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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 September 12, 2017 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 September 2017.
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Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.

Date: September 12,2017 THERAPEUTICSMD, INC.
By: /s/ Daniel A. Cartwright

Name: Daniel A. Cartwright
Title: Chief Financial Officer
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Forward-Looking Statements

This presentation by TherapeuticshD, Inc, {referred to as "we" and “our”) may contain forward-looking statements. Forward-locking statements
may inclede, but are nat limited to, statements relating to our objectives, plans and strategies, as well as statements, other than historical facts,
that address activities, events or developrnents that we intend, expect, project, believe or anticipate will or may ocour im the future. These
staternents are often characterized by terminology 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 believe 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 az 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 are 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 Commission, including our most recent Annual Repert on Ferm 10-K and Quarterly Reports
on Form 10-C1, as well as Current Reparts on Form &-K, and include the following: our ability to resclve the deficiencies identified by the FDA in
our new drug application for our TX-004HR product candidate and the time frame associated with such resolution; whather the FDA will agree
with our proposal to resubmit an amended MDA for our TX-004HR product candidate; whether we will be able to prepare an amended NDA for
our TE-004HR product candidate and, if prepared, whether the FDA will accept and approve the NDA; 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 hormone therapy
drug candidates and abtain additional financing necessary therefor; whether we will be able to prepare an NDA for our TE-001HR product
candidate and, if prepared, whether the FOu will accept and approve the MDA, the length, cost and uncertain results of owr clinical trials; the
potential of adverse side effects or other safety risks that could preclude the approval of cur harmone 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 aur products; the impact of product liability and other lawsuits; the influence of extensive and
costly government regulation; the volatility of the trading price of our comman steck and the concentration of power In our stock awnership.

TH-004HR, TH-001HR, TE-005HR, and TH-006HR are investigational drugs and are not approved by the FDA. This non-promaticnal presentation is
intended for investor audiences only.

POF copies of press releases and finaneial tables con be viewed and downloaded at our website:
W, therapewticamd. comoressreleases, o5,
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TherapeuticsMD' (TxmD)

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

For Her, For Life.




Two Late Stage Women'’s Health Assets With
Large Total Addressable Market Opportunities

-

—

Proposed Indication

Condition Description

Active Ingredients

Key Value Proposition

Affected US Population

US TAM Opportunity >520B%

e R R R N e

~ Ongoing Review Meeti

Marapavee. J015359] AEH-005

i TX-004HR

-

Maoderate to severe dyspareunia, a
symptom of VWA, due to menopause

VVA due to Menopause
Bio-ldentical 17 p-Estradiol

Vaginal softgel capsule

Easy to use, negligible systemic exposure,
designed to support long-term use

32 million women??

Complete Response Letter: May 5, 2017
g: Nov. 3, 2017 _ -
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TX-001HR i

——
Maoderate to severe hot flashes
due to menopause

Menopause

Bio-ldentical 17 B-Estradiol +
Bio-ldentical Progesterone

Oral softgel capsule

Potential first and only bio-identical
FDA-approved combination product

36 million women?®

>$25B%°

Positive Phase 3 topline data
NDA submission expected 4017 _ ~

T o e e e o o o e e o e e e e omm o oo ommomm o o o oa o o omm S
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Seasoned Management Team with a Proven
Track Record of Commercial Execution

= Farmer ULS. Secratary of
Hasin and Human Sanvisas
(2001 -2005)

* Halds mulipke board
mambarehips, inciuding
Centene and United
Tharapautics

= 40-yaar pubdic boallh caraer

= Farmer Chief Executive
Cificar and Chief Financial
Oficar of Shire PLC

= Farmer Vice Presidant of
Gorporate Finance &l
AstraZenaca

= Halds multials Baard
memberships, mcuding
Chaiman of Ravanca
Tharmapeulics

Calalent

+ Foemer Prasident and Chief
Expcidie: Officer of
Brshringer Ingedbwim (LS.

+ Foemer ENP of Cusbomer
Marketing and Sales of
L5, Humen Healih al Marck

 Helds mulliple board
membarships, including

in 2008

In 2006)

Co-founded vitabded MO

= Co-founded CaraFugon
(5edd 4o Cardinal Healh

» 22 yaars of axperiencs in
eary stage heakhcars
company devalepmant

» Co-foundad viakedhaD
in 2008

+ 28 years af axperiance in
healthcarefwamen's heallh

+ Past OBGYHN Daeparimant
Chair - Boca Raton Regional

» Foemvar Clinical Lead af
Waomen's Health at Fiaer

+ 18+ yoars of expanence
dewvalaping wamen's
healih products

+ Reproductive endacriralagist

Haspital & infertilgy spacialist
« Past A00G Commities Mambar
+ DBEGYN - Traned

University of Pennsyteania

+ Former CFCal Armerican
Wireless, Telegecgraphy,
and WEB Corp

» Paricpaled i
Wirelessifry:
Eriariginmant marnger

+ Former KPIG and
FricerwsarinrhouseCoopers
accountant

= Co-founded CaraFusian

* Held executive sales and
aparation manajamant
positions al MoRagson,
Cardinal ang Omracell

» 20+ yaars of cparations
EpaEGe

merican

+ 20+ yaars of commercial
and markaling experencs

+ BVP of lha Phizer
Canaumer Heglthiara
Walrmss Crganizatan

+ Commercial lead for salas
and markaling of the Plizer
Wamen's Heallh Division

» Hesd of Glebal Innavaticn
a1 Weesght Watchars
Irternational

= 35 years of phanrace uical

= Led commencializalion of

= 254 years al waman's
Fzalth pharmacewtcal
EXQRNEN;E

» Praduct developmeant
Ieader for J&J, Wyeth,
Awenlis, and alhers

*Worked an development af
Frampra®, Pramphase®,
arl Estalis®

marketing, sales, and
AN S e rEncE

anti-zsiragensiestadial,
Dreast cancer, and avarian
cancer drugs

TherapeuticsMD'
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TX-004HR
Vulvar and

Vaginal Atrophy (VVA)
Program

TherapeuticsMD
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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 (painful intercourse)

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

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

Healthy Vaginal Tissue Atrophic Vaginal Tissue
| Superficial cells: >15% ' | <5% |
Intermediate cells: 80% 60%
Parabasal cells: i < 5% >30%
pH: L!mlllﬂ I IE-* Ilﬂ %5
TherapeuticsMD'
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Current US VVA Market Overview

32M Women with VVA Symptoms?*?

e ~50%, or ~16M seek treatment for VVA?
OTC Product

1 = QOnly 7%, or ~2.3M women, are currently being treated
Not G today with Rx hormone therapy (HT)?
- 0
Seeking 25 /6 - Long-term safety concerns®

Treatment - Efficacy®
Past HT Users — Messiness®
— MNeed for applicator®
= 18%, or ~5.7M women, are past HT users and were

unsatisfied/unsuccessful with past treatments?
= 25%, or “BM women, are users of OTC products® such as

lubricants that do not treat the underlying pathological
cause of VWA nor halt or reverse symptoms?

~50%, or ~16M women do not seek treatment for VVA?

= Lack of awareness that VVa is a treatable condition
= Estrogen exposure concerns

11 ThisrdouTh Rawr o Menagaaie Sa0Ty, Masagreee of boimimaal stioghe: M13 et I I"le aF }el | .l 3
G WL Coiaag BB Leson 10,61 3l Faresas sl o +0f stwieal Tl g LE r tl SMD
) 1M Wl B Ol ey sl SR 101 1)

) Ther gt AT ERCAWERT G reiny, 206 . . . o
S1raed s camer I AR ek pritog - For Her: For Life.
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Current FDA-Approved VVA Products

race Cream™ Vagife Estri

-
Products | =
— =

ot p h @ - FE =
'-'".'A"Iergan @ v nordisk “ II.B(":HI T R LT A — e 2Mad

1984 1978 1909 1996 2013 2016

511,035,880 $505,351,340 $502,715 665 105,040,703 572,755,311 Approved 112016

Method of Admin Waginal Cream Vaginal Cream Vaginal Tablet Rimg Oral Tablet Vaginal Insert

Reusable Reusable - n
Application Vaginal Applicatar  Vaginal Applicatar Vaginal Applicator oD-day Ring Oral Daily SERM Vaginal Applicator

625 mog/ig
s 100 FcE . 10 meg 2,000 mcg 60,000 mcg B,500 meg
e e Estraiol onlupssa tquing Estradiol Estradiol Dspemifana Prasterane
Estrogens
A @ 100 mcg 3125 mcg 10 meg 7.5 meg &0,000 mcg £
Maintenance Dose 2ufweek Zujweek 2ujweek daily daily SOl I

Onset of Action®
Approval Without Week 4+ Approval Without Week 12 Week &

— Dysparcunia and Waak & Dysparcunia and :
Dryness Data Mot Demonstrated Dryness Data P DT A CL Week 12
RS

Dryness Daka

Based on Product Prescribing Information *Grset of Action = First efficary observation
Mot Head-to-Head Comparative Studies

L. SyTaphory Mool Schaiont PHART Dot pawered 2y 129; Annusd 1696

DO by e YurvaTemn Bratbesiied vt ol Vogiens| = &
g e emel e o st plom o TherapeuticsMC
Presan Yagingl Coeans [package Liael] Wnpateet g pines omyshow abe ng aspa il 131 o %

Etroie: Waginal Sreanm [paebage Ll | g e sods ooy data_siresm s pipsduct_gros peiB B pe i guages For Her For e,
Orpherna [pathiage Labet) b o eaesacoes sdata Tl g ogiatida_doc Mabe D013, 05505 2008181 pdil E
Iritrarici | pahiage bbel] Bipfwerm igesichats b, goon e gaal T _docsl b 2006 20 84 T 0O, ped |
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Compliance and Fills Per Year Drives Top-Line Revenue

Current VVA Market

Vaginal Creams: Reasons Women Stop Vaginal Tablets: Reasons Women Stop
Average: m Average:
1.5Fills Per Year? 3.5 Fills Per Year?

Reusable Applicator!

Long-term Safety®
Dose Preparation by
User Required?

Patient Patient

Long-term Safety®

Systemic Absorption®

1 E3

Estrace PFramarin

Product TRx Dollars*

Count® Share® = Higher average fills per year enable

Vagi Yuvafem t |
Estrace $511,035,880 | 868,052 39% agifem/Yuvafem to generate equal
revenue as Premarin and Estrace with

Premarin $505,351,340 | 750,185 34%, significantly less patients on therapy

Vagifem/Yuvafem | $502,715,665 | 433,187 20%

TherapeuticsMD'
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TX- 004HR Product Candidate Profile

| \-unu ||{:’\" o

T 063x030nch

-l

Mambenance

Starter

» 3

First vaginal estrogen (4 mcg and 10 mcg) with negligible systemic exposure

Strong efficacy data on both dyspareunia and vaginal dryness with a 2-week onset of action

small, digitally inserted, rapidly dissolving softgel capsule without the need for an applicator
Fraction of the dose (4 mcg, 10 mcg and 25 mecg) of many existing products (Prermarin and Estrace)
Mo patient education required for dose preparation or applicators

Mechanism of action and dosing that is familiar and comfortable

Proposed dose packaging to optimize compliance and convenience

Strong patent estate with patent expirations starting 2032

TherapeuticsMD'
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Co-Primary and Key Secondary Efficacy Endpoints . %"
| 4amg | domeg | 25meg

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

TAMRM P-value vs placebo LS = Least Squares

Arithmetic Mean Estradiol Serum Concentrations — Unadjusted

» TH-004HR 4 mecg (N=18) n TX-004HR 10 mcg (N=19) = TX-004HR 25 mcg (N=18)
& Sire | & nea
= _r.-' m— ; 5 H

T T H [ 1] El * 8 1 H ¥ E] El P — . T

ra alar copsul rlice Dy 6
v

1 "-"J-J'C;._“ i:n.r_ujl:l-:l:-'u 1
E-h/mL Sml

EETTE c7o0: (4277 3534178 1104 (54570 4580227) | BT 12sse013 7.14{3.33)

104.16(56.38)  4.34(276) |IFETTIGONEN 104.16(6638)  4.34(2.78) 10416 (66.38)  4.34 (276}

Pvalue vs Pl 0.3829 0,3829 P-value vs Pl 0.7724 0.77:24 0.0108 0.0108




TX-004HR New Drug Application (NDA) Background
= Type of Filing
= 505(b){2)
* Ability to reference non-clinical and clinical safety data for estrogen available in
medical literature
= FDA Guidance
= 12-week study required for estrogen alone products

= “We recommend that studies be randomized, double-blinded and of 12-week
duration”?!

= Lowest effective doses and exposures are prioritized

" “Sponsors are encouraged to investigate dosing schedules and drug delivery
systems that can achieve efficacy with lowest possible exposures”?

» Established Precedent — Recent Estrogen Alone FDA Approvals

® Numerous estrogen alone products have been approved with 12-week endometrial
safety data

= Divigel, Evamist, Elestrin

TX-004HR has the lowest estrogen dose ever tested in an FDA-approved clinical trial

s YNErapeuticsMD

For Her, For Life.

1. 2003 FDA Draft Guidanes for Industry Estrogen and Estrogen/Progestin O ug Produc
Vulvar and Vaginal Atrophy Symptoms = Fecommendations for Clinical Evaluatio
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TX-004HR Complete Response Letter (CRL)
* NDA for TX-004HR received a CRL on May 5, 2017

* There was one approvability issue identified by the FDA:
= Lack of long-term endometrial safety data beyond the 12 weeks
studied in the Rejoice Trial
* No cases of endometrial hyperplasia were observed in the

Rejoice Trial at the end of week 12 for all doses studied and
included in the NDA

* There were no approvability issues identified by the FDA related to:
= (linical efficacy studied in the Rejoice Trial
» Chemistry, Manufacturing, and Controls (CMC)

TherapeuticsMD'
For Her For Lafe.
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TX-004HR Regulatory Update

Type A Meeting with the FDA — directors of the Division of Bone, Reproductive, and Urologic Products

{DBURP) and the Office of Drug Evaluation Il (ODE II1) - June 14, 2017

Submitted additional endometrial safety information to the FDA - July 5, 2017

= |nformation on the “Uterine First Pass Effect”

Currently marketed estrogen products, when placed in the upper third of the vagina, can
pass to the endometrium

TH-004HR was specifically designed to be placed in the lower third of the vagina,
decreasing the likelihood of stimulating the endometrial tissue

Safety data from the Women's Health Initiative (WHI) Observational Study of long-term, real-

world users of vaginal estrogens

Received formal General Advice Letter — August 3, 2017

Initial review of the additional endometrial safety information submitted completed by the FDA

The FDA requested that TXMD submit the additional endometrial safety information to the
MDA for TX-004HR, including the WHI Observational Study, to aid in its comprehensive
review of the medical literature regarding the use of vaginal estrogen products and the risk
of endometrial hyperplasia or cancer

The FDA requested a Movember mesting with TXMD to discuss the outcome of its
comprehensive review and the next steps for the NDA for TX-004HR

- TherapeuticsMD’
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Potential CRL Resolution Pathways

*  Submit the additional endometrial safety information to the NDA for TX-004HR - on or before
September 18, 2017

= The safety data from the WHI Observational Study was published in the peer-reviewed
medical journal, Menaopause, on August 16, 2017

= Meeting set with the FDA — November 3, 2017

=  The company expects to learn if the additional endometrial safety data submitted to the NDA
for TX-004HR addresses the lack of long-term safety identified in the CRL

Resubmission Pathway

=  Resubmit amended NDA

= Establish new target action date
= If Class 1 Resubmission, approval decision within 60 days of resubmission
= |f Class 2 Resubmission, approval decision within 180 days of resubmission
= 1018/20Q18 approval (if successful)

*  Reserve the right to pursue the FDA's formal dispute resolution process if a reasonable resubmission
timeline cannot be established

TherapeuticsMD'
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Women’s Health Initiative Observational Study

= First ever study to evaluate the long-term safety of women using only U.S. FDA-approved
vaginal estrogen products

* 2,953 users of vaginal estrogen without progestin with an intact uterus

* Median duration of use of 2-3 years and median duration of follow-up of 7.2 years,
representing over 21,000 patient years of data

= Risks of breast cancer, endometrial cancer, colorectal cancer, stroke, and pulmonary
embolism/deep vein thrombosis were not statistically significant between vaginal
EStngEﬂ users and nonusers

= 11 total cases of endometrial cancer

Breast cancer, endometrial cancer, and cardiovascular events in
participants who used vaginal estrogen in the Women’s Health
Initiative Observational Study

Carolyn J. Crandall, MD, MS," Kathleen M. Hovey, MS,® Christopher A. Andrews, PhD,*
Rowan T. Chlebowski, MD, PhD,* Marcia L. Stefanick, PhD,” Dorothy S. Lane, MD, MPH,®

Jan Shifren, MD,” Chu Chen, PhD,® Andrew M. Kaunitz, MD,* Jane A. Cauley, DrPH,"®
and Jodnn E. Manson, MD, DrPH''

TherapeuticsMD'
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Focus on Three Main Fundamental Levers
to Drive TX-004HR Launch, If Approved

Drive Market Share Targeted Market Expansion

Differentiate TX-004HR as new igi Elevate importance of VVA by
treatment option that redefines relief demonstrating true impact of disease

Market Growth Through Compliance

Build a differentiated national care model for successful diagnosis,
treatment, and management of symptoms of VVA caused by menopause

TherapeuticsMD'
For Her For Lafe.
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Efficacy, Safety, and Positive User Experience
Redefines Relief

Perceived Shortcomings TX-004HR Solution

=1in 4 women achieve limited relief? = Early efficacy observed at week 2
= Delayed onset of efficacy? = Efficacy for vaginal dryness
Safety/ * Hormone exposure concerns? = Negligible systemic exposure
Side Effects = Messiness! = No messiness
- = Products difficult to usel = Mo applicator; any time of day use
Convenience : i i ) : )
= |nadequate instructions on use = Simple dose pack; easy instructions

Rejoice Trial 4 mcg 10 mcg 25 mcg
Patients Choose Survey Results (N=119) (N=113) (N=128)
TX-004HR
TH AN DESSITRS TV 73.9% 67.3% 74.2%
previously used VVA therapies
1yt et al Waragess of Vi s | rolciss o e UG Sven el M i o SR Therapeutlcs MDR
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HCPs Estimate Giving TX-004HR 30% Market Share

HCP Stated Preference Share
{Adjusted Percent of Prescriptions, n = 400 HCPs)

oo B.0% 6.0%
6.0% 5.0%

o B00% = Large share gains from
§ 15.0% 3 largest competitors
@ 60.0%
3 = Set attainable 3-5 year
= A0, 0%
2 company launch goals

20,08

0.0%

Current Landscape Post-TH-004HR Launch

B TX-004HR ® Premarin Cream @ Estrace Cream W Vagifern ® Osphena ® Estring © Other

T Fositning Sy Frefeseaqes Share proand post TE-00MHE banch
[T

._ TherapeuticsMD
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Foundation Already Built for a Strong Launch

TXMD Sales Force Currently in

OB/GYN Offices

o
40% overlap with current prenatal : ' 4o ;

i i i . ‘ L ,..ﬂ ot d
vitamins business ° . s B déaa?
Currently calling on VWA targets with o § Ly 12 2o 5 T
disease awareness campaign L ol —1 - 'o ocdlllS

-'ﬁ P n- - L o " r R .l.'J‘j{!I
Planned sales force of 100 in place % o e Y R
a . - - o .
prior to launch W |
&n'o. - g P lﬂ
Partnership with inVentiv, leading Map Legend: of
i i @ Current TEMD Sales Presence 1
contract Sales Drganlzatlon Highest Prescribing Physicians for VWA 3
Operational and analytic systems
B TherapeuticsMD’
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Increasing Compliance Through National Care
Model Represents TXMD Core Competency

Prenatal Vitamins Market VVA Market

*  Market Dynamics: *  Market Dynamics:
= Mo Drug Claims = (Clinical and physical product differentiation
* 9 month condition =  Chronic, progressive condition

*  |ndustry Average Patient Compliance: * Industry Average Patient Compliance:
= 2.5 fills per pregnancy = Vaginal Creams: 1.5 fills per year

= \faginal Tablets: 3.5 fills per year

= TXMD Compliance with National Care Model: = Potential Compliance with Mational Care Model:
= B fills per pregnancy = Greater than 4 fills per year

o

TherapeuticsMD'

For Her, For Life.

n




Compliance and Fills Per Year Drives
TX-004HR Net Revenue at Year 5 of Launch

Year 5 Assumptions
[Total VA Patients on HTL
ITX-004HR Market Share
ITX-004HR Patients

WAC of Loading Dose
WAC of Maintenance Dose
Average Rebate per Rx

2,218,252 | =
30%

665,000

4 382 86
g 170.16

30%

(DDDs)
%800,000
$700,000
$600,000
5500,000
$400,000
%300,000
$200,000
$100,000

5_

1} IMS E00's Tetal Fatiant Tracker; Anmvaal 2016

$257,431

2 Fills Per Yr

Zero market growth

Parity pricing - Vagifem

Zero price increases

TX-004HR MNet Revenue Opportunity at Year 5

5732,688
5653,478
$574,269
495,059
$415,850
5336,640 I I
3 Fills Per Yr 4 Fills Per Yr 5 Fills Per ¥r 6 Fills PerYr 7 Fills Per Yr B Fills Per Yr
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Payers are Continuing to Provide Choice

% of Payers Prefer 2+ Products

VWA Category

Payers

[Express Scripts PBM

CVS Caremark RX

UnitedHealth Group, Inc.
Anthem, Inc.

Optumifx

Aetna, Inc.

Department of Defense - TRICARE
Kaiser Foundation Health Plans, Inc.
CIGNA Health Plans, Inc.

Blue Cross Blue Shield Association Corporatic

Health Care Service Corporation
Department of Veterans Affairs (VHA)
Humana, Inc.

Blue Cross Blue Shield of Michigan
Indian Health S=rvice {IHS)

Blue shield of California

Prime Therapeutics

Blue Cross and Blue Shield of Florida, Inc.
Highmark, Inc.

CareFirst, Inc.

Lives

28,411,137

5,610,331
£,375,734
5,442,846
5,135,71%

4,802,513
2,375 354
2,317,410
2,201 508
1,854,377

1,885 224
1,851,553
1,781,028
1,530,652

Estrace Cream
Univ. Status

Estring
Uniy. 5tatus

Premarin Cream
Univ. Status

Vagifem
Univ. 5tatus

Osphena
Univ. Status
Covered

BMIT Diata January 2017
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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 may spend, on average, more than one-third of their lives in a hypoestrogenic state

) May result in physical and emotional symptoms!

= Symptoms include vasomotor symptoms (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?

LyAdstiansd kvt idwe ol Hoakh, K tionsd inesisis on Aging, bey rhunh geahaakhy sk ertion.
Dbriwraiiorad byl on W s Heakhy, it resinin. b pralane an sy PACERTION
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TX-001HR Product Development Rationale

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

hormonal products contain a synthetic Progestin and not a bio-identical Progesterone) HEATTH

1.4 !\-‘
Post WHI, women and healthcare providers shifted to Bio-ldentical Hormone Therapy (BHRT)
containing bio-identical estradiol and bio-identical progesterone as an alternative despite

being unapproved drugs that are not covered by insurance

= 90M+ scripts -::f synthetic harmone therapy prescribed annually before 2002, declining to
~10M in 20151

# Today, patients have the choice between three second hest therapies:
* FDA-approved, synthetic combination hormones
* FDW-approved, separate bio-identical hormone products

* Unapproved, compounded bio-identical hormanes that have not been proven safe and effective, or coverad by
insurance

Compounding filled the need for BHRT Im

= 30M scripts (3M women) of Compounded Bio-identical Hormone Therapy (CBHRT)
prescribed annually in the .S, currently?3

No FDA-approved BHRT combination product of estradiol + bio-identical progesterone

TX-001HR would become the first and only FDA-approved bio-identical combination product
to fill this unmet need

Syenghany Heahh Sakiticns FHAST Data pessenad By B0Y; Annual 2005 [

= -
, TherapeuticsMD
The reported number of aanusd custorm compounded hormone therapy prescription of aral and Irun:dtrmi Emdlﬂlm'

progesterones taken combined and in combination [2EMM to 238 H-”- ”r'l’: l'l‘i.'N'.lr.f.'.! 2
Finkemon, L. 2015, Menapause, wel. 22, oS, ppd-d1, .
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Medical Societies Discourage Prescribing of
Compounded Bio-ldentical Hormones

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

= Lack of efficacy and safety data
* Lack of Good Manufacturing Practices (GMP)
= Wariable purity

* Variable content uniformity

= Variable potency (under/over dose)

* Lack of stability

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

.
e
ACOG suocuems 9
AT N S SOCIETY m AMS INTERNATIONAL
P BTy MENOFAUSE
SOCIETY
ot et e o S TherapeuticsMD
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TX-001HR - Potential Best in Class Therapy

Potential first and only:
1) Bio-identical combination estradiol & progesterone

TX-001HR

{If Approved)

2) FDA-approved

T Dosing and Delivery

= Once-a-day single oral softgel capsule
Single Dose
Combination

Addresses Unmet Medical Need

VIS Efficacy Data = First and only combination of bio-identical estradiol and
bio-identical progesterone product candidate

Endometrial Cancer
Safety Data

= Single comhbination dose option

FDA-Approved

® Positive Phase 3 Replenish Trial safety and efficacy results
Third-Party

Relmbursement = Potential FDA-approval with insurance coverage

Benefits to women, healthcare providers, and pharmacies

TherapeuticsMD'

For Her, For Life.
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Replenish Trial Co-Primary Endpoints

Primary Efficacy Endpoints: Mean Change in Frequency and Severity of Hot Flashes Per Week \fersus Placebo at
Weeks 4 and 12, VMS-mITT Population

Estradicl/Progesterone 1 mg/100 mg 0.5 mg/100 mg 0.5 mg/50 mg 0.25 mg/50 mg Placebo

{n=141) {m =145} (n=147) {n=154) [m =135}
Frequency
Week 4 P-value versus placebo <0.001 0.013 0.141 0.001
Week 12 P-value versus placebo <0.001 <0.001 0.002 <0.001 -
Severity
Week 4 P-value versus placebo 0.031 0.005 0.401 0.1
Week 12 P-value versus placebo =0.001 <0.001 0.018 0.096 -

Primary Safety Endpoint: Incidence of Consensus Endometrial Hyperplasia er Malignancy up to 12 months,
Endometrial Safety Population®

Endometrial Hyperplasia 0% (0f280) 0% [0/303] 0% (0/306) 055 (0f274) 0% [0/92)

RITT = Modified inbend to breat

Trar FOM, consensus yperplasia refers to the concurrence of twe of the three pathclogists be accopbed a5 the final disgnesis

Povalye « 005 meets FDA gudance and supperns evidence ol elfcacy

Primary Efficacy Analysis pre-specified with the FDA in the clinical
protocol and Statistical Analysis Plan (SAP)

* P-value < 0.05 meets FDA guidance and supports evidence of efficacy

Reglenish Trial Toples: Data -~ . g " ; Th era peutics MD"
For Her For Lafe.
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Multi-Billion Dollar Total Substitutable Market Opportunity

TX-001HR

(if approved)

FDA-A,
A Compounded

Combination Synthetic Combination
E+P! Bio-Identical E+P

Separate Bio-ldentical
E & P Pills

12 = 18 million

~3.5 million? ~3 million?

5600M-5750M3

TRx US:

52.4B-54.5B%

TX-001HR
g 3
Potential Market $700M-5875M

TX-001HR Total

Substitutable $3.7B—-56.1B

Market
Opportunity
If approved, TX-001HR can provide a single pill solution for women and physicians who:

1) Demand an FDA-approved bio-identical combination hormone product
2) Do not trust compounded hormones

TherapeuticsMD

For Her, For Life.
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Understanding the Compounding Pharmacy

Collaborative Relationship Compounding Pharmacies

% of Business (by Prescription Units)

Sterile Compounding

17%

Patient d— Physician

FDA Approved

Products
/ 47%
MNon-Sterile

Compounding

. 36%
Pharmacist .

N = 3,000-3,500 Compounding

Focused Pharmacies!2?

12) 2003 Heymral Commntty Fhamackts feencetion Diget: Fnancal Benchmarks |5penserad by Candisal Heslth)
{2) HOPA Community Pharmacy Compound ing Sureey |Wavember 2012)
133 MP DD L T2 GO0y (s
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Compounding Pharmacy Menopausal Treatment Paradigm

Customization is adding therapy...not tweaking dosages

Estradiol & Progesterone Claims

- Estrone, Estriol & DHEA Claims
Base for all Patients

i Testosterone Claims

Promotes sleep & Breast cancer

calming reduction/prevention

Progesterone to oppose Decrease clotting
Estradial - safety

Thyroid (T3, T4) Claims
Libida

Muscle tone

Glucase maintenance

Supplements

Improves lipids profile Improves skin turgor Weight gain

Ermational well-heing Lack of Energy

Depression Vitarmin D3
TX-001HR Doses Memory Melatonin (sleep)
Ormega-3
1 mg/100 mg

0.5 mg/100 mg
Covers >80% of Compounded E+P

Continued Testing
Blood, Saliva, Urine

TherapeuticsMD'
— For Her, For Life.
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BIO-IGNITE™

Compounding Pharmacy Partnership Strategy

BIO-IGNITE™ s an outreach program to quantify the number of
compounded bio-identical estradiol and progesterone prescriptions
currently dispensed by the 3,000-3,500 high-volume compounding
pharmacies, and qualify their interests in distributing our hormone
product candidates, if approved.

Phase 1:
Understand and identify the high volume pharmacies and prescribers that
have developed a specialty focus around women’s menopausal health

Phase 2:
Work with these specialists to transition patients from unapproved
compounded therapies to an FDA-approved treatment

TherapeuticsMD'

For Her For Lafe.




BIO-IGNITE™ Progress and Results
Partnerships with Large Pharmacy Network and Individual Pharmacies

Combination
Bio-ldentical E+P Scripts

Pharmacy Network and

Individual Pharmacy Partners

P rem ier >300 Pharmacies ~1,500,000

Melwork

>400 Pharmacies
with Prescription
Data

TXMD Outreach to
Individual Pharmacies

>500,000

|
|
|
|
|
|
|
|
P??,ﬁ‘a"pi;:um.ng InNetwork 8 prescriptions annually
|
|
|
|
|
|
| prescriptions annually
|

TherapeuticsMD'
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Adverse Reimbursement and Regulatory Environments
Continue to Erode Independent Pharmacy Margins

November 2013: Congress enacts Drug Quality and Security Act (DQSA),
which prohibits compounding of essential copies of an FDA-approved drug
except in limited circumstances such as drug shortage!

S i - - ¢ .
- EXPRESS SCRIPTS® June 3, 2014: E5/ launches a “Compound Management Solution,” creating

".-“ a list of excluded ingredients that eliminated almost 95% of all compound
claims?
. July 2014: Optum initiates a comprehensive compound management
gy & - - Tresm{ =¥ el o e = e =y — -
“ OPTUM program, including prior authorizations and step therapy for all

compounded prescriptions?

1)t o i o Thr s Drug ety OruginbegityandSupphyChainSe ity Dinsunpl SPGB Th era DEUUCS MDD
2] batpfwesnwlacpncorggereralicustom. asp fpage=Clins 161314 et

3) Fatpylwssnweopumucam. brfcentent oo endo pramee pharmacy- insightsreshoin g-Enest-
A Batpaffwaw g apfivesdelaul e adFENmIB0R, pdl

=) hatpsyvewnw asopcom fstesfdefautfiesointE 20U % 20letber S 20001 5% 20FINAL pd F
All trademarks are the property of thiir respective owners

el html
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Economic Incentives Provide Catalyst to Switch to TX-001HR

Independent Pharmacy Net Income Per Script with TX-001HR

Tsziredirai

Revenue

Patient Co-Pay

Third-Party Reimbursement
Total Net Revenue

Costs of Good Sold

Gross Profit

Gross margin

Operating Expenses

GEA

S&M

Additional Compounding Costs?
Cost of USP-800 Requirements*
Total Operating Expenses

Pre-Tax Profit
Operating margin

Compounded E+P TX-001HR
Post USP-800 Launch 2H18

50.00 50.00

- 200.00
s 50.00 s 250.00
7.50 200.002

S 42.50 S 50.00

85.0% 20.0%

15.00 15.00

7.50 5.00

15.00 -

10.00 -

5 47.50 S 20.00

5 (s.00) SRSIRANNEG0N
100%  SUNISIOONINN

. ey, v b e persas
i

dalipr e ol anaea Bkl in seqnncrees b e ealel, Diniie. wdong. pripdong cergueling diperaag ded sl lon ol For Her: lr'i.'N'-lr-.fu"' .

TherapeuticsMD'

37




PVPCN Distribution Agreement Rationale

Innovation

Potential low-dose local REgu]ato ry Environment

estrogen therapy for VWA ® Drug Quality and Security Act
Potential first and only FDA- = Loss of Third-Party Reimbursement
approved bio-identical =  |JSP-800 — Hazardous Drugs
combination of E+P

Clinical validation of current

treatment paradigm for

menapausal symptoms

| TXMD and PVPCN |

Commercial Opportunity

» 1.5 million annual punded E+P
prescriptions directly substitutable
toT

" Impro
Alint

TherapeuticsMD'
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Expect Robust Insurance Coverage For TX-001HR,

If Approved, In-Line with Product Class

4,315 Commercial Plans

% Unrestricted Access of
Commercial Plans

Mot Covered

Estrace® (Oral)

96%

1%

CombiPatch®

Prempro® 945

93%

4%

5%

Climara Pro®

92%

4%

Duavee®

FemHRT® 87%

86%

5%

6%

Vivelle-Dot®

84%

5%

Activella®

83%

8%

Prometrium®

83%

6%

AR B rrarks v ths BIERATY 2] 1hal SELEETTIA: PABRIT,

TherapeuticsMD'
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TXMD: Financial Snapshot

P\’ Listing 'Y
- Exchange

TXMD
LISTED
WYSE HICT

s

o T

Shares
i OQutstanding "}

204M

o fasafluly 31 2017)
5 o

. $96.5M

G fasof une. 30,2007)

TherapeuticsMD'
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Worldwide Patent Filings™

Strong IP Portfolio with 158 Patent Applications, including 82
international filings, and 17 issued U.S. patents

TherapeuticsMD'

For Her: For Life.

"Mt all patent filiegs filed in all jurisdictions.
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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 mecy

e = - m -
L E
E n=36 G n=36
= =
5 301 @ Vagifem £ %0+ - Vagifem
= E
< |4
‘é —a- TX=-004HRE £ == TH-004HR
@ 90 5 20
£ E
= [+
2 L
E £
g 10 5 10
= -
E 5

B
= - 0

o & 12 18 2 ] B 12 18 24
Time after doging Jhrsy Teme after dosing Chesl
- ]
Wesgifersyis i regiatened traderark of Mo Hordidk 805 Carg, Th era pEUtICS MD
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FDA-Approved Separate Bio-ldentical E & P
Substitutable Market Opportunity

= Healthcare providers not comfortable with compounding will often prescribe two separate
FDA-approved bio-identical products to treat menopausal symptoms

B’Prm‘netriun‘f’ s_.xy v Estrace

progesterone capsules 1 nasm
Product Use by Age AGES 41-50 AGES 51-60 AGES 61-T0 AGES 71+ TRx Totals
Progesterone® 528,325 1,326,618 1,060,666 678,775 3,594,384%
Estradiol 2,677,210 2,494,846 2,826,636 1,083,726 12,082,4181

*Menapausal use of progesterone directly substitutable to TX-001HR

= This regimen carries significant risk of endometrial hyperplasia/cancer if the patient is non-
compliant with regular progesterone use
= Side effects of progesterone including nausea and somnolence can lead to a patient not
taking the progesterone
= Results in two separate co-pays for the patient

1| Sprephanyg Huakh Solulions PHAST Deka perasred by 1TU; 13 manths i of Decamber 31 2005 Th era peu tlcs MD
2| Anaume WAT pricing between 5200750 S
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FDA-Approved Combination Synthetic E+P
Substitutable Market Opportunity

FDA-Approved Combination Synthetic E+P Prescriptions by Age

PREMPHASE &) £rempore

AGES AGES AGES AGES AGES Unknown TRx
31-40 41-50 51-60 61-70 71+ Ages Totals

52,575 372,968 1,712,852 759,634 151,821 68,672 3,118,522!
1 Syehaty St PTGt o O el AR TherapeuticsMD
Im':H-T-I.:'t:-n,.q;.,::;I:_:ml':-;\&m" by @, Guratie 4 71 = Progpesring, Fremgeg®, Prevnphase®, Inawee®, | Arindkedie® S ] : 2
) A WAL E For Her For Lafe.
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