IP Portfolio with 134 Patent Applications, including 72
international filings, and 17 issued U.S. patents

* kot all patent filings filed in all jurisdickicns,

TherapeuticsMD'
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TherapeuticsMD
THANK YOU!
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Appendix
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Management with Deep Experience in Women’s Health

= Farmer U.5. Secratary of
Health and Huran Servicas

[2001-2005)
» Halds mulliple beard

memberships, including

Centeng and Uniled
Therapeulics

= d0yaar pubilic health caraer

= 28+ yaars of woman's
health pharmaceutizal
SHpETianca

* Froduct developmant
tagdar for J&J, Wieth,
Auaniie, and olhers

= Worked on develogrment af

Presrgre®, Pramphase®,
and Eslalis®

= Co-oundad wWaladdD
in 2003

= Codfounded CarsFusion
[Sold 1o Cardinal Haalth
n 2006)

= 18 years of experience in
warky stage healibcane
company devalopment

= 254 years af pharmacautical
markeling, sales, and
operalions experisnce

= Led commaercialization of
anli-esiregensiestradicl,
breast cancer, and avarian
cancer drugs

+ Cofounded CanaFusion

+ Held executive aales and
oparation mansgemant
positions at Mokesson,
Cardinal, and Omnicall

+ 20+ years of aperalions.
exparience

= Glebal lead for Osphana®,

Iate stape development
threugh agproval

= 13 years’ of experience in
wormein's heallh

- Established relationships
wilty kay wamen's haall
opinion Eaders and
organizalions

+ Fermer CFO of American

‘Wireless, Telegeopraphy,

and WEB Cop

+ Participated in Amarican
\Wiralesstarush
Entartainmant margar

+ Former KPMG snd
PricawaterhouseCoopars
accountant

+ Co-founded vitakbedhiD
im 2008

* 25 yaers of experienca in
healthcareWamen's Health

» ACCS Commiltes Member

«+ Pasl OBGYN Depariment
Clhiair - Boea Raten Regianal
Hewspital

+ Praclicing OBGYN - brainad
Linieersity of Pennsylvania

+ Former Clinical Lead of

Wormen's Haalth at Phizer
=15+ yeers of axperenca
deweloping women's
heallh greducts
» Reproduclive endocrinalegist
& infarlility zpaciakai

Supported by a team of regulatory
consultants with decades

of FDA experience

TherapeuticsMD'
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TX-004HR vs. Vagifenr
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 mcg Study 499 - 10 mcy
40 - ~Jy
n=36 n=36
30 - Vagifem 30+ - Vagifem
@ TX-004HR

- TR-QOAHR

=
i

i
=
Il

Maan plesma concantration (pg/mL)

Maan plasma concentration {pg/mL}

=
En

12 18
Tirne after dosing (hrsd

o
=

12 12 24

Firne afoar dosing (s
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