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GLOBAL FUNDING FOR
CONTRACEPTION

R&D: POLICY CURES RESEARCH.
BROADENING HORIZONS TO

MEET A DIVERSITY OF NEEDS '
%—FINDER




The G-Finder survey

 tracks annual investment into R&D for new products and technologies to address priority global health
challenges since 2007: annual survey with funders, grant recipients and industry (self-funded) and publicly
available data (US NIH, Gates)

* Neglected diseases, emerging infectious diseases, sexual and reproductive health
 LMICs focused

« Sexual and reproductive health: data collected in 2013 and annually since 2018

« Contraception:
« Scope: all contraceptive research from early stage to post-registration studies (drugs, vaccines,
biologics, devices and combinations), LMIC applicable
« Categories: LARCs (e.qg. IUS, yearly IVRs), short-acting contraceptives (e. g. monthly OCP, micro-
array patch, NES/T gel), on demand (vaginal capsules, oral pills, gels), permanent, multiple or
unspecified duration

* Multi-purpose technologies (MPTs) analyzed separately

POLICY CURES RESEARCH



Global investment in contraceptive R&D 2018-2021
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Funding by contraceptive type: where is the focus? 2021 snapshot

1.4

51

Long-acting reversible (LARC)

+$12min device &

combo cMPTs
e.g., IVRs, MAPS,

Implants

0.5

Multiple or unspecified
duration

MW Devices and combinations

At least +$32m in on-

demand cMPTs e.qg.,

vaginal gels, films and

fast dissolve inserts

\4

Short-acting On-demand

Drugs

Biologics M Unspecified

1.0

Permanent

11

LARCs ($53m, 45%)

« almost exclusivelyinvested in devices & combination products
(97% of LARC funding)

» third consecutive decrease overall, but LARC devices still dominate

Multiple or unspecified duration ($36m, 30%)

« focusedon unspecified producttypes and drug R&D (91%) =

largely multi-year/multi-method projects
» doubling since 2018, general (albeit fluctuating) focus on products

the same

Short-acting ($23m, 20%)

« concentrated ondrug R&D (83%)

« Some $ to device & combinations (14%) e.g., IVRs, MAPs
» halving from 2020, but similar drug focus across all years

On-demand ($4.4m, 3.8%)
 mostly to novel drugs ($3.4m, 77%)
» similar funding levels across years, largely same focus on drugs

Permanent ($1.1m, 1.0%)

« via single drug R&D grant for fallopian tube-directed sclerotising
polycloidal foam
» lessthan half as much as either 2020 or 2018, but more than the

zeroin 2019
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Funders are few, and investment is concentrated

s mition®) o ot 102!

e Since 2018, 30 different funders of

contraception R&D. Funder® 2018 | 2010 | 2020 | 2021 | 2021 |
_ Gates Foundation 26 45 49 47 40%
e Justunder 90% of all funding s i o . . o o
between 2018 and 2021 came from i
three sources:the US NIH, the Gates Aggregate Industry 51 52 39 23 20%
Foundation and (aggregated) industry. Population Counci 3.5 29 2.9 10 8.9%
_ USAID 5.4 4.3 11 4.1 3.5%
e While Gates supporter of early-stage
R&D. US NIH has dominated funding Male Contraceptive Initiative (MCI) 0.6 0.8 1.4 1.7 1.4%
for clinical development & post- EC 0 0.2 1.5 1.2 1.1%
registration studies (e.g. CCTN). Children’s Investment Fund Foundation (GIFF) 04 | 04 0.4%
. . E Foundati <0.1 0.2 0.6 0.2 0.1%
e Funding that does not specify R&D ArSETHs ForneEaten
stage (40% of total) is nearly all from Vinnova <0.1 <0.1 <0.1%
Industry, covering undisclosedearly and Brazilian FAPESP <0.1 <0.1 <0.1 <0.1%

late-stage product development.

TOTAL* 114 143 140 117

*Totals in 2018-2020 reflect total funding for those respective years.

No reported funding.
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Female vs male end users

o Female end-user R&D dominates but M Multiple/unspecified Male || Female

has gradually declined 100%
. - 8%
« Male end-users and multi/unspecified 500, o
users have risen ’ -

80%

« Male contraceptives: 57% short
acting, and recentincrease in LARCs
and multiple/unspecified duration (from
an average of 21% 2018-2020to 42%
in 2021)
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Hormonal vs non-hormonal

 Hormonal contraceptives averaging 60%-+, but B Multiple/unspecified Non-hormonal Il Hormonal
has also experienced two consecutive years 100%
of decline (+ much on reduced/ultra reduced
hormones) 90%
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User-controlled vs non-user-controlled

I Not user-controlled B User-controlled

« Non-user-controlled contraceptives W Multiple/unspecified

largest, but this proportion has
decreased substantially overthe last
four years (from 61% to 35%). 90%

« User-controlled has increased
steadily.
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Contraception vs cMPTs (4-year average 2018-2021)

End-user 0.8% Hormonal 3% User-controlled 2%
.

Contraception cMPT Contraception cMPT Contraception cMPT
Multiple/unspecified B Multiple/unspecified B Multiple/unspecified
Male m Non-hormonal Not user-controlled
B Female B Hormonal B User-controlled
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Conclusion

« Stagnating, slightly decreasing levels of investment: $117m compared to $1,466m for LMIC-relevant

HIV/AIDS R&D or $243m from just one global company for R&D expenditure for cosmetics and personal
care in 2021

* Encouraging trends: towards more human-centred, user-centric design in contraceptive innovation
with more non-hormonal, user-controlled and male focused products funded
« although still in early development stages (91% of non-hormonal, 58% of user-controlled and 68% of
male-only contraceptive research funding is for early-stage research vs. 38% for all contraceptives)

 Limited pool of investors: 90% from US NIH, Gates and the industry, no support from the public sector In
LMICs or from public sector multilaterals » vulnerability
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Access to the data...

%'G"»’HNDERPOB SNAPSHOTS ~ POLICY CURESRESEARCH. G=FINDER | 202¢ POLICY CURES RESEARCH.

G-FINDER Contraception R&D report
March 2023 72 N/ AR SO MO REOOUCTVE EATH

“' r )) / / BN // UNDERSTANDING THE SPECTRUM
www.policycuresresearch.org/analysis [/ o) %

| | CONTRACEPTION R&D:

G-FINDER SRH report || e —
First: August 2020 I =

Next: October 2023
www.policycuresresearch.org/analysis

updated annually m—
www.gfinderdata.policycuresresearch.org/ G-FINDER data portal: tracking funding for global

health R&D
The GEINDER project tracks RAD funding for new

Thank you! cventola@policycuresresearch.org

qum vndgcq»"?.ggop@ Aa'l':@do-,;:&:O

POLICY CURES RESEARCH


http://www.policycuresresearch.org/analysis
http://www.policycuresresearch.org/analysis
http://www.gfinderdata.policycuresresearch.org/
mailto:cventola@policycuresresearch.org

Private Investment in Contraceptive Innovation
July 26, 2023

) RH Capital

A RHIAVENTURES FUND

47 Kearny St., Suite 600, San Francisco, CA



Agenda

Venture Capital Overview

RH Capital

Attracting Private Investment in CT

Market Overview & Opportunities
Innovation Pipeline

Q&A

17



What is Venture Capital (VC)?

Private investment into early-stage companies for equity with expected high long term
growth potential.

+-©- VCs —O Investment
—o—p (10 yr fund life) . - Bankers
e Innovation

Entrepreneurs

Exit * Stock
® Acquisition

-Self-funded e Initial Public f

-Family & friends Offering

-Philanthropic Private Investors (IPO)

-Gov’t program Public

(SBIR, SBA) Markets

-Loan

-Venture Captial

: GxDRACapital



VCs role in the Economy

The #1 source of capital for the high-growth economy.

<0.25% ~50% S65B

of companies receive VC of companies undergoing of VC capital invested in

funding IPOs are VC backed healthcare in US and
Europe (2022)

Backing companies such as

n -~ "In recent decades, VC has generated more U.S.
J economic and employment growth than any other
g investment sector. Annually, venture investment makes
a ' . up only 0.2% of GDP, but delivers 21% of it."

- Brookings Institution



) RH Capital

A RHIAVENTURES FUND

An early stage, venture capital fund advancing innovation
and health equity in reproductive health

Focus Areas:
$
o 5
L\ al
Fo @
Contraception Maternal Health

N

Other High Impact Areas
of RH

S40+M

Assets under Management (AUM)

18

Investments to date (~20 target)

BILLe MELINDA
(GATES foundation

Strategic Partner




Contraceptive Strategy & Portfolio PR

De-Risking innovation to bring the next generation of contraceptives to market with the

largest contraceptive portfolio in the world.

éeking solutions which are:\

e Highly Effective

e Non-hormonal focus

e On Demand methods

e User-controlled vs. HCP

\controlled

e Male and Female methods

/

6

Contraceptive Innovation Portfolio

cHontraline CIRQLE

biomedical
Male Next Gen Female
Contraceptive Contraceptive

OCON U YourChoice

Spherical IUD &

Drug Delivery Platform Next Gen Male & Female

Contraceptive

Contraceptive Access Portfolio

OoTC

Cadence twentyeight ) RH Capital



The role of VC in Contraceptive Innovation

Product Development Stage

Pre-Clinical Early Clinical Late Clinical

Discovery Commercialization

Research Trials Trials

Capital Stage

Non-dilutive funding (Grants via academic, Gov’t, Foundations) -

Angels |Bootstrap

Pre-seed Seed Series A Series B+




Attracting Different Types of Capital

Capital sources for innovation have different criteria, including factors such as risk appetite
and capital return expectations.

_ Public v. Private Capital

Public
< Investment
H .00
S I
o
£
S~
-z
0
x 3
@)
—
Low

Return

&

Private
Investment

—l

Corporate
Investment

High

Expectation

- Private Investment Criteria

Q

QRAQR

Q

Large and/or Growing Market
(revenue and demographics)

Technology protected by strong IP
Differentiated from Competitors
Clear Regulatory Pathways

Commercial & Reimbursement
Potential

Path to Exit via IPO or Acquisition

GxDRACapital



Attracting Private Investment
A New Era for Contraceptive Innovations




Non CT User

Current CT
User

An Innovators Dream

450M + women across the globe are potential users of new contraceptive technologies

15-49 Yr Old Women (Millions in 2025) Rest of World

United States & Canada 1,154.5M
Y 425
68.5M
19.5
26.8M
14.6
Sexually Target Sexually Target
Active Market Active Market
Women Women ,
Sexually Target Market
Active
10 Women ) RH Capital

A RHIA VENTURES FUND

Source: Avenir LPPP project (www.lppp.avenirhealth.org); team analysis



http://www.lppp.avenirhealth.org/

Measured in Billions |Global Contraceptive Market

A large and growing market, with a projected 6% global growth rate through 2030

Global Contraceptive Market 2025-2030

$40,000
$30,000
= Rest of the World
| $17.5B in 2030
$20,000
North America &
$10,000 — Europe
S18B in 2030
$0 I
2025 2026 2027 2028 2029 2030
B MEA Latin America || AsiaPacific [}] Europe [ North America
* O RACapital

Source: Global Market Insights, Contraceptives Market Report, 2023- 2032



Market Breakdown |Product Comparisons

Hormonal CT dominates North American market, but is less prevalent globally

CT Product Comparison $11,855 M Other Hormone
2025 =2 Proéuc’[s_ e US/Canada market is larger
vaginal Rings than Europe, despite having
B Hormonal IUD ~60% of the population
B Oral Contraceptives
Other Devices** e Both US/Canada and
B Copper IUD European markets are
B Condoms growing slowly compared to
% Hormonal CT 82% other regions
e “On-demand” methods
represent only ¥15% in the
US/Canada but:
% Non-Hormonal CT 18% o 45% of European market
2025-2030 CAGR Us/Canada 5.;u*;,pe Rest g g8 o © 60% In other regions
4.3%
*Other Hormone Products include Subdermal Implants, Injectables and Topical Gels

e+ Other Devices-nclude-S Dot |

27 ) RH Capital
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Source: Global Market Insights, Contraceptives Market Report, 2023- 2032



CT Products in US Market

Pharma Company/Startup - Implant OC Pills Injectable Vaginal Gel [g:lggﬁ?aglm

Abbvie (prev. Allergan)

Bayer AG ;/ ;/
Agile (V4
Organon (prev. Merck) v

Pfizer

ANA AN
AAN

Teva Pharmaceuticals
CooperSurgical v v
Mylan

AAN

Mayne Pharma

Perrigo (prev. HRA Pharma)
J&J/Janssen

Evofem v

Female Health Co/Veru

ANAN

4
Various manufacturers v
*OCs, condoms, and IUDs have several large and small competitors; other categories have less representation
*R&D efforts are primarily focused on developing new varieties of existing products; very little R&D focused on “novel” methods

*Reasons for lack of R&D in women’s health include: concern over developing drugs for a healthy population, product liability risk,
regulatory risk, and higher ROI opportunities (cancer, cardio)

Key Takeaways

28 ) RH Capital
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Source: Global Market Insights, Contraceptives Market Report, 2023- 2032; company websites



Regulatory Guidance for Product Development

The hormonal CT regulatory pathway is well established, while non-hormonal and male products
have the opportunity to work with regulators to develop new approval standards.

Regulatory pathway

Discovery Pre-Clinical

Phase |
Clinical

Research Research

Research

Phase Il Phase lli

Clinical Clinical Commercialization

Research Research

Investigational New Drug (IND)
Submission to FDA

Hormonal

Established regulatory standards: size of
trials, number of cycles, and pregnancy as
primary outcome measure

29

New Drug Application (NDA)
Submission to FDA

Non-hormonal

Working with regulators to develop new
standards.

RRRRRRRRRRRRRRRR



Reimbursement |US & Europe

Payment process and rates vary significantly by country, slowing commercialization.

o Single-payer system

E Multi-payer system

e Affordable Care Act (ACA) passed in 2010 requires

insurance companies to pay for contraception e EU member state recognize a reproductive
and counseling with no out-of-pocket costs to health and rights is a prerequisite for achieving
consumers gender equality and a basic human right
o Applies to all FDA approved products,
including male condoms but not vasectomies e Numerous EU Member States have
subsidized contraceptives on the grounds
e Many insurance companies were not complying of public health or to uphold fundamental
with regulations, pushing women towards cheaper, rights

generic products
o In 2022, after consumer complaints, federal
govt began to enforce ACA requirements

e Typically, national health systems negotiate
price and pay for contraceptive products
with some co-pay required

Resulting in lengthy process to get new products
approved on insurance company’s formularies

N axDRA Capita



Early Market Validation

Momentum in the segment has increased with recent CT product launches and exit activity

New Products Recent M&A Activity

/ p—

Yo snmiil
\_ruepiil )

A PART OF WATCH MEDIA
MED U “ ATCH 24301 2

24 JULY 2023
R E LR il egp 2 8 MEDTECH HEARING HEALTH REGULATION OTHER

03/08/2022 | 3t 10:40 PHARMA & BIOTECH

ANNOVERA

One year of birth control
with just one ring.

s

Organon backing satisfies Danish
Annovera Twirla startup's funding needs for a new non-

Hormonal Ring H | Patch hormonal contraceptive
A t 2018 O r m O n a a C A new deal with US-based Organon, valued at as much as USD 370m, is enough
u g us for two founders to retain ownership of women'’s health firm Cirgle Biomedical.
December 2020

No longer lacking funding, they can continue developing a non-hormonal
contraceptive candidate.

__a

@ ousinesswire v

Teva Announces Completion of PARAGARD® Divestiture to
CooperSurgical

Teva receives $1.1 billion cash proceeds to progress repayment of term loan debt

Closures mark first completion of planned divestiture of non-core assets to enable greater focus on core

P h exX | Specialty therapeutic areas of CNS and Respiratory
Non-hormonal Gel u
September 2020 e

31 (X)) RH Capltal
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Catalyzing Contraceptive Innovation

The business case for private investment: An underserved market with high-upside potential

Private Investment Criteria

Large and/or Growing Market (revenue and RH Capital’s Value Add

demographics) e Masterclass series with technical

Technology protected by strong IP expertise (scientific, regulatory)

e Support from BMGF

Differentiated from Competitors
e Expertise in commercialization

Clear Regulatory Pathways from existing CT portfolio

e Creating tools and resources to
support the next generation of
CT companies

Commercial & Reimbursement Potential

Path to Exit via IPO or Acquisition

JEONCIQIQIQ

32 (X)) ARH Capltal
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Pipeline | Non-Hormonal Female Contraceptive

RH Capital Portfolio Company

Proof of Concept Preclinical enabIIiI:I1D/GLP Phase I/FIH Phase Il/Pilot Phase Ill/ Pivotal &
g Submission
7 YourcChoice ° & Approval
. .(XBHCI::;‘Z) 3Dawghters (copper 1UD) @l®elN| (Ballerine) > —gé Eh!éc]i]]? cﬁ
Sperm Motility/ e seo (CNSHE (Copper UD)
Viability (SAC inhib.) gel) &) YASOTHERAPEUTICS
Contracept (CatSPER) (vaginal gel)
Obstruction w/ . (IlDdoré'Cwo
Sperm Viability Cqule (Ovaprene)
Obstruction R
Only WIUCRIMUNE ZabBio
CT) (Ab CT)
NOVALINA (reversible)
Fallopian T : :
Tube cHntraline Eclipse (perm.block) %ﬁg AltaScience &) femasys
Occlusion (reversible) Femiguard (reversible) (perm. block) (FemBloc, perm. block)
& hoice (reversible)
Overa
Egg (ADC)

- . Mifi50
Post-Fertilization

3 ) RH Capital
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Pipeline | Male Contraceptives

Hormonal & Non-Hormonal offerings

RH Capital Portfolio Company

Proof of Concept Preclinical I.ND Phase I/FIH Phase Il/Pilot Phase Ill/ Pivotal A
enabling/GLP . bFD_A_
ubmission

&A |
Govt/Acad DMAU in;. pprova
: i “% POPULATION
Spermatogenesis \.I !2929!‘0'09 Govt/Acad DMAU pill ° CoUNCIL
GOVt/ A ca d eas. Evidence. Impact.
118-MNTDC pil (NES/Tes gel)
Sperm Transport LF\E/Z;E;‘T;'B"- cHontraline
(ADAM)

Sperm Motility 5‘ Sacyl Epp/nPharmauinc

(SAC inhib.)

Fertilization

34 ) RH Capital
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Thanks for Attending

Questions: cti@fthi360.org
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