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Disclaimer
This presentation has been prepared by Bone Therapeutics SA (the "Company") to provide an overview of the Company (and, together with its shareholders, subsidiaries and associated companies, the “Group”). For the
purposes of this notice, “Presentation” means this document, its contents or any part of it, any oral presentation, any question or answer session and any written or oral material discussed or distributed during the Presentation
meeting. This Presentation may not be copied, distributed, reproduced or passed on, directly or indirectly, in whole or in part, or disclosed by ay recipient, to any other person (whether within or outside such person’s
organisation or firm) or published in whole or in part, for any purpose or under any circumstances. This Presentation is an advertisement and not a prospectus. Save as set out below, the Presentation has been prepared on the
basis of information held by the Group and also from publicly available information. This information, which does not purport to be comprehensive, has not been independently verified by or on behalf of the Group. The
Presentation does not constitute an audit or due diligence review and should not be construed as such.
This Presentation contains information on the Company’s markets and competitive position, and more specifically, on the size of its markets. This information has been drawn from various sources or from the Company's own
estimates. Investors should not base their investment decision on this information. This Presentation also contains certain forward-looking statements. ”. These forward-looking statements can be identified by the use of forwardlooking terminology, including the terms “believes”, “estimates”, “anticipates”, “expects”, “intends”, “plans”, “may”, “will” or “should” or, in each case, their negative or other variations or comparable terminology or by their context.
These statements are not guarantees of the Company's future performance. These forward-looking statements relate to the Company's future prospects, developments and marketing strategy and are based on analysis of
estimates not yet determinable. Forward-looking statements are subject to a variety of risks and uncertainties as they relate to future events and are dependent on circumstances that may or may not materialize in the future.
The Company draws your attention to the fact that forward-looking statements cannot under any circumstance be construed as a guarantee of the Company's future performance and that the Company’s actual financial position,
results and cash flow, as well as the trends in the sector in which the Company operates may differ materially from those proposed or reflected in the forward-looking statements contained in this document and the
accompanying oral presentation. Furthermore, even if the Company's financial position, results, cash-flows and developments in the sector in which the Company operates were to conform to the forward-looking statements
contained in this document and the accompanying oral presentation, such results or developments cannot be construed as a reliable indication of the Company's future results or developments. Certain figures and numbers
appearing in this document and the accompanying oral presentation have been rounded. Consequently, the total amounts and percentages appearing in the tables are therefore not necessarily equal to the sum of the
individually rounded figures, amounts or percentages.
Information relating to markets and other industry data pertaining to the Company’s business included in this presentation has been obtained from internal surveys, scientific publications and publicly available information. The
main sources for industry information were peer-reviewed publications, sector association studies and government statistics. Bone Therapeutics has not independently verified information obtained from industry and public
sources. Certain other information in this presentation regarding the industry reflects the Company’s best estimates based upon information obtained from industry and public sources. Information from the Company’s internal
estimates and surveys has not been verified by any independent sources.”
The information included in this presentation has been provided to you solely for your information and background and is subject to updating, completion, revision and amendment and such information may change materially.
No person is under any obligation to update or keep current the information contained in this presentation and any opinions expressed in relation thereto are subject to change without notice. No representation or warranty,
express or implied, is made as to the fairness, accuracy, reasonableness or completeness of the information contained herein. Neither the Company nor any other person accepts any liability for any loss howsoever arising,
directly or indirectly, from this presentation or its contents.

This document and its contents may not be viewed by persons within the United States (within the meaning of Regulation S under the Securities Act) other than (i) by QIBs (Qualified Institutional Buyers) or (ii) in “offshore
transactions” within the meaning of Regulation S. This document and any materials distributed in connection with this document are not directed to, or intended for distribution to or use by, any person or entity that is a citizen or
resident or located in any locality, state, country or other jurisdiction where such distribution, publication, availability or use would be contrary to law or regulation or which would require any registration or licensing within such
jurisdiction. The distribution of this document in certain jurisdictions may be restricted by law and persons into whose possession this document comes should inform themselves about, and observe any such restrictions. This
document does not constitute or form part of, and should not be construed as, an offer, solicitation or invitation to subscribe for, underwrite or otherwise acquire, any securities of the Company nor should it or any part of it form
the basis of, or be relied on in connection with, any contract to purchase or subscribe for any securities of the Company, nor shall it or any part of it form the basis of or be relied on in connection with any contract or commitment
whatsoever.
By reviewing this document and attending the meeting where this Presentation is made, you warrant, represent, acknowledge and agree to and with the Company and the Banks that (i) you and any persons you represent are
either (a) QIBs or (b) are located outside the United States, (ii) you have read, agree to and will comply with the contents of this disclaimer including, without limitation, the obligation to keep this Presentation and its contents
confidential, and that you will abide by the terms of any additional agreement in respect of confidentiality and non-disclosure which you may be asked to sign and (iii) you will not at any time have any discussion, correspondence
or contact concerning the information in this Presentation with any third party without the prior written consent of the Company.

3

BONE THERAPEUTICS | H1 2020 Results – 26 August 2020

Agenda

4

01

Welcome and introduction

02

Highlights H1 2020

03

Financial Results H1 2020

04

Outlook

05

Q&A

BONE THERAPEUTICS | H1 2020 Results – 26 August 2020

Agenda

5

01

Welcome and introduction

02

Highlights H1 2020

03

Financial Results H1 2020

04

Outlook

05

Q&A

BONE THERAPEUTICS | H1 2020 Results – 26 August 2020

Recent strategic developments

Phase III – JTA-004 – Authorities clearance to proceed in 7/7 countries in June 2020
- 164 patients recruited as of 13 of August 2020
Phase IIb – ALLOB – EU clearance
toPlatform
proceed in 6/7 countries in August 2020
MSC
- first patient expected in H2 2020
BT-20 – Expanding existing pipeline from orthopedics into inflammatory conditions,
including COVID-19, leveraging Bone Therapeutics platform of differentiated MSCs
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JTA-004 is currently evaluated in the ongoing pivotal Phase III
placebo controlled, randomized, double-blind, multicenter study
Patients with mild to moderate
symptomatic KOA (KL grade II – III)

Single intra-articular injection
JTA-004 vs placebo vs Hylan G-F 20

• 676 patients (treated)
• 6 EU countries & HK
• 22 sites planned

+ Safety
follow-up

//
W2

M1

M2

M3

M5

M6

M12

D1

▪ Reduction in knee pain at month 3 compared to placebo
Primary objective

Key secondary
objectives

▪ Reduction in knee pain at month 6 compared to placebo
▪ Reduction in knee pain vs refence (Hylan G-F 20) at M3-6-12
▪ Improvement in physical function, Patient Global Assessment and qualify of life
KL: Kellgren-Lawrence
KOA: Knee Osteoarthritis
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Recent developments and anticipated next steps for JTA
05/2020

Aug 2020

H1-2022

First Patient Treated
Phase III

~20% of target assessable
patients treated

Potential filing EU
market authorization

2020

8

2021

Nov 2020

Q4-2020

Q3-2021

Planned FDA
Consultation

End patient
recruitment Phase III

Topline results
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Phase III

2022

JTA is addressing a large and growing market

$ 3.6

Value of osteoarthritis market
(2016)

billion

250

Yearly number of procedures

million

Annual growth, driven by

6%

▪ Ageing population
▪ Extanding life expectancy
▪ Rising levels of obesity

€ 300 to 600
million
•
•
•
•
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Vos et al., A systematic analysis for the Global Burden of Disease Study 2010. Lancet 2012; 380:2163-96
Viscosupplementation: Global Analysis and Market Forecasts, April 2017, Global Data
Opportunity Analyzer: Osteoarthritis - Analysis and Forecasts to 2026, September 2017, Global Data
Analyst’s estimates
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Expected peak sales

ALLOB is being prepared for a Phase IIb placebo controlled,
randomized, double-blind, multicenter study
As add-on to standard reduction surgery
Percutaneous injection, 24-72h post operation
ALLOB + SOC vs SOC alone

Patients with fresh tibial fracture at
risk for delayed/non-union

• 178 patients (analyzable)
• Up to 7 EU countries planned
• 40 sites planned

Safety
follow-up

Fracture reduction

M3

W6

Normal fracture healing

Primary objective

Key secondary
objectives
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//
M4

M5

M6

M9

Delayed union

M24

M12

Non union (FDA definition)

▪ % patients with RUST* at month 3 above a defined threshold, predictive of future fracture healing after treatment with ALLOB compared to
placebo.
▪
▪
▪
▪

Speed and rate of healing (including full weight bearing and pain at palpation)
Rate of rescue intervention
Leg function
Return to normal activities
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* RUST: Radiological Union Score for Tibia
SOC (Standard of care): wait-and-see

Recent developments and anticipated next steps for ALLOB
Aug 2020

H2-2020

H1-2021

Phase IIb: CTA in 7
countries (5 full approvals,
1 conditional, 1 pending)

First Patient First Visit
ALLOB Difficult Tibial
Fractures Phase IIb

Planned FDA
Consultation

2020

2021

H2-2020

Q4-2021

ALLOB Spinal fusion
Phase IIa results – 24 months

End recruitment
ALLOB Difficult Tibial
Fractures Phase IIb

Preparation of next steps
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ALLOB
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H1-2022
Topline results
ALLOB Difficult Tibial
Fracture Phase IIb

2022

ALLOB is addressing a large and growing market
Difficult fractures

$ 2.6

Value of bone graft
substitutes market
(2016)

billion

1.7

€ 280 to 500
million
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$ 7.1

Value of spinal fusion market
(2016)

billion

Number of procedures in EU5,
US & JP (2016)

million

5%

Spinal fusion

1.1

Number of procedures in EU5,
US, JP & CN (2020)

million

Annual growth, driven by

Annual growth, driven by

▪

Ageing population

▪

Ageing population

▪

Rising levels of obesity

▪

Sedentary lifestyle

▪

Product innovation

▪

Innovation

Expected peak sales

BONE THERAPEUTICS | H1 2020 Results – 26 August 2020

3%
€ 270 to 800

Expected peak sales

million

•
•
•

MediPoint: Bone Grafts & Substitutes – Global Analysis and Market Forecasts, March 2017, Global Data
MediPoint: Spinal Fusion – Global Analysis and Market Forecasts, December 2016, Global Data
Analyst’s estimates

Stefanos Theoharis appointed as CBO to accelerate strategic
discussions for the commercialization of ALLOB and JTA-004

▪ Stefanos brings more than 15 years of business development
experience in the pharma and biotech industry, specifically in the
cell and gene therapy space

Stefanos THEOHARIS, PhD
Chief Business Officer
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▪ Previously Senior Vice-President at Cell Medica (allogeneic T-cell
immunotherapy), Chief Business Officer at apceth GmbH,
(genetically-engineered mesenchymal stromal (MSC) cell products),
Head of Business Development at the antisense RNA drug specialist
Antisense Pharma (now Isarna), and Director Business
Development at Roche. Stefanos also worked at Lazard.

Next Generation MSC

14
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Leveraging Bone Therapeutics platform of differentiated
MSC platform into a broader range of conditions
Aspiration

Isolation

Bone
Marrow

Mesenchymal
stromal cells

Expansion and differentiation

Differentiated cells

Administration

Differentiated cells

Manufacturing
process
High-yield
production

MSC Platform

Healthy
donor

Cryopreservation

1 bone marrow donation doses
to treat up to 100,000 patients

Allogeneic

Off the shelf

Scalable

Cryopreserved

Key
advantages
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Multiple sources of MSC allow various developments
MSC Platform development process

Bone marrow
Development of MSC based Cell Therapies
Expansion/Differentiation

MSC

BT-20

Expansion/Differentiation

ALLOB

Expansion/Differentiation +/- Gene modification

New
Generation

iPSC

Development of new products through BT
differentiated MSCs platform

16
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Target modified MSCs for optimized
function or payload

Establishing partnerships for
innovation towards new MSC
based products

BT-20 is an immunomodulatory MSC derived product
Immunomodulatory partially differentiated MSC Cell Therapy Product
Integrated in BT differentiated MSC platform IP

Amenable to large scale production
Pre-clinical package with safety data and immunomodulatory in progress
Performed Scientific Advice with AFMPS – Belgian Regulatory Competent Authority
Grant from the Walloon Region for pre-clinical research and Phase I clinical study
Product optimization targeting broad ARDS or CTA submission in view of emerging C-ARDS
(Covid) associated unmet medical needs
17
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Recent developments and anticipated next steps for New
Generation of MSC Therapies
Q3-2020

Q4-2021

Grant from Belgian authorities

Establish next preclinical target

BT-20

BT-XX

2020

18

04-2020

Q4-2020

Scientific Advice with AFMPS Belgian Regulatory
Competent Authority

Consider potential CTA
Submission

BT-20

BT-20
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2021

Balanced portfolio composed of products
in late and early development stages
Discovery
JTA-004

Knee
ostheoarthtiris

ALLOB

Difficult
fractures

ALLOB

Lumbar spinal
fusion

BT-20

Inflammation

BT-XX

Other

Pre-clinical

Phase I

Phase IIa

Recruitment
about to start

Ongoing

MSC

19
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Phase III
Recruiting

Ortho

Next
Generation
MSC

Phase IIb

Ongoing

In preparation

Agenda
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Key financial figures for the period ended 30 June 2019

Key financial

(€ million)

• In Q2 2020, secured total committed value of € 15M in two
successful funding operations to support clinical progress

1.68

(10.13)

(7.12)

R&D expenses

(8.53)

(5.47)

G&A expenses

(1.61)

(1.64)

Operating expenses

• Anticipated net cash burn for FY2020: ~ € 15-16M
(versus € 11.5M in 2019)

Operating result

(9.10)

(5.44)

• Anticipated runway into Spring 2021

Net result

(9.84)

(5.59)

• Pre-commitment from existing shareholders to participate in the
next fundraise planned in H2 2020

Net cash flow

(1.41)

4.99

Operating activities

(8.28)

(4.87)

Investing activities

(0.09)

(0.27)

9.78

10.12

10.04

13.16

• Post period, awarded non-dilutive funding (RCA) and 2 grants
from the Walloon Region to advance JTA-004 PhIII study and
for research and initial preparatory steps towards clinical
development of BT-20

Financing activities
Net cash position (at end of period)

21

H1 2019

1.04

Operating income

• Net cash as of 30 June 2020: € 10.0M

H1 2020
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Overview of recent developments and anticipated next steps

May 2020
First Patient First
Visit JTA-004
Phase III

JTA

Nov-2020

Q4-2020

Planned FDA
Consultation
JTA-004

End patient
recruitment
JTA-004 Phase III

2020

H1-2022

Q3-2021
Topline results
JTA-004 Phase III

Potential filing EU
market authorization
JTA-004

2021

2022

Ortho
First Patient First
Visit ALLOB Difficult
Fracture Phase IIb
H2-2020

ALLOB

Next
Generation
MSC
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BT-20

24 months result
ALLOB Spinal
fusion Phase IIa

Planned FDA
Consultation
ALLOB

End recruitment
ALLOB Difficult
Fracture Phase IIb

H2-2020

H1-2021

Q4-2021

Topline results
ALLOB Difficult
Fracture Phase IIb
H1-2022

April 2020

Q4-2020

Q4-2021

Scientific Advice
with AFMPS

Consider CTA
submission

Establish next
preclinical target

BT-20

BT-20

BT-XX
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Summary

Focused on execution of JTA Phase III and ALLOB Phase IIb
for clinical results in 2021 and 2022

Accelerating strategic discussions regarding the commercialization
of both our clinical assets with potential business partners
Leveraging the synergies of its allogeneic MSC platform to target a
broad range of additional conditions
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Q&A

