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Disclaimer

This presentation has been prepared by AgNovos Bioscience, Inc. (“AgNovos”) for informational purposes only for members of the financial and investment community and not for any other purpose or to any other audience. This

presentation is highly confidential and proprietary to AgNovos and may not be reproduced or otherwise disseminated, in whole or in part, without the prior written consent of AgNovos. We have prepared this presentation solely to

illustrate the businesses of AgNovos, and it does not constitute an offer to sell, or a solicitation of an offer to buy, any securities of AgNovos. There may not be any sale of securities in any state or jurisdiction in which such offer or

solicitation or sale would be unlawful prior to registration or qualification under the laws of such state or jurisdiction.

Nothing contained in this presentation is, or should be construed as, a recommendation, promise or representation by the presenter or AgNovos or any director, employee, agent, or adviser of AgNovos. This presentation does not

purport to be all-inclusive or to contain all of the information you may desire. Information provided in this presentation speaks only as of the date hereof. AgNovos assumes no obligation to update any statement after the date of this

presentation as a result of new information, subsequent events or any other circumstances.

Certain information contained in this presentation and statements made orally during this presentation relate to or are based on studies, publications, surveys and other data obtained from third-party sources and AgNovos' own internal

estimates and research. While AgNovos believes these third-party studies, publications, surveys and other data to be reliable as of the date of this presentation, it has not independently verified, and makes no representation as to the

adequacy, fairness, accuracy or completeness of, any information obtained from third-party sources. In addition, no independent source has evaluated the reasonableness or accuracy of AgNovos' internal estimates or research and no

reliance should be made on any information or statements made in this presentation relating to or based on such internal estimates and research.

You should conduct your own investigation and analysis of AgNovos, its business, prospects, results of operations and financial condition. In furnishing this information, AgNovos does not undertake any obligation to provide you with

access to any additional information (including forward-looking information and any projections contained herein) or to update or correct the information. Certain information and conclusions set forth in this presentation are based on

projections. These projections were prepared for the limited purpose of analyzing the potential benefits and risks of an investment in AgNovos by illustrating, under certain limited assumptions, its financial performance. Investors

should be aware that projections are subject to many risks and uncertainties and may be materially different from actual results.

This presentation also includes express and implied 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 regarding the

current expectations, estimates, opinions and beliefs of AgNovos that are not historical facts. Such forward-looking statements may be identified by words such as “believes”, “expects”, “endeavors”, “anticipates”, “intends”, “plans”,

“estimates”, “projects”, “likely”, “should” and “objective” and variations of such words and similar words. These statements are made on the basis of current knowledge and, by their nature, involve numerous assumptions and

uncertainties. Nothing set forth herein should be regarded as a representation, warranty or prediction that AgNovos will achieve or is likely to achieve any particular future result, and actual results may differ materially from those

contemplated by such statements.

Various factors could cause AgNovos' actual future results, performance or events to differ materially from those described herein. This presentation does not purport to be all-inclusive or to contain all the information that a prospective

investor may desire in evaluating AgNovos. Each investor must conduct and rely on its own evaluation, including of the associated risks, in making an investment decision. Accordingly, neither AgNovos nor any of its directors,

associates, advisers, or affiliates shall be liable for any direct, indirect or consequential loss or damage suffered by any person relying on any statement or error in, or omission from, this document, and such liability is expressly

excluded.
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Agreement from FDA on approval pathway

Hip treatment included in pan-European treatment 

guidelines

Commercial with adopters in Germany, 

Switzerland, Belgium, Spain and Italy

225+ procedures performed across 10 countries

Spine product received Breakthrough Designation 

and IDE

In-house production capability

Pivotal trials for U.S. approval in hip and spine 

underway

New CE mark under MDR anticipated early ‘23 

paving the way for expanded commercialization 

across Europe

U.S. hospital in-patient and outpatient coding 

submissions underway

AgNovos has developed a novel, regenerative targeted 

treatment for weak bone at risk for fracture to address a 

significant, global unmet need in bone health

AgNovos at a glance

1. The treatment, known as AGN1 LOEP, is not yet approved in the U.S.; currently sold in Europe under general 

indication; RESTORE trial underway to demonstrate fracture risk reduction

Traction: Roadmap:

3



A woman’s risk of breaking her hip 
is equal to her combined risk of 
breast, uterine and ovarian cancer

600+ million women and men are impacted by 

osteoporosis and are at risk of fragility fracture
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A degenerative bone disease that reduces 

bone quality, architecture and strength resulting 

in increased fracture risk

Osteoporosis: global burden with significant unmet need

Normal bone Osteopenia Osteoporosis Bone fracture

$8Bn 
easily accessible core 

target market

$100+ Billion spent annually on 

osteoporosis and fragility fractures
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Current treatments 
are an incomplete solution

>45% residual risk remains even with 

perfect drug therapy compliance

the best therapies are still a "coin flip", and the rate of 

fractures continues to increase every year in spite of the 

drugs being available for decades

patients are ~12x more likely to refracture immediately 

following the first fracture

At least 12 – 18 months of compliant use 

needed to gain measurable protection

~50% of patients stop taking medication within 6 – 12 months, 

never reaching any meaningful protection

Low usage and compliance, even in 

highest-risk patients

3.

1.

2.
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25
25% of hip fracture patients aged 50 and 

over die in the year following fracture

40
40% of patients no longer able to walk 

independently following fracture

%

Significant Mortality Increased Disability and 
Reduced Quality of Life

%

I am less fearful of death but more 
afraid of not being able to play with 
my grandchildren."

The impact of fractures on 
patients is profound

“
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AGN1 regenerative material delivered 

through a minimally invasive approach

Provides immediate 

strength and protection

STEP 1 STEP 2

PATENT PROTECTED

Resorbed and replaced by 

bone over 6 to 9 months

STEP 3

Long term (7+ years) protection 

provided by biologically active bone

STEP 4

AgNovos Solution: Local Osteo-Enhancement Procedure is 
a targeted therapy designed to reduce fracture risk

See footnote 1

2. Howe et al., Osteoporos Int, 2019
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Treatments integrate well into existing patient care pathways

Concomitant: same surgical procedure as hip fracture repair

• AGN1 LOEP treatment performed during the same operative session as the 

hip fracture repair

• Patients presenting with hip fragility fracture are known to be high risk

• Treatment managed by orthopedic surgeon – single stakeholder

AGN1 LOEP for Hip a minimally invasive treatment with 

quick recovery to keep patients mobile

Stand Alone: scheduled surgical procedure to perform LOEP

• AGN1 LOEP performed as a scheduled procedure either on one or both hips

• Multiple modalities and channels exist to identify patients as high risk

• Osteoporosis care and treatment managed by multiple stakeholders

First Indication: Vertebral Compression Fractures (VCF)

• Awarded FDA “Breakthrough Device” designation as a resorbable solution to 

treat painful spine fractures

• Expected to overcome many of the shortcomings with PMMA, possibly 

including a reduction in adjacent fractures

Pioneering the next generation treatments in Spine

Vertebral Body Strengthening (LOEP)

• Strengthens weak bone to stop the cascade of spine fractures and 

improve patient outcomes

Spinal Devices

• Introduces a resorbable biologic solution to improve surgical outcomes 

and benefit younger, more active patients
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Building clinical evidence to transform the standard of care

Generating clinical evidence globally, including in the U.S., 

Europe, Hong Kong and Japan, with over 200 years of patient 

follow-up

8 Clinical Studies

Copley (12 pts.) “first in man” study with long-term follow-up

Completed

STRONG (13 pts.) concomitant procedural safety and efficacy
Completed

GRACE (55 pts.) commercial patient long-term follow-up
Enrolling

(100 pts.) VCF procedural safety and efficacy

Enrolling

CONFIRM (60 pts.) stand-alone procedural safety and efficacy
Long-term follow-up

(150 pts.) stand-alone procedural safety and efficacy
Enrolling

(~800 pts.) Clinically establish AGN1 LOEP hip 

fracture reduction comparative to 

standard of care controlEnrolling

Enrolling

(408 pts.) VCF pain reduction, improved function

and AGN1 resorption/bone formation

comparative to PMMA

FDA Pivotal Trials (blinded, randomized, controlled)
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Hip inidication, fracture reduction, is transformational
with approval, AGN1 LOEP would be the only approved, targeted treatment for 
fracture risk reduction

Hip Market Opportunity(3)

Concomitant

2,000,000 hip fractures occur annually

Annual “flow” of new hip fractures is a recurring opportunity

$4+ Billion

Less: ~20% of patients would not be 

a suitable candidate due to prior hip 

fracture or surgical stability(4)

Stand Alone

60,000,000+ women and men at high risk due to prior hip or 

other fragility fracture, DXA, FRAX, or other risk measure

$120 Billion

$27 Billion

Prior hip fracture

$27 Billion

High-risk through DXA,

FRAX or other measure

$66 Billion

Prior fragility fracture

• Access to a large, therapeutic end-

market

• “Drug-level” data enables quick adoption

• Supports payor approvals

• Significant barrier to entry

11 3. Source data includes IOF Compendium of Osteoporosis 2019; Kanis 2021 (SCOPE); National 

Osteoporosis Foundation

4. Patient exclusion percentage based on RESTORE study screening



FDA approvals in hip and spine targeted for 2026US

New CE mark under MDR expected in early 2023Europe

PMDA approval in hip targeted for 2025Japan

Currently commercial, building adoption across E.U. big 5

Commercial distribution partner, Asahi Kasei, already secured

Commercial strategy 
to access global markets

CMS pathways for coverage, coding and payment are underway
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Realize the economic potential through achievement of milestones
Historical de-risking establishes the foundation for future success

PMA Module 2 Complete
(2023)

PMA Module 3

Complete
(2024)

RESTORE 28th Event

(data lock)
(2025)

FDA PMA

Approval (Hip)
(2026)

U.S. Commercialization (Hip & Spine)
(2026)

FDA 510(k) De 

Novo Approval 

(Spine)
(2026)

CPT Category III Code 

Effective (Hip)
(2023)

CPT Category I Code

Effective (Hip)
(2027)

NTAP Effective (Hip)
(2026)

MDR CE Mark

(Hip)
(2023)

1,000th LOEP Procedure (Hip)
(2024)

5. Estimated dates subject to change and based on management’s expectations13



Large global market with significant unmet need

Osteoporosis impacts over 600 million patients worldwide with $100+ billion in global annual 

spending on treatment and care. Existing treatments are moderately effective and have significant 

real and perceived side effects(6) resulting in a continued upward growth of new fractures each 

year.

Realistic pathway to success

Commercialization in Europe underway with FDA and PMDA agreement on regulatory pathway 

approval and pivotal studies launched. U.S. Breakthrough designation and IDE approval for spine 

product. Strong, global IP on material and method.

Unique and highly innovative product with compelling data

Minimally invasive, targeted approach designed to treat osteoporosis at the highest risk sites of the 

hip and spine through the creation of strong, healthy, functioning bone that provides lasting protection.

Experienced leadership team and board

Board of Directors and management team with a proven track record. Operations and infrastructure 

established to support long-term growth.

explore more: www.agnovos.com
explore more: www.agnovos.com

Investment highlights

See footnote 1

6. Ferrari et al., Arch Osteoporosis, 2016
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Patients are waiting.

www.agnovos.com
New York, Rockville, Frankfurt, Dallas
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