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Forward Looking Statements
This presentation includes forward-looking statements within the meaning of Section 27A of the Securities Act of
1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended. All statements regarding
our expected future financial position, results of operations, cash flows, financing plans, business strategies, products
and services, competitive positions, growth opportunities, plans and objectives of management for future operations,
as well as statements that include words such as "anticipate," "if," "believe," "plan," "estimate," "expect," "intend,"
"may," "could," "should," "will," and other similar expressions are forward-looking statements. All forward-looking
statements involve risks, uncertainties and contingencies, many of which are beyond our control, which may cause
actual results, performance, or achievements to differ materially from anticipated results, performance, or
achievements. Factors that may cause actual results to differ materially from those in the forward-looking statements
include those set forth in our filings at www.sec.gov. We are under no obligation to (and expressly disclaim any such
obligation to) update or alter our forward-looking statements, whether as a result of new information, future events or
otherwise.
For Safety and Efficacy information: https://invobioscience.com/wp-content/uploads/2018/11/P-008_INVO-IFU-Nov2018.pdf

INVO Bioscience, Inc.
Nasdaq: INVO
INVO Bioscience is a medical device
company focused on commercializing
the world's only in vivo Intravaginal
Culture System (IVC), INVOcell®, an
effective and affordable treatment for
patients diagnosed with infertility.

Key Themes
• Growing Market
• ~$15-$18 Billion global infertility industry growing ~8-10% annually
• Underserved Patient Population
• underserved global market with more than~90%+ of infertile

individuals untreated = creates significant unmet market opportunity

• Addresses Key Industry Challenges
• Patented INVOcell device provides ability to address key industry
challenges regarding cost & capacity to help treat underserved
patients

• Approved Product
• FDA granted de-novo petition in Nov 2015, allowing U.S.

commercialization to begin; CE Mark received in October 2019

• Commercialization Underway
• Unique go-to-market approach using both standard distribution to

existing clinics as well as opening dedicated INVO Centers (first 3
now opened with planned rollout to additional markets)

Source: Allied Market Research, Grandview Research, CDC

At INVO Bioscience, We Are Democratizing Fertility…

…To Address a Significantly Underserved and
Unmet Market…

Globally - Over 90% of infertile couples remain
untreated
• 7% - 15% Estimated percentage of reproductive age women
experiencing infertility worldwide

• 150 Million Estimated global patient population with impaired
fertility

• Growing number of countries facing reduced pregnancies
• Only ~2.5 Million IVF cycles performed worldwide
• ~330,000 IVF Cycles in U.S. Market*

*According to the CDC, there are approximately 6.7 million women in the U.S. with impaired fertility

…With The Revolutionary INVOcell Solution…
Culture Device
The culture device holds the inner
chamber and provides protection from
contamination and is approximately 1.5
inches tall and 1 inch wide

1.5”

Retention Device
The retention device ensures the device
stays in place

Inner Chamber
Eggs & sperm are placed in the inner
chamber of the device (can use ICSI)

1”

…Which Provides an Alternative Advanced Fertility Process…

…And Reduces the Need For Lab Equipment and Resources…
Our INVOcell technology allows
fertilization and early embryo
development to take place in the

woman’s body

• Offers a personal, intimate experience
in creating a baby

• Provides a natural, stable incubation
environment

• Eliminates expensive and timeconsuming lab procedures

…While Maintaining Comparable Success Rates…
Average Patient Outcomes
ADVANCED TREATMENT

IUI

INVOcell (IVC)

8-10%

~52.1%

SUCCESS

IUI was reported to
have an 8-10% rate of clinical
pregnancy success*

SUCCESS

Retrospect data reflected a
~52.1% clinical pregnancy success rate (SART
2018)**

IVF

~53.6%
SUCCESS

Retrospect data reflected a
~53.6% clinical pregnancy success rate,
excluding PGT (SART 2018)**

INVO incubation period is country specific and is indicated for 3-5 days. In the US, the INVOcell Culture Device and Retention Device is not indicated for incubation periods
exceeding 72 hours. FDA has not approved or cleared the product as safe and effective for use for incubation periods exceeding 72 hours (off -label). Reference US
Instructions for Use (IFU) at https://www.invocell.com/hcp/wp-content/uploads/sites/6/2019/04/INVOcell-Instructions-For-Use-Booklet_R9-1.pdf.
*Fauque P, Lehert P, Lamotte M, et al. Clinical success of intrauterine insemination cycles is affected by the sperm
preparation time. Fertil Steril. 2014;101(6):1618-1623.

**Source: ASRM, SART May 17-19, 2020
https://www.sartcorsonline.com/rptCSR_PublicMultYear.aspx?reportingYear=2017#patient-first-attempt

…At an Affordable Cost of Traditional IVF...
$5,000 - $8,000
PER CYCLE*

INVOcell IVC
treatment with medication

REDUCED
LABORATORY
RESROUCES
NEEDED

$12,000 - $15,000
PER CYCLE*

Traditional IVF
treatment with medication

Fertilization, Conception
and Embryo
Development occur
inside the body not in a
laboratory

LESS
EQUIPMENT

LESS RESOURCES

TREAT MORE PATIENTS
WITH LESS

* Based on INVO Center pricing
Excluding optional add-on’s (ICSI, Egg Freezing, Genetic Testing); https://www.cnyfertility.com/ivf-cost/

NATURAL
INCUBATION

PATIENT
SAVINGS

…Thus Addressing the Key Industry Challenges…

Treatment Costs
•

Relative high costs of IVF treatment
reduces access for many

Infrastructure and Capacity
Constraints
•

Limited number of IVF clinics – and
clustered in population centers,
which also drives up costs for
patients in rural areas

•

Clinic throughput (volume limits) –
lab capacity limitations

•

Not enough capacity to handle the
needs – i.e., how to expand U.S.
market by over 1 million cycles per
year or a 3-fold+ increase?

…And Opening the Door to a Previously Unmet Patient Population.
Cost: A Key Barrier To Utilization Of IVF

Analysis* indicates that a 50% reduction in the price of IVF (or alternative advanced treatment) services could translate into a 160%
increase in demand for service.
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# of IVF / IVC Procedures

800,000
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Potential Impact on U.S. Market: $3.7 Billion Increase
•
Incremental 489,000 Procedures @ $7,500/cycle

400,000
300,000
200,000
306,000

306,000

100,000

Current U.S. Market: $4.6 Billion
•
~306,000 IVF Procedures @ $15,000/cycle

0
Current # of U.S. IVF Procedures

Implied Growth in IVC Based on Cost/Benefit

*Source: Chambers, Georgina M. et al. "The Impact Of Consumer Affordability On Access To Assisted Reproductive Technologies And Embryo Transfer Practices: An International Analysis". Fertility and Sterility 101.1 (2014):
191-198.e4. Web.

Summary of Patient and Clinic Advantages
INVOcell
Equivalent pregnancy rates
Lower cost per cycle

Improved accessibility to treatment
Natural and emotionally connected experience
Reduced risk of lab mistakes
More efficient for laboratory resources

Commercialization Strategy
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Commercialization Approaches
Deal Structures – We Do Both

INVO Centers
•

•

Partner with operator to create
dedicated INVO Centers or leverage
existing clinic and develop needed
lab component – have initially
identified +20 cities in the U.S. and
Mexico as targets
INVO Bioscience to provide the
device, training, investment and
technology/lab support or
management

•

Partner will be responsible for the
operations of the INVO Centers,
including entire IVC process

•

North American Focus

Distribution
•

Traditional medical distribution –
leverage distributor resources and
footprint to sell into existing fertility
clinics.

•

INVO Bioscience to supply INVOcell
device at predetermined pricing

•

Country/region exclusivity likely

•

Minimum purchase obligations

INVO Centers
A Key Part of our Mission and Commercial Strategy

Business Structure

Advantages
•

INVO Centers require less initial investment than
traditional IVF clinics and are operationally efficient =
enabling excellent patient affordability

INVO Bioscience to provide the device, funding, access
to training, and technology/lab support and management

•

Efficiencies – INVO Centers can handle more
patients than conventional clinics

•

Partner responsible for medical decision-making and
day-to-day INVO Center operating management

•

INVO Centers help drive greater awareness around
INVOcell and the IVC procedure

•

North American focus, with select international
opportunities

•

Ability to leverage our experience from initial centers
to optimize future centers, accelerate development
and penetrate existing clinics

•

Partner with physician operators to create dedicated
INVO Centers

•
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INVO Centers: Our 3 Year Goals
2022 thru 2024

20
*
12,000

Fully operational INVO Centers

Annual INVO Center cycles
•

Barely scratching the surface when considering:
•

Current annual U.S. IVF cycles = ~330,000

•

Adding an incremental 12,000 INVO Center cycles is only
a 3.6% increase for the industry – real market needs are
estimated to be over 1 million cycles/year
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* Assuming each center performs 600 annual cycles after initial 3 year ramp up period for each center

INVO Centers: Site Selection Process
Various factors, both quantitative and qualitative go into choosing potential locations

Insurance
Mandates

Health System
Ownership

Eliminating areas with
comprehensive
insurance mandates

Avoid markets where
a health system owns
both the OBGYN’s
and fertility clinics
resulting in potentially
reduced referral base

19 states have some
coverage mandate, but
only 9 states have
comprehensive
mandates.

OBGYN

Payment

Capacity

Population

We will focus on
areas with large
OBGYN groups
(10 plus) we can
partner with

Focus on areas that
are heavily cash pay

Focus on areas
that have
significant
capacity issues
= large needs
relative limited
availability

Number of
potential patients
within a
geography

Our key objective is to open clinics in geographic
areas that we feel we can develop quickly
19 | INVO Bioscience

Level of
IVF Care
Number of current
IVF cycles being
administering in
the area

INVO Centers: North American Focus
We have expanded our initial city list to 27 potential locations and will plan to prioritize them to optimize
the geography specifics and growth trajectory.

Operating INVO Centers
Announced Sites
Sites under active review*
*Cities for which preliminary review is complete are not shown on
map.
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Building an INVO Center
Estimated time, costs and initial operating targets

Est 3-year operating P&L
Year 1

Year 3

Op loss of
~$350K after
opening doors

Profit of
~$1.45M+

Profit of
~$425K+

Year 2
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6-8 Months

Per INVO Center: 3 Year Plan
700

# of Procedure Cycles
per INVO Center

$5,000,000
582

600

Average Revenue**
per INVO Center
$4,350,000

$4,500,000

$800,000

$3,000,000

$600,000
$2,500,000

310

~$425,000

$2,325,000

$400,000

300

$2,000,000

$200,000

$1,500,000

200

$0

$1,000,000
100

$1,400,000

$1,000,000

$3,500,000

400

~$1,450,000

$1,200,000

$4,000,000
500

$1,600,000

Net Operating Income
per INVO Center

60

$500,000

0

($200,000)
$450,000

($400,000)

$0

FY-1*

FY-2

FY-3

* Center becomes operational in second half of year 1

22 | INVO Bioscience

~($350,000)

($600,000)

FY-1*

FY-2

FY-3

** Actual per INVO Center revenue may vary based on
location.

FY-1*

FY-2

FY-3

INVO Center Model Potential
Assuming 20 Sites that reach operating plan

~$87 M
Potential Annual Revenue from INVO Centers

Longer Term Potential

could be significantly higher as INVO
Centers may evolve to include
collaborations with OB/GYN practice
groups and/or franchise opportunities.
23 | INVO Bioscience

Source: Allied Market Research, Grandview Research, CDC

~$30 M

Potential Annual Operating Profit from INVO Centers

Label Expansion in Process
Expand INVOcell Label to 5-day Incubation in
US
• Expand currently approved label from 3-day incubation
to 5-day incubation

• IRB approval to begin clinical trial, but COVID delayed
start

• Sufficient retrospective data became available in 2020
to submit 510k using real market usage data. In
process

• Align marketing with current standard IVF treatment
• Update INVOcell clinical success rate

Financials
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Revenue
$4,500,000

$4,160,116

$4,000,000
$3,500,000
$3,000,000
$2,500,000
$2,000,000
$1,480,213

$1,500,000

$1,037,286

$1,000,000
$494,375

$500,000
$0

$282,145
$11,689

$50,901

2015

2016

2017

2018

2019

2020

2021

Income Statement, Adjusted EBITDA, INVO Center Results

Balance Sheet

Key Statistics
INVO Bioscience (Nasdaq: INVO)

Data as of 3/31/2022

Market Cap

~$32 million

Stock Price | 52-Week Range

$2.64 | $2.16 - $5.43

Basic Shares Outstanding

12.1 million

FD Shares Outstanding

13.4 million (assuming conversion of convertible debt and all warrants and vested options)

Management Ownership

~5%; ~16% when including founder/affiliate

Cash (12/31/21)

$5.7 million

Investment Recap
Industry
• Multi-billion dollar, large and growing global
market opportunity
• Significantly underserved market

Product
• Revolutionary device, offering a breakthrough in
the fertility industry.
• High margins

Commercialization
• Multi-faceted commercialization strategy includes
partnering to open dedicated "INVO Centers" and
establishing agreements with distributors in key
markets.

Management and Key Personnel
Steven M. Shum
Chief Executive Officer & Director

Andrea Goren
Chief Financial Officer

Barbara Levy
Senior VP Global Clinical Integration

Inger Britt Carlsson, Ph.D.
VP of Medical Affairs

J. Chris Jensen
VP of Quality and Regulatory Affairs

Eamon MCGonigle
Director, Business
Development

Michael J. Campbell
COO & VP of Business Development

Chris Myer
VP Business Development – Americas

Pressly Ahammed
Director of International Business
Development

Yve Lyppens
Director of Business Development, Asia
Pacific

Terah Krigsvold
Controller

Tracy Caruso
International Product Registration
Specialist

Board of Directors
Steven M. Shum
Chief Executive Officer & Director

Rebecca Messina
Board of Directors

Barbara Ryan
Director

Matthew Szot
Director

Kevin Doody, MD
Medical Director and Director

Trent Davis
Director

Jeffrey J. Segal, M.D.
Director

Appendix
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No Limitations to INVOcell
IVF
ICSI
Perform ICSI
PGT (A,SR,M)
Run any genetic testing prescribed

AI Process
Life Whisperer (embryo grading)
Oocyte grading
Sperm Analysis
HBA Assay
PICSI
Zymot
Witnessing

Electronic witnessing (Matcher, RI Witness)

INVOcell

Patents & Approvals
• Container assembly for intravaginal fertilization and culture and
embryo transfer and method of intravaginal culture employing
such a container
• Europe, China, and Japan

• Incubation and/or storage container system and method
• Patent #US 7,759,115. Additional patents pending
• US, Europe, UK, France, Germany, Russia and India
• Registrations
• United States
• FDA Clearance of De Novo Class II device in
•
•
•
•

•
•

November 2, 2015
Canada
• Health Canada approved
Europe
• CE Mark (received Oct 2019)
India
• Product registered
Brazil
• ANVISA approved
Colombia
• New INVIMA in process
Mexico
• Registration in process.

Addressing Global Capacity Challenges
IVC = More Efficient Lab = Capacity Increase
INVO Center Lab

2000 Cycles = 1.5 Embryologists*

Traditional IVF Lab

2000 Cycles = 11 Embryologists (2008 recommendations)

*Supporting assumptions for process and time requirements with IVC compared to IVF available upon request

