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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 March 7, 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 March 7, 2016.
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Forward-Looking Statements

This presentation by TherapauticshéiD, Inc. [referred to as “we" and “our”™) may contzin forwand-looking statements.
Forward-looking statements may include, but are not limited to, statements relating to cur objactives, plans and strategies,
as well as statements, other than historical facts, that address activities, events or davelopments that we intend, expect,
project, believe or anticipate will or may cocur in the futwre. These statements are often characterized by terminolagy such
as "believe” "hope,” “may,” "anticipate,” “should,” *intend,” “plan” “will,” *expect,” "estimate,” “project,” “position=d,”
“strategy” and simifar expressions and are based on assumptions and assessments made in light of our managerial
exparience snd perception of historical trends, current conditions, expected future developments and other factors we
belizve 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, whather as a result of new information, future events or otherwize. Forward-locking
statements are not gearantees of future performance and are subject to risks and uncertainties, many of which may be
putside of gwr control. Important factors that could cause actual results, developments and business daecisions to differ
materialty from forward-looking statements are described in the sactions titled "Risk Factors” in our filings with the
Securitios and Exchange Commission, including our most recent Annual Report on Form 10-K and Cuarterly Reports on
Form 10-0, as well a5 our current reports on Form B-K, and include the following: our ability to maintain or increase sales
of our products; our ability to develop, protect and defend owr intellectual property; our ability to develop and
commercialize our hormone therapy dreg candidates and obtain additional financing necessary therefor; the length, cost
and uncertain results of our clinical trials; potential adverse side effects or other safety risks that could preciude the
approval of our hormene therapy drug candidates; our reliance on third parties toe conduct our clinical trials, research and
devalopment and manufacturing; the availability of reimbursement from government authorities and heslth insurance
companies for our products; the impact of product liability lewsuits; the influence of extensive and costly government
regulation; the valatility of the trading price of our commen stock; and the concentration of power in our stock ownership,

POF copies of press releases and fineroial talles oen be viewed and downloaded at our website;
wwue therppeuticsrmd. Comyoressrelemses, G5pK.
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UVVEXY™ (TX-004HR)

~ Clinical Development Program

‘I'UV\IE‘E’F"IS an investigational drug and is not
approved for use by the FDA. This is a non-
pi'k:n_miﬁfjﬁnal_ presentation of scientific and
development information intended for invester
audiences only.
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Agenda

Introduction to Vulvar and Vaginal Atrophy (VVA)
Rationale for Development
Presentation of REJOICE Trial Data

Labeling Implications

A I R

Questions/Answers

TherapeuticsMC¥




Panelists

Robert Finizio - Co-founder and Chief Executive Officer, TherapeuticsMD
Brian Bernick, M.D. - Co-founder and Chief Clinical Officer, TherapeuticsMD
Sebastian Mirkin, M.D. - chief Medical Officer, TherapeuticsMD

Sheryl Kingsberg, Ph.D." - chief, Division of OB/GYN Behavioral Medicine, UH Case Medical Center,
Board of Trustees of the Morth American Menopause Society (NAMS)

Lisa Rarick, M.D." - Former FDA Medical Officer & Division Director Center for Drug Evaluation and
Research (CDER) and FDA Office of Women's Health

Ginger Constantine, M.D." - President Endoheum Consultants, Former Wyeth Women's Health
and Musculoskeletal VP and Therapeutic Area Directar, Clinical Research and Development

James Simon, M.D.™* - Professor of ObfGyn, George Washingtan University,
Past President of the North American Menopause Saciety (MAMS),
President Elect of the International Saciety for the Study of Women's Sexual Health [I1S5W5SH)

Steven Goldstein, M.D." - professor of Ob/Gyn, New York University, Past President of the North
American Menopause Society (NAMS)

A e TherapeuticsMDy




Women'’s Attitudes and Behaviors
towards Vulvar and Vaginal
Atrophy (VVA)

Sheryl Kingsberg, PhD

University Hospitals Case Medical Center, Case Western Reserve
University School of Medicine, Cleveland, OH




The Scope of the Problem

About 50%
(~32 million) of all
postmenopausal
women in the US
have VVA/IGSM'

... butonly ~7%
are treated*’

i Man%( women are unaware that symﬁtanr]s progress
without treatment, and that safe and effective treatments
are available*




« Several recent surveys on the impact of VVA on Quality of Life,
3 large surveys published within the past 2 years

— REVIVE: Real Women’s Views of Treatment Options for

Menopausal Vaginal Changes
Kingsberg SA, et al. J Sex Med. 2013,10:1790-1799

- VIVA: Vaginal Health: Insights, Views, and Attitudes
Nappi RE, Kokot-Kierepa M. Maturitas 2010,67(3):233-238

— CLOSER: CLarifying Vaginal Atrophy's Impact On SEx and
Relationships
Mappi RE et al. J Sex Med 2013,10:2232-2241

= Conclusion:

— Negative impact of VVVA on sexual health and other activities
of daily life




VVA Market Dynamics

Only 2.3MM U.S. women
treated with Rx product’
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| VVA Market
Opportunity
Brian Bernick, M.D.
— Co-founder & Chief Clinical
Officer TherapeuticsMD
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YUVVEXY" (TX-004HR):
Rationale for Development

* TX-004HR is an investigational applicator-free vaginal
softgel capsule that contains solubilized 17p-estradiol
* TX-004HR is designed to provide improved efficacy, early

onset of action and lower systemic estrogen levels vs.
currently available products

* TX-004HR is designed to fulfill an unmet need for a more
user-friendly modern treatment

TherapeuticsMC¥
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Established VVA Market

= U.S. sales approximately $1.5 billion in 2015
= |J.S. sales more than doubled since 2008'
= Global market expected to be $2.1 billion in 2022*

Currently no generic competition
32 million U.5, women currently experiencing VVA symptoms™

m
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YUVVEXY™ (TX-004HR)

Prototype Starter Pack

0.69x 0.3 inch

i 5 mep

-[1i'l|lili.i!|||||:||||
GINCH i

I_.
0688
Lhee

Prototype Maintenance Pack

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

FUWWENY™ is aninuestigational drug and is ot spprowved for use by the FDO. Therapeut icsMO"
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Presentation of
~ REJOICE Trial Data
Sebastian Mirkin, M.D.

— Chief Medical Officer,
TherapeuticsMD

TherapeuticsMDy




YUVVEXY™ (TX-004HR) @ 7xo0sn
Product Target Profile

TARGET GOAL

|5 m I. | - No systemic absarption
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Clinical Program: YUVVEXY" (TX-004HR)
(Completed)

v" Phase 1 Studies (499 and 500)

*  Single dose, randomized, open label, two-way crossover vs.,
Vagifemn®, bicavailability study

v Phase 2 Study (TXV-13-01)

*  Arandomized, double blind, placebo controlled trial to
evaluate the safety and efficacy of TX-004HR 10mcg on VVA

« 2 weeks duration

v Phase 3 study (TXV-14-01) - REJOICE Trial

*  Arandomized, double blind, placebo controlled trial to
evaluated the safety and efficacy of TX-004HR 4, 10 and 25 mcg
on VVA

TherapeuticsMC¥
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Phase 3 Clinical Study g2 3
REJOICE TRIAL /éb

® 12 Week Randomized, Double-blinded, Placebo-controlled’
m Subjects: 764; 89 Sites across the United States and Canada

~ Main inclusion criteria

* Postmenopausal

= Sexually active

= = 5% superficial cells on vaginal smear

= VaginalpH=5

= Moderate to severe dyspareunia as most bothersome symptom
# 4 groups

= 4 mcg ( N=191)

10 mcg [N=191)

= 25 mcg (N=150)

= Placebo (N=1592)

1) RETORISIATI; g el nbca Roia b goey o1 1 o RCTDR 2 531 T30 liwmievn jobci Brank=1, liit asvcimsed Rowiimber 3, 2005 Therapeutics[»m'




REJOICE TRIAL S
Co-Primary and Key Secondary Endpoints

~ FDA Required Co-Primary Endpoints — mean change from baseline to week 12 in:
v Vaginal superficial cells
v Vaginal parabasal cells
+ Maginal pH
v Moderate to severe dyspareunia (identified as the most bothersome symptom
of VVA)
= Key components of secondary endpoints:
v Efficacy of co-primary endpoints at week 2
v Vaginal dryness
# Additional Endpoints:
v" PK measures Days 1, 14, 84
v' FSFI (Female Sexual Function Index)
v Acceptability survey

we  TherapeuticsMEr

]
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Baseline Characteristics %s

joice

25 mcg Placebo
N=190 MN=192
Ag;[::::]sn 598159 585t6.3 58.916.3 59.3%6.1
Race
White 87.4% 88.0% 86.8% 84.4%
Black 10.5% 11.0%% 12.6% 12.5%
Other 2.1% 1.0% 0.5% 3.1%
BMI (kg/m?)
e 26549 26.8+4.7 26.714.8 26.614.5
Type of Menopause
Matural 114 (59.7%) 114 {59.7%) 121 (63.7%) 127 (66.2%)
Surgical 77 (40.3%) 77 (40.3%) 69 (36.3%) 65 (33.9%)

TherapeuticsMIy
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ok
Discontinuation Rates by Reason /&=

4 mcg 10 mcg 25 mcg Placebo
(N=191) (N=191) {N=1390) {N=192)
Mumber of Sobjects 16 (8.4%) 17 (8.9%) 13 (6.8%)  14(7.3%)
Discontinued
Adverse Event 2 [1.0%] 3 {1.6%) 4 (2.1%) 5 [2.6%)
'"”E",“_igat”r / Sponsor 1 [0.5%] | 1(0.5%) 0 )
Decision
Lack of Efficacy 2 (1.0%) 2 {1.0%) 0 [o34) 0 (%)
Lost to Follow-up 3 (1.6%] 3{16%) 2 (1.13) 4 (z.1%)
Protocal Violation 2 (1.0%) 1{05%) 1(0.5%) 0 {03
Withdrew Consent 6 [3.1%) 713.7%) 526 5 [2.6%)
Other 0 o) 1{0.5%) o [0%) 0 )

TherapeuticsMIy
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—
LS Mean Change from Baseline to Week 12: Ejoice
Vaginal Superficial Cells

w4 mcg ® 10 mcg W 25 mcg ¥ Placebo
26 23%

Change in Percentage Superficial Cells
LS Mean £ 5E
[y
[

6 :
; _ p<0.0001 p<0.0001 p<0.0001
0

N=186 N=188 N=186 N=187
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—
LS Mean Change from Baseline to Week 12: /{?ﬂie
Vaginal Parabasal Cells

B4 mcg m 10 mcg | 25 mcg = Placebo

%)

= 0 - -
S N=186 N=188 N=186 [N=187%
1] R
8 -10 -

g W p=<0.0001 p<0.0001 p<0.0001

M 20

T =

53

@ -30 -

£9

-9

£ -40

ry

=

5 50 - -41%

% ae%
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LS Mean Change from Baseline to Week 12:

0.2

Change in Vaginal pH
LS Mean * SE

-1.8 -

Vaginal pH

B 4 mcg m 10 mcg B 25 mecg

0.4 -
‘D.s 4
-0.8 -

-1.2 -
14 -
.1.6 i3

N=186  N=138 N=186

p<0.0001 p<0.0001 p<0.0001

= Placebo

gjoice
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—
LS Mean Change from Baseline to Week 12: Agoice
Severity of Dyspareunia

B 4 mcg H 10 mcg H 25 mcg = Placebo
N=151 N=154 N=159 H=153

-0.2 - -
(13
E -0.4 - p=0.0149 p<0.0001 p<0.0001
S .06 -
=%
ZE 08 -
8
ES -
- P
m
S -

16 -

1.8 -

=2 -
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Key Components of

Secondary Efficacy
Endpoints
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) 3
Statistical Significance of LS Mean Changeﬁ_ic_@
from Baseline Severity of Dyspareunia by

Study Visit (Week)
I
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

MMREM P-value vs placebo

TherapeuticsMIy




LS Mean Change from Baseline to Week 12: « /g
Severity of Vaginal Dryness ejoice

maAdmcg ®W10mcg ®W25mcg  © Placebo

0.2 - N=171 N=173  N=176 |ONS174

p=0.0014 p<0.0001 p<0.0001

Change in Dryness
LS Mean * SE
=
4]

-1.47 -1.47

TherapeuticsMC¥




Co-Primary and Key Secondary Endpnin;%pﬁ 4
LS Mean Change from Baseline to Week
Compared to Placebo

“

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

MMRM P-value vs placebo

TherapeuticsMIy




Efficacy and Onset of Action
Based on FDA-Approved Labeling and Not
Head-to-Head Comparative Studies

Premarin® Vagifem® Estrace®

Onset of
Action

Dyspareunia et sapcaval
Wasak 8 without without
( i ) dyspareunia dyspareunia
Onset of Not IR OIS e and dryness H and dryness
Action data data
demonstrated demonstrated

Dryness

TherapeuticsMIy
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—
Responder Analysis: /@2?9
Severity of Dyspareunia at Week 12

B 4 mcg H 10 mcg H 25 mcg = Placebo

M=151 N=154 MN=159

P0.0317 PO.0006 PO.0001

Percentage of subjects with a decrease
in severity of dyspareunia of 2+ points

-60 - 55.4%

Responder defined as reduction of 2+ paoints

TherapeuticsMC¥

3




Ve
Soice

| Results from
- ® pharmacokinetics
Substudy
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Arithmetic Mean Estradiol Serum Concentrations - Unadjuste

TX-004HR 4 mcg (N=18) «C ke
gioice
E H {} Placebo
g
i .
3 &
3 o e _ O
E -,
L] H H & 0 P

Hours after capsule insertion Day 14
i reprasants day 84}

024 Canplnany
(pg.h/mL) (pg/fmL)

87.22 (42.77) 3.634 (1.78)
Place 104.16 (66.38) 4.34 (2.76) TherapeuticsMDY
_ P-value vs Placebo 0.3829 0.3829 F;




Arithmetic Mean Estradiol Serum Concentrations - Unadjusted

TX-004HR 10 mcg (N=19) C Sk
a0 gjoice
E 20 {1 Pigcabo
§ 110 meg
5 oo <
o e = = _¢
= = ===
R i P : 5 )

Haours after capsule inssrtion Day 14

|%# represents day 34;

| {pg-h/mL) (pe/mL)
10 meg 110.14 (54.57) 4.58 (2.27)
104.16 (66.38) 4.34 (2.76) TherapeuticsMDr
; s Plac 0.7724 0.7724 -




Arithmetic Mean Estradiol Serum Concentrations - Unadjusted

TX-004HR 25 mcg (N=18) « bk
1 ejoice
35
E o] 1} Placebo
E [} 25 meg
5 s :
E 104 - '“‘-u\_\___\_
: S s
Esl [ - g——H- 0
: E - = _——H = ———___E
=
i
2 0 H H & 10 P

Haurs after capsule insertion Day 14

|5 represents day 84}

_Ca'-'i:l 0-24]
B (pg/mlL)

171.56 (80.13) 7.14 (3.33)
104.16 (66.38) 4.34 (2.76)

P-value vs Placebo 0.0108 0.0108

TherapeuticsMIy
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| Acceptability of
b » Product
Administration
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Was the product easy to use? )
ejoice

4 mecg 10 mcg 25 mcg Placebo
(N=181) (N=181) (N=184) (N=185)

171 (94.5%) 172 (95.0%) 175 (95.1%) 164 (88.9%)

Overall p-value = 0,035

TherapeuticsMIy
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How would you rate the ;@ﬁe

ease of insertion of the capsule?

4 mcg 10 mcg 25 mcg Placebo
(N=181) (N=181) (N=184) (N=185)

Excellent 79 (44.0%)  83(46.0%) 83 (45.0%) 65 (35%)
Good 77 (43.0%)  72(40.0%) 74 (40.0%) 79 (43%)
Fair 20(11.0%)  23(13.0%)  18(10.0%) 25 (14%)
Poor 5 (3.0%) 3 (1.7%) 9 (5.0%) 16 (9.0%)

Overall p-value = 0.037

TherapeuticsMIy
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Level of satisfaction with the product 4

4 mcg 10 mcg 25 mcg Placebo
(N=181) (N=181) (N=184) (N=185)

Very Satisfied 74 (40.13%) 84 (46.4%) 83 (45.1%)  41(22.2%)
Satisfied 57(31.5%)  55(30.4%) 62 (33.7%)  68(36.8%)
Unsure 23(12.7%)  28(155%)  21(114%) 39(21.1%)
Dissatisfied 19 (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%)

Overfl pevalue <0001

TherapeuticsMIy
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Safety
Endpoints

TherapeuticsMEFX




Overview of Adverse Events (AEs) Sk
(Safety Population)

4 mcg 10 mcg 25 mcg Placebo
{N=191) (N=191) {N=190) (N=192)

Any Subject with
Reported AE

Any Subject with
Reported TEAE
Any Subject with
Drug Related TEAE

Any Reported
Serious TEAE

Any AE Leading to
Discontinuation

113 (59.2%) 105 (55.0%) 107 (56.3%) 124 (64.6%)

96 (50.3%) 91 (47.6%) 90 (47.4%) 104 (54.2%)

38(19.9%) 28(14.7%) 34 (17.9%) 47 (24.5%)
0 (0.0%) 2 (1.0%) 3 (1.6%) 1(0.5%)

2 (1.0%) 3 (1.6%] 4 (2.1%) 5 (2.6%)

TEAE = Treatment Emergent Adverse Evant

TherapeuticsMIy
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—
TEAESs by Preferred Term Occurring 2 3% Accice

(Safety Population)

earerree Jorm 1:1 :n;;ﬁ] [?:Tatfj ‘ qisz'i";f} {P rjxa:cfgbzt;
Nasopharyngitis 5 {2.6%) 6 (3.1%) 7(3.7%)  10(5.2%)
Upper respiratory tract infection 5 [2.6%) 6(3.1%) 3 (1.6%) 5 (2.6%)
Urinary tract infection 5 (2.6%) 5 (2.6%) B(4.2%)  4{2.1%)
Back pain 9 (4.7%) 1(0.5%) 4(2.1%) 7 13.6%)
Headache 12 (6.3%)  14(7.3%)  5(2.6%) 14(7.3%)
Vaginal discharge 5(2.6%)  6(3.1%)  4(2.1%) 13 (6.8%)
Vulvevaginal pruritus 4 (2,1%) 2 (1.0%) 713.7%) 10 (5.2%)
Oropharyngeal pain 1 (0.5%) O {0.0%) 6 (3. 29%) 1 10.5%)

TEAE = Treatment Emergent Adverse Evant Therapeut icsMIT




Safety Protocol Procedures

* No significant difference in safety labs or vital signs

* No increase in estrogen sensitive tests (i.e., SHBG, Triglycerides)
* No significance difference in EKG findings

* No signal of estrogenic stimulation of the endometrium

TherapeuticsMC¥




Conclusions

TX-004HR at 4, 10 and 25 mcg demonstrated a positive benefit/risk
profile for the proposed indication of “treatment of moderate to severe
dyspareunia, a symptom of vulvar and vaginal atrophy due to
menopause”

Increased percentage of vaginal superficial cells
Decreased percentage of vaginal parabasal cells
Decreased vaginal pH

- Improved dyspareunia as the most bothersome symptom

Improved vaginal dryness
Efficacy observed at weelk 2

* No difference compared to placebo in incidence of TEAEs or SAEs

L]

Negligible to very low systemic absorption of 17-p estradiol

— Significantly lower than Vagifem

* High patient acceptability and satisfaction rates

Easy to use and insert without the need of an applicator

TherapeuticsMC¥
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Regulatory Strategy

* Proposed Indication: Treatment of moderate to severe
dyspareunia, a symptom of vulvar and vaginal atrophy due to
menopause

* Clinical Program Completed
* Positive Benefit/Risk profile demonstrated for 4, 10 and 25 mcg

* Planned NDA under 505(b)(2) pathway for the 3 doses
= Strategy confirmed at Pre-NDA meeting

* TherapeuticsMD to propose a highly differentiated label
*  Negligible to very low systemic absorption of 17 f-estradiol
*  Early efficacy/onset of action
«  Applicator-free

TherapeuticsMC¥




Yuvvexy™ (TX-004HR)

Proposed US Regulatory Approach/Labeling




FDA Scientific Workshop on Labeling “Lower”
Dose Estrogen-Alone Products for Symptoms of
VWA - November 10, 2015'

* “On the topic of the labeling for lower-dose estrogen products
delivered vaginally...”

“Lower-dose estrogen products [below 0.625 mg conjugated
"trugem u;ed in WHI and belc:'uu 0 G:‘ *5 mg r'Jf Eﬂtndml pr‘c:duI 5]

FDA seeking mput on Boxed II'uar'nimg.-’-; ction en exposure
data and Ph PD information relative to labeling lower-dose estrogen
products...




TherapeuticsMD proposal for
US Labeling—Governed by Regulations and Guidance

* Patient Counseling/Patient Labeling




Boxed Warning
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Contraindications

* Possible opportunity to remove or modify current Contraindication
“Known, suspected, or history of bre

| The American Cellegs of
 Cribetricians and Gyreeolegivt

B T e

COMMITTEE OPINION

ernibe B33 * March 2016

Commitbes oa Gynacologic Practcs

The Use of Vaginal Estrogen in Women With a History
of Estrogen-Dependent Breast Cancer




Warnings and Precautions

Proposed modification re: "Risks from Systemic Absorption”

Propose modification of each of the current Warnings with draft
language such as “When estrogens are used with resulting systemic
absorption higher than demonstrated for Yuvvexy™, an increased risk
of XX has been reported

May need to add “Although Yuvvexy™ use does not result in the leve
of systemic exposure associated with this inc ed risk, long-term
safety studies with Yuwvexy™ are not available.”

Proposed removal of “addition of a Progestin” section




Adverse Reactions
Clinical Pharmacology
Clinical Studies

* Adverse Reactions tables/listings specific to Yuvvexy™ clinical trials

* Clinical Pharmacology to reflect Yuvvexy™ pK data (neglighle to very low
systemic absorption)

v timepoint/onset of action

s efficacy




Dosage and Administration
Patient Information

Vagifem®, Estrace™ and Premarin® Vaginal Cream PI

Instructions for Use of Applicator

2 DOSAGE AND ADMINISTRATION

A single YUVVERY capsule should be
administered digitally intravaginaliy”




YUVVEXY™ (TX-004HR)
TherapeuticsMD Label Proposal

Potential Modification of Boxed Warnings

Estrogen Warnings
= al f Boxed A

E AND ADMINISTRATION

language to admini tal

NINGS AND PRECAUTIONS
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Q&A

* Robert Finizio - Co-founder and Chief Executive Officer, TherapeuticsMD
* Brian Bernick, M.D. - co-founder and Chief Clinical Officer, TherapeuticsMD

Sebastian Mirkin, M.D. - chief Medical Officer, TherapeuticsMD

Sheryl Kingsberg, Ph.D." - chief, Division of OB/GYN Behavioral Medicine, UH Case Medical Center,
Board of Trustees of the Morth American Menopause Society (NAMS)

Lisa Rarick, M.D." - Former Medical Officer & Division Director FDA Office of Women's Health (OWH]
and Center for Drug Evaluation and Research (CDER)

* Ginger Constantine, M.D." - President Endoheum Consultants, Former Wyeth Women's Health WP
and Therapeutic Area Director, Clinical Research and Development

+ James Simon, M.D.™" - professor of ObfGyn, George Washingtan University,
Past President of the North American Menopause Saciety (MAMS),
President Elect of the International Saociety for the Study of Women's Sexual Health [1S5W5SH)

Steven Goldstein, M.D.” - Professor of Ob/Gyn, New York University, Past President of the North
American Menopause Society (NAMS)
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THANKYOU

TherapeuticsMDy




Appendix

TherapeuticsMC¥




YUVVEXY™ (TX-004HR) — Target Product Profile

Target Goals Phase 3 Supportive Data

Efficacy

. bsorpticn with 4 mcg,
Low systemic exposure din phase 1 and 3

Fast onset of action

New lower effective dose

Phase 3 data included)

Improved user experience = uoy i sy i e’

pitally inserted — Norapplicat

clinicably signi
o drug-relat
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Phase 1 Single Dose PK Studies
TX-004HR vs. Vagifemr

Systemic absorption AUC (0-24 hours) and C,, (0-24 hours) for estradiol is
2- to 3-fold lower with TX-004HR relative to Vagifem® (p < 0.0001)

Study 500 - 25 meg Study 499 - 10 meg
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Wagdern b a negstered trademank of Hovo Nondisk 8¢5 Co
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LS Mean Change from Baseline to Week 12
The Female Sexual Function Index (FSFI)
Total Score

Em4mcg M10mecg mW25mecg ™ Placebo

s 12.00

g

T 10,00

=

= 6.00

E

x 4.00

b

e 2.00

W

b 0.00
4 mcg 10 meg 25 mcg Placebo
MN=153 M=152 M=156 N=158
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YUVVEXY™ (TX-004HR) o s
Medical Differentiation Index

PROGRAM IMPLICATIONS

| - Megligible to Low Systemnic Absorption

=
T 0%
W]
(%]
il . & - Variable Doslng
| |
10 mcg 25 meg 30 mog

] - 2 week onset of action
> 8 12 week
(S
< 8
L g T - Highly Efficacious for VWA/GSM
u E:
T
T 100%

® - High Satisfaction
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