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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 January 9, 2018 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

9.1 TherapeuticsMD, Inc. presentation dated January 2018.
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Forward-Looking Statements

This presentation by TherapeuticshMD, Ine, {referred to as “we" and “our”) may contain forward-locking statements. Forward-looking 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 developrnents that we intend, expect, project, believe or anticipate will or may occur in the future. These
statements are often characterized by terminology such as “believe,” "hope,” “may,” "anticipate,” “should,” *intend,” “plan,” “wil 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-lcaking 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-loaking 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 mast recent Annual Report on Form 10-K and Quarterly Reports
on Form 10-0, as well as Current Reports on Form 8-, and include the fallowing: our ability to resolve the deficiencies identified by the FDA in
our new drug application for our TE-004HR product candidate and the time frame associated with such resolutien; whether the FDA will apprave
the amended NDA for our TR-004HR product candidate and whether such approval will accur by the POUFA target action date; our abllity to
rmaintain or increase sales of our prodoects; our ability to develop, protect and defend our intellectual property; our ability to develop and
commercialize our hormene therapy drug candidates and obtain additional financing necessary therefor; whether the FDA will accept and
approve the ND& for our TX-001HR product candidate; the length, cost and uncertain results of our clinical trials; the potential of 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 elinical trials, research and develepment and manufacturing; the availability of reimbursement frem government autharities and health
Insurance companies for our products; the impact of product liability and other lawsuits; the influence of extensive and costly government
regulation; the valatility of the trading price of our comman stock and the concentration of power in our stock ownership.

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

POF copies of press releases and finongial tables con be viewed and downlooded ot our website:
wiww, therapeuticsmd.comy/pressreleases. asps,
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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

For Her, For Life.




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

- -

. TX-004HR

——

-

Moderate to severe dyspareunia, a

Proposed Indication symptom of VVA, due to menopause

Condition Description VVA due to Menopause

Active Ingredients Bio-ldentical 17 B-Estradiol

Vaginal softgel capsule

Easy to use, negligible systemic exposure,

Key Value Proposition £
¥ P designed to support long-term use

Affected US Population 32 million women?!2

US TAM Opportunity >520B5
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NDA resubmitted Nov. 29, 2017
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* _PDUFA Target Action Date: May 29, 2018, 7

# b

Q

Muoderate 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?®

>525B%5

e e e e o mm omm e mw mm Em m o e oEn

) NDA submitted Dec. 28, 2017
« Expected PDUFA Target Action Date: Oct. 2018 »

i TX-001HR i

I e e e e e e e e e T T T T
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Significant Catalysts Within Next 12 Months

TX-004HR m .

December 2017 May 29, 2018 3Q 2018
Acceptance of the NDA PDUFA target action date  Potential launch of
for TX-004HR for TX-D04HR TX-004HR*
December 2017 March 2018 October 2018 10Q 2019
Submission of the MDA Receipt of 74-Day Filing Letter Potential approval of the NDA  Potential launch of

for TX-001HR acknowledging acceptance of for TH-O01HR** TH-O01HR**
the MDA for TH-001HR

° Bl

Vi TherapeuticsMD’

*Azsumes approval on or before POURA target action date of May 29, 2018
== fssumes 10-month S05(b1(2) review timeline A— For Her fw}u'f.r."ﬁ :




Complete Financing Strategy In Place

Phase 3
Partnership

Phase 2
Term Loan Debt

Phase 1
Equity

Financing Financing Opportunities
* S$68.6M equity = Targeting commitments = Potential for upfront
offering, closed on of $150M-5200M in payments and royalty
September 28" debt financing in 1Q18 revenue streams to
" Secures near term = Anticipate first draw of further support
financing needs for debt financing following additional product
TX-004HR launch, if approval of TX-004HR or opportunities
approved TX-001HR
* Strengthens Phase 2 = Secures medium term
debt financing financing needs for
negotiating position TX-004HR and TX-001HR

launches, if approved

Phase 1 and Phase 2 provide potential access to ~$300M of

capital to support commercialization of TX-004HR and TX-001HR*

TherapeuticsMD

For Her, For Life.
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Seasoned Management Team with a Proven
Track Record of Commercial Execution

= Formar LS, Saonetary of = Farmar Chial Exaculive - Farmer Presidant and Chial - Co-founded vilabsdman s Co-founded witzbedMD » Co-faundad CamFuskan
Fealth ard Human Serdces Officer and Chiel Finarsal Execulive OMcer of im 2008 in 3E » Hald exeaiiive sales and
(2001-2005) Officer of Shire PLC Boenninger Irgeiheim (US)  « Codourded CarsFusian = 25 yaarg of exparancs in aperation management
: Hﬁmliﬁﬂﬁtﬁ?ﬂg = Fommer Vice Presidant of » Farmer EVP of Customer (S0ld 1o Cardinal Healih Faalthcanefwomen’s healih positions al Mg@asan.
(] rnips, Inclucing Corporate Financa & WMarketing and Sales of in 2006) - " Cardinal and Omnicel
E—IBHDBHB ard Linited AstraZeneca U Human Heakn at Merck . g2 yaars of axperience in Eﬁ::rc-:ﬂt—'ﬁ::f-{:;:::r:l:g::na: - 20+ yaars af cparations
L= sl e » Hioldds mimpa board * Halds mulligle baard early atage heahcans Hoggpilal epeiRnce
+ 4l-yaar public health carear mgmiberships, induding mermbenships, inchiding company development « Pasi ACOE Commitbes Msmiber
Chairman of Ravanca Catalent g
Therspeutics * (.{1_J:=.‘r'N_ - bradrad .
Uniwergily of Penneyhania

» Feemar SF O af Amancan = Farmer Clinical Laad of = 30+ yearz af regulatary, = 20+ wears of commarsial = 35 e al w = 16+ years of sxpanencs in tha

Wireless, Telegeography, Women's Haalth at Pfear qualty, and drug ard markating axpenienca health pharmaceutical phameceuticals and biolech
W B g . 5

ard A EB I:,..||: ; = 16+ years of experience dewelopment experiencs « S0P of the Plizer Bperance = Crealed & natioral sakes dherne,

+ Participaled in Smerizan deuelnpirg wormen's = Sr, Viee Presidant, D Consurner Heallbsare = Pradust develapment b thes Specalty hagnosies
Wiralassifrush healily produsls Dewalapmeant al Siron Welnass Qnganizalion Ieader for JEJ, Wiedh, business at VisCel, nc.
En’.\e‘-u&uu-ﬂeul rEgar B ——— Tharapautics - Commencial kad for sales Avenlis, and albars = Prodict launch and salas

+ Formzr KPRAG and & Infartiity 5pecialist - WF af Begulatory Adfairs ard marketing of the Pfier * Worked on development of  managemens roles at B Lity £
Fricewatarnousabospars and Cluabty Assurance at Vilomen's Heabh Division Prempro®, Premphase®, Compary and Ky Phammaceutical
e AL Sartarus = Head of Global Innavalion el = Served ars an Ofiver i the Uriled

= Ghabal Wica Fresident, al Weighl Walchens Sates Ak Fonce
Regulatory Allse af Intarmaticnal

Bausch and Lomin
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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

| B 5% :

| Superficial cells:

Intermediate cells: 60%
Parabasal cells: >30%
pH: I_l_‘III_I_!I <5 II_I_“ II#JH =5
TherapeuticsMD
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Current US VVA Market Overview

32M Women with VVA Symptoms?*-

s ~50%, or ~16M seek treatment for VVA?
OTC Froduct

e = QOnly 7%, or ~2.3M women, are currently being treated

Mot today with Rx hormone therapy (HT)?
- 0,
SEEkInE’. 25 /6 = Long-term safety concerns®

Treatment - Efficacy®
Past HT Users - Messiness®
- Need 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 VWA is a treatable condition
= Estrogen exposure Concerns

TherapeuticsMD

agveet of aginal Ay, |rlicacns frons the RPIRAE Sy, rm:lm“m,m Reproganas Meckn X014 gmw:um For Her: 1"'1'}1'1'.!’_."' b
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Current FDA-Approved VVA Products

1 = = 0
Fizeg

p—
! :“ G‘@ LB .\.%.:. ol AMAg
DHICHESRLAY US4

1989 1996 2013 2016

Thx Dollars 20161 $511,035,880 5505,351,340 $502,715,665* $105,040,703 572,755,311 Approvad 112016

Method of Adm Vaginal Cream Vaginal Cream Vaginal Tablat Ring Oral Tablet Vaginal Insert

Reusabl Reusabl = - . = X =
Uag:inaIL:::pI?c:ltnr Uaginallﬁ;pl:!:mnr Vaginal Applicator S0-day Ring Crral Daily SERM Vaginal Applicator
825 mog/g
o . 100 mcg # : 10 meg 2,000 mecg 0,000 mcg 6,500 mecg
Rt B Estradial A B Estradial Estradial Ospemifens Prasterons
Estrogens
Average 100 micg 312 5 mecg 10 meg 7.5 mecg 60,000 mcg 5
2/week 24/week 2x/week dally daly P s daly
Onset of Action*
Approval Without Week 4+ Approval Without Week 12 Week &
Dyspareunia and Week E Dryspareunia and

Onset of Action Dryness Data AR At Dryness Data R Week 12
Diryniss Dryness Data
*Dnget of Action = First efficacy abservation

Based on Product Prescribing Information
Mot Head-to-Head Comparative Studies

L Syraghore Health Schutions PHAST Duts pawered iy 24: Arrusl 200 | z
T g b e Yanalem [awiherised gereris ol Vagiters| — ol
e M e s e _ . TherapeuticsMC
Presvenrin Vaginal Creaimn |package bidel] hmpfilabebng plzerncanthaslbebng padid=13] -
For Her, For Life.

Evraie Yaginad Cream [poackage bl | Bop Sl amass com 'data_sirea s aspigroduct_gepup= 15308 p=piBlanguagesE
Drphina [paciage label) brgwew. sooetsfans fda goetmgenia_decsMabe ! 200302585 900018 pdf

Iritririns |k labl] hiip s avtid it Tda oo drogs atfda_dici et V0 16/ 0B MHOOGL pad |

Al irad errirks are the property of ther i pective g e




Compliance and Fills Per Year Drives Top-Line Revenue

Current VVA Market

Vaginal Creams:

Average:
1.5 Fills Per Year?

Reasons Women Stop

Reusable Applicatort
Long-term Safety!
Dose Preparation by
User Required?

3.5 Fills Per Year?

Long-term Safety!
Systemic Absorption?

= Higher average fills per year enable
Vagifem,/Yuvafem to generate equal
revenue as Premarin and Estrace with

significantly less patients on therapy

Product TRx Dollars* F;:t;f::
Estrace 5511,035,880 | 868,052 39%
Premarin 5505,351,340 | 750,185 34%
Vagifem/Yuvafem | $502,715,665 433,187 20%

3] Whiincid, % o, Asrogemions 21 Vaginal Rirephs: e phestione am dis FEVINT Sanssy. Ol Rsioies tuighre Anacde

3 Tetal FayFatiens Gt

1] The oI T 8 W00 Lt SOOrg. IS BT o ETREOma 1 vl ad/ainal 3orapty: S003 paition 11smaent of T Mormh Amarcan

Mevopoues. 3015 XM

A| Syrephony Haslta Souion PHAST Dats pawesd by I24% Ansaal 301G

51 IS S0 Todal Paion: Trasckor; A20 aal 301G
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TX-004HR: Product Candidate Profile

'- 'r_\-m_lz;lljﬁ) g

0.69 x 0.2 inch

A g

Starter Maintenance

Pack

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 mecg and 25 mcg) of many existing products (Premarin 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 . %j"

Superficial Cells <0.0001 <0.0001 l <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

MMBM P-value vs placebo LS = Least Squares

Arithmetic Mean Estradiol Serum Concentrations — Unadjusted

- TX-004HR 4 mcg (N=18) - TX-004HR 10 mcg [N=19) »  TX-004HR 25 mcg (N=18)
= = E
1 PReat o Focere 1 xd Facen
4 meg omsg = meg
= 4 — :

87.22 [42.77) 3.634 {L.7E) 11014 [54.57) 4.58 (2.27)

wieg
LCUUI I 10416 (66,38 4.34(276)  [TEESYTTIEN 10416 (65.38]  4.34(2.76) 104.16 [66.38) 4.34{2.76}
P-value vs Pl 03829 (LTI P-value vs Pl [IEVEREYY 07724 [EEYOCE 0 oows 0.0108




TX-004HR Approval and Launch Timelines

January - April May - June 3Q 2018

(Pre-Approval) {Fnﬁmoval] (Launch)

* Sales force build and * PDUFA date - May 29" * Branded launch

preparedness = Patient
* Continued payer outreach * HCP campaign
* Payer pipeline to secure broad coverage * Speaker programs
discussions = MCM/digital
* Patient and HCP tools
* Launch planning * Public relations

* Establish national care model
= Samples
= Patient programs
= Reimbursement
programs

“ 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 * 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 Life.
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Foundation Already Built for a Strong Launch

TXMD Sales Force Currently in

0B/GYN Offices
a
40% overlap with current prenatal ° : °
vitamins business o ' B B ey
Currently calling on VVA targets with b:& ¢ =y ﬂ-' e - d,o#’g
disease awareness campaign 8, ol s - i -
k) - . o g f v *

Planned sales force of 150 in place S el e =

& . 4
prior to launch = s i [ A

(=] ,a, o
Partnership with inVentiv, leading Map Legend: ’ e
contract sales organization @ Current TXMD Sales Presence -3

O Highest Prescribing Physicians for VWA
Operational and analytic systems

TherapeuticsMD
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HCPs Estimate Giving TX-004HR 30% Market Share

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

100 B.0% 6.0%
6.0% 5.0%

o B00% - * Large share gains from
ﬁ 3 largest competitors
3 600% -
5 = Set attainable 3-5 year
% 40.0%
= company launch goals

20,0%

0.0%

Current Landscape Past-TH-004HR Launch

mTX-004HR ® Premarin Cream © Estrace Cream ® Vagifem = Osphena ® Estring © Other

e sn et l_% TherapeuticsMD'
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Efficacy, Safety, and Positive User Experience
Redefines Relief

Perceived Shortcomings TX-004HR Solution

=1 in 4 women achieve limited relief! = Early efficacy observed at week 2
= Delayed onset of efficacy? = Efficacy for vaginal dryness
SafEtW' = Hormone exposure concerns! = Negligible systemic exposure
Side Effects = Messiness? * No messiness
. = Products difficult to use?® = Mo applicator; any time of day use
Convenience . : X . , . :
® |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 TX-004HR preferred
bl 73.9% 67.3% 74.2%

previously used VVA therapies

B -..."-:.- H n
ki, § ot 3|, Maragerrert of aginu Arony: Dl e fron the ATV Sunep. kel Medirine koaighir: Arproeueiv Meskn 3104 8 1138 ot 1L T/OMAH S Likcs Th era peu tlcs MD
alfsisks

1 Wiy
REIOHCE T | R .
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Increasing Compliance Through National Care
Model Represents TXIMD Core Competency

Prenatal Vitamins Market VVA Market

= Market Dynamics: = Market Dynamics:
= No Drug Claims = Clinical and physical product differentiation
= 9 month condition = Chronic, progressive condition

= Industry 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 National Care Model:
= Bfills per pregnancy = Greater than 4 fills per year

] e

e x
004k

T

For Her, For Life.
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Market Share Gains and Fills Per Year Drive
TX-004HR Net Revenue at Year 5 of Launch

Year 5 Assumptions

Total VVA Patients on HT? 2,218,252
TX-004HR Market Share 30%
TX-004HR Patients 665,000
WAC of Loading Dose 382.86
WAC of Maintenance Dose 170.16
Average Rebate per Rx 30%

TX-004HR Net Revenue at Year 5 e R PR e T

>$400 Million

4 Fills Per Year

1} IMS 5D1's Total Fatient Tracker; Arrual 2016

Zero price increases
Zero market growth

TherapeuticsMD
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Incremental Fills Per Year Drives Significant

Up

side to TX-004HR Net Revenues

» Each incremental fill per year adds >575M to TX-004HR net revenues

i s

£415,850

4 Fills Per ¥r

$891,107
$811,897
$732,688

— 5653,478
$574,269
' 5495,059
]
1
1
]
1
]
1
1
]
1
1
]
I
]

1
JEH[IS Per ¥r & Fills Per Yr 7 Fills Per Yr B Fills Per Yr 9 Fills Per Yr 10 Fills Per Yr

TherapeuticsMD
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Payers are Continuing to Provide Choice

80% of Pa Prefer 2+ Products

VWA Category

Payers

Express Scripts PBM

CVS Caremark RX

UnitedHealth Group, Inc.

Anthem, Inc.

Optumfx

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 Service (IHS)

Blue Shield of California

Frime Therapeutics

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

CareFirst, Inc.

Estrace Craam
Lives Univ. Status
28,411,137
23,450,405
15,606,808
14,327,637

7053, 961
5,610,332
£,375.734
5,442,846
5,135, 71t
4,893,515
3,375, 564
2,317,410
2,201,808
1,854,377
1,885,824
1,851,335
1,785,025
1,530,652

BARIT Data January 2017

EString
Univ. Status

Covered
Covered

Osphena
Uniw. Status

Cavered

Pramarin Cream

vagifem

Univ. Status Univ. Status

TherapeuticsMD
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Why are Payers Providing Open Access?

Overall low cost category compared to other therapeutic
areas

Importance of providing choice for women

Prior authorizations and step edits are not economically
favorable for payers and do not currently exist

Cost of a prior authorization runs between $80-5140 per
patient per year depending on payer

. il TherapeuticsMD

N— For Her, For Life.
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Favorable Payer Dynamics:
No Substitution Across Branded Products

Case Study: Yuvafem Authorized Generic Launch (Year 1)

* Yuvafem launch in October 2016

VVA TRx Market Share (%) | VWA TRx Market Share (%) Gains
Oct 2015-Sept 2016 Oct 2016-Sept 2017 (Losses)

Vagifem 29.2% 9.3% (19.9%)
Yuvafem - 19.7% 19.7%
Total 29.2% 29.0% (0.2%)

* Yuvafem continues to take market share from only Vagifem

= Total Vagifem and Yuvafem TRx have lost 20 bps of VVA TRx market share
to other branded products

= No substitution or cannibalization of other branded products

—
i

Syanphony Haalth Salutices PHAST Dats poswered by 1DV Th era peu til: S MD“

“Wagifern and Yuvafern (sutherized generic of Vagifem) : : ;
For Her, For Life.




Estrogen + Progesterone

(E+P@@ogram

TherapeuticsMD
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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 vasomaotor 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?
T r B : -
LiMstianal Imiidutes ol Ieakh, Katioral irastate o Aging hwu;'.-m-unrmwknmmwm.htnan';i ber 3, J015. B h Th era peuthSMD
Ziinismaiional keamal on'Wcmen’ s Meakh, hiipcliveea noinl nnh praam aricey FIACIERITICS o ana L
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TX-001HR Product Development Rationale

2002 Women's Health Initiative (WHI) study showed that synthetic hormones increased the ﬁ
risk of breast cancer, stroke, heart attack and blood clots (all FDA-approved combination . P
hormonal products contain a synthetic Progestin and not a bio-identical Progesterone) HEALTH

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 of synthetic hormone therapy prescribed annually before 2002, declining to
~10M in 20151

» Today, patients have the chaice between three treatment optians;

* FDA-approved, synthetic combination hormones
+ FDA-approved, separate bio-identical hormone products

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

Compounding filled the need for BHRT

= 30M scripts (3M women) of Com pounded Bio-identical Hormone Therapy (CBHRT)
prescribed annually in the U.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

Syenphany Haalll Salutions FHAST Data possenad By 10V Annual 2015

= ]
TherapeuticsMD
The regarted number of sl orstom compounded hormers therapy :-rm:upmnofmlmdnrrsderml emdm'

progesterones taken combined and bn combination [2E810 o 228M| For Her ]f."-u-f_rlu', .
Finkermen, LY. 3045, Manapause, wel 22, Mo, ppd-11, P




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 ol T vaans ()R

COMPITTEE OPINION

*  Lack of Good Manufacturing Practices (GMP)
= Variable purity

= Variable content uniformity

* Variable potency (under/over dose)

= Lack of stability

*  Unopposed Estrogen/Ineffective Progesterone leads to increased risk of endometrial hyperplasia /

cancer
.-"'1-‘_,_..,
i =
ACOG ooomeps 9
T SOCETY mmm LR INTERHATIONAL
e MENOPAUSE
SOCIETY
|"C\I'|""'\.'!'\."':N"EDQ':‘I"l:l'tll':"‘\.'?"f":l'\lwlh‘leilul‘kﬂmwm.h _ '-u'uh TherapethiCS[\qDg

eafirmred 018, Repleoe He, 397, Fosember 2007 o Ha. 327, Howmber 00,
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TX-001HR - Potential Best in Class Therapy
Potential first and only:

1) Bio-identical combination estradiol & progesterone

TX-001HR

{If Appraved)

2) FDA-approved

S 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
Salety Data ; : 2 ;
= Single combination dose option

FDA-Approved
= Positive Phase 3 Replenish Trial safety and efficacy results

Third-Farty
AR = Potential FDA-approval with insurance coverage

13/R 5 b miwrirsad
) i e men: ansiaied i FDAapanerd

TherapeuticsMD
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Replenish Trial Co-Primary Endpoints

Primary Efficacy Endpaints: Mean Change in Frequency and Severity of Hot Flashes Per Week Versus Placebo at
Weeks 4 and 12, VMS5-mITT Population

Estradiol/Progesterone 1 mg/f100 mg 0.5 mg/100 mg 0.5 mg/50 mg 0.25 mg/50 mg Placebo

{n=141) {n=143) {n=147) {n=154) {n=135)

Freguency
Week 4 P-value versus placebo <0.001 0.013 0.141 0001 -
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 placeho =0.001 =0.001 0.018 0.096

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

Endometrial Hyperplasia 0% (0/230) 0% [0,/303) 0% (0/306) 0% (0/274) 0% (0/92)

MATT = Kndilind inters 1o treat
"Per FOM, coreereus byperplasia refers to the toncurence of fwo of the three pethologists be accepted as the final disgnesis

Povalua < 008 meets FOG guidancs and Supperts euidente af eificacy

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

TherapeuticsMD

For Her, For Life.
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Multi-Billion Dollar Total Substitutable Market Opportunity

TX-001HR

{if approvad)

FDA-Approved
Compounded
Combination
Bio-ldentical E+P

A

Combination Synthetic
E+P!

Separate Bio-ldentical
E & P Pills

TRx Us: ~3.5 million? ~3 million? 12 - 18 million

TX-001HR . . s
$700M-$875M°  $600M-$750M $2.4B-54.58

TX-001HR Total
Substitutable
Market 53 -7B — sﬁ. 1 B
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 ‘_:': ' Physician

FDA Approved

Products
\ / 47%

MNon-Sterile
Compounding

36%
Pharmacist

N = 3,000-3,500 Compounding
Focused Pharmacies™??
11) 2013 Hatinral Communtty Fharmachis Anncssnn Diget nnul\-ﬂlllmtrl'nlﬂslimnwh'p tecith]

{2) HORh Community Pharmacy Compound ing Sureey [Rgvember 2012 - ﬁi:;mk"/ Th era DEUtiCS MDG

Els H , : .
13 MPi Datiase: ueing bassnamsy coes For Her, For Life.
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Compounding Pharmacy Menopausal Treatment Paradigm

Estradiol & Progesterone Claims

Base for all Patients
Contraols WMS symptoms

Promotes sleep &
calming

Progesterane to oppose
Estradial - safety

Estrone, Estriol & DHEA Claims

Breast cancer
reductionprevention

Decrease clotting
Glucose maintenance

Improwves lpids profile

Libido
huscle tone
Impraves skin turgar

TX-001HR Doses
1 mg/100 mg

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

Emaotional well-being

Continued Testin

Customization is adding therapy...not tweaking dosages

Testosterone Claims

Thyroid (T3, T4) Claims

Weight gain
Lack of Energy
Depression

Mermaory

Supplements

Vitamin D3
Melatonin (sleep)
Omega-3

Blood, Saliva, Urine

TherapeuticsMD

For Her, For Life.




Small Number of Physicians Account for Large
Percentage of the Compounded BHRT Market

~150,000 Total Eligible Physicians® ~12M Annual Compounded Bio-ldentical E+P
(Includes OB/GYNs, PCPs, and Anti-Aging) Prescriptions Breakout by Volume
4,700 High ~21/week 5,000,000
Préscribers —— : 42;5
%) (42%)

(]
]
|
]
1
]
]
|
1
1
1
]
1
]

4,700 Regular
Prescribers

(3%)

~10/week

55,000 Low Prescribers 4,600,000
(37%) (38%)

85,000 Never Prescribe
(57%)

1) SK&A Natlorwide Physiclan Specialty Report — June 2015 Th era peu t|l: S MD
For Her, For Life.




BIO-IGNITE™

Compounding Pharmacy Partnership Strategy

BIO-IGNITE™ is 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 Life.




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

Combination
Bio-ldentical E+P Scripts

Pharmacy Network and

# of Pharmacies

Individual Pharmacy Partners |

[T Premicr  —. ~1,500,000

=400 Pharmacies
with Prescription
Data

TXMD Qutreach to
Individual Pharmacies

>500,000
prescriptions annually

|

|

|

|

{

|

Value !
Compsinding InNetwork ~ #  prescriptions annually

5‘ ) |

|

|

|

|

|

|

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 (DOSA),
which prohibits compounding of essential copies of an FDA-approved drug
except in limited circumstances such as drug shortage?

fhﬂ EXPRESS SCRIPTS June 3, 2014: £S5/ launches a "Compound Management Solution,” creating
..,.,' a list of excluded ingredients that eliminated almost 35% of all compound
claims?
. July 2014: Optum initiates o comprehensive compound management
| OPTUM" program, including prior autherizations and step therapy for all

compounded p

Mt e, i e v s Crugsalaty Drug g ityandSu ppheCh Bt oty RSy pplych e cmATERZD M Th era peutlcs MD"
1) hittpufweww acpr orppereralicustom. asp fpege=Clins 161314 i i
3| hatpy!femoweoptumecam. brftententoptum en o prumns pharm acy- Insightsyrestorin g-Enast-compoand mld’:alluns heml 2 - -
A) Bty Pwenw g argfisnpounding penaeral-chagner-hagardous-dougs-Rarsding-Feal theans For fer lf'l'l-"lr-!'u"'-
) it ps: e ason com e besfdefau S ilesoin b 20USFE2 Hette 2020159 2 0FMAL pdF
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Economic Incentives Provide Catalyst to Switch to TX-001HR

Independent Pharmacy Net Income Per Script with TX-001HR

Revenue

Patient Co-Pay

Third-Party Reimbursement
Total Net Revenue

Costs of Good Sold

Gross Profit

Gross margin

Operating Expenses

G&A

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 1Q19
50.00 50.00
= 200.00
5 50.00 s 250.001
7.50 200.00?
S 42.50 s 50.00
85.0% 20.0%
15.00 15.00
7.50 5.00
15.00 -
10.00 -
s 47.50 s 20.00
$ (s.00) SESRRNINE0L0NS
100% SOOI

TherapeuticsMD
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PVPCN Distribution Agreement Rationale

Innovation

Potential low-dose local Regulatorv Environment

estrogen therapy for VVA = Drug Quality and Security Act
Potential first and only FOA- = | oss of Third-Party Reimbursement
approved bio-identical = USP-800 — Hazardous Drugs
combination of E+P

Clinical validation of current

treatment paradigm for

menopausal symptoms

! TXMD and PVPCN |

Commercial Opportunity

® 1.5 million annual compounded E+P

iptions d

1HR
pharmacy economics
a nt and

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%
------ Prempro® : 9;1% 5?;'{;
CombhiPatch® 93% 4%

...... - Clim.a = P.m'@ : 9.2% 4%
FemHRT® 87% 6%
Duavee® 865% 5%

""" Vivelle-Dot® 84% 5%
Activella® 83% 8%

Pmmetnum@ 33%5%

oo AT e - TherapeuticsMD

adorrarks ane che graperry 2l heir sepetioe qamer

For Her For Life.
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TXMD: Financial Snapshot

o,

Il Listing Y
:;5: Exchange

.,;-5-"?{;-.5[13"95”-:?:-!':51:;.
" Outstanding =

216.4M

£ la ol 0cL30,2007) 3

Cash

. $1483M

i, (asof Sept 20,2017} 34

TherapeuticsMD

For Her, For Life.
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Worldwide Patent Filings™

Strong IP Portfolio with 158 Patent Applications, including 82
international filings, and 18 issued U.S. patents

=rot 2l patent filings filed in all parisdictions.

TherapeuticsMD
For Her, For Life.
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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
estrogen 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? Chrisiopher 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 JoAnn E. Manson, MD, DrPH"'

_Em TherapeuticsMD’
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TX-004HR vs. Vagifenmr
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 mey
e iy
Y £
& n=36 & n=36
= e
5 a0 - Vagifem g 90 -@- Vagifem
" 5
£ -8 TX-O04HR £ —#- TX-004HR
8 20 3 20+
& &
u o
E £
i 10 - 2 10
F- =
E E
x T T > - £ o
o B 12 13 24 ] B 12 18 E1]
Tirrse after dasing {hes) Teme atter dosing (hesl
- ]
TherapeuticsMD
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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“Prnn‘mtrium“ sy vt Estrace

proesterons: cnpstles 1w T

Product Use by Age AGES 41-50 AGES 51-60 AGES 61-70 AGES 71+

Progesterone* 528,325 1,326,618 1,060,666 678,775 3,594,3841
Estradiol 2,677,210 5,494,846 2,826,636 1,083,726 12,082,418

*Menopausal use of progesterone directly substitutable to TE-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

L] Sprephary Hiaks Solulion PHAST Duka porasred by 10V; 13 manths in of Decamber 31 2025 - o l‘f I : Therapeutics MDA:

2| Baaume W pricing brbwnen SI00-350
For Her, For Life.
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FDA-Approved Combination Synthetic E+P
Substitutable Market Opportunity

FDA-Approved Combination Synthetic E+P Prescriptions by Age

PREMPHASE @D £ empro

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

52,575 372,968 1,712,852 759,634 151,821 68,672 3,118,5221
.ﬁ, - : 5
vyt Tt e e TherapeuticsMD
indlades s lalowing dngs Acrivels® , FemRT® L hngrdig®, Gereric 171 = Progeaiag, Fremgea®, Prommphase®, Iuowee ™, Arkdelie® -
) MLEETE WA 2 betawen 51005250
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