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Disclaimer

The statements made in this presentation may include forward-looking statements regarding the future
operations of SAFE ORTHOPAEDICS, including estimates of target market opportunity, timing of planned
clinical trials and results from those trials, regulatory strategy and timing of planned regulatory submissions,
manufacturing capabilities and strategy for expansion of the SAFE ORTHOPAEDICS instrumentation. Although
we believe that the expectations contained in this presentation are reasonable, these forward-looking statements
are only estimations based upon the information available to SAFE ORTHOPAEDICS as of the date of this
presentation. Except as required by law, we expressly disclaim any responsibility to publicly update or revise
our forward-looking statements, whether as a result of new information, future events or otherwise. Thus, the
forward-looking statements herein involve known and unknown risks and uncertainties and other important
factors such that actual future operations, opportunities or financial performance may differ materially from these
forward-looking statements. Undue reliance should not be placed on forward looking statements, which speak
only as of the date hereof. All forward-looking statements contained herein are qualified in their entirety by the
foregoing cautionary statement.
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A highly experienced and complementary team
Pierre Dumouchel – Interim CEO and co-founder
Strong international development experience
►
►

10 years within the Spine instruments/implants industry
Experienced at managing industrial processes and managing sub-contractors developed
within the automobile industry

Thierry Lambert – CFO
Experience of financial and regulatory issues of listed companies
►
►

15 years of experience in finance, CEO of NATUREX
Certified accountant, MBA from INSEAD

Jérôme Marzinsky – VP International Sales
Experienced medical device specialist
►
►

10 years within the field of medical devices, in both sales and management positions
MBA from HEC

Dominique Petit – Founder, COO & CTO
Worldwide recognized technical expertise
►

25 years of experience in the spinal device industry, of which 8 years at Medtronic
and co-founder of SpineVision
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Safe Orthopaedics

“

Increasing the efficiency and security of spine
surgeries

How?
Create a range of sterile implants associated to
their single-use instruments!
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Costs of performing surgeries using reusable instruments

Costs
supported by
the hospital

Costs supported
by the implants’
manufacturer

+

Implants

+

Sterilization process

+

Associated staff

+

Reusable instruments

+

Logistics staff

A costly and
inefficient
process

+

Technical support

+

Sales staff

A business model that has reached its limits
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Costs of performing surgeries using single-use instruments

Costs
supported by
the hospital

Costs supported
by the implants’
manufacturer

+

Implants

‒

/

‒

/

‒

/

‒

/

A model with
low resources
consumption

+

Technical support

+

Sales staff

The single-use: a more efficient model, both for users and
manufacturers
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Single-use:
Evident benefits for all stakeholders
Patient

► No risk of infection nor
contamination tied to the reuse of
instruments

Medical Team

► Simplified operative room
preparation
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Surgeon

► Streamlined surgical gesture
► Instruments in perfect condition
► Reducing the number of cancelled
or suspended surgeries

Hospital

► Important cost savings
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Single-use: A fundamental trend

Adoption of the single-use in surgery1

Neurology

Odontology

Ophtalmology

Cardiology

An inevitable movement, hampered only by technical constraints
1
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Single-use for back surgery: a technical challenge
Complexity / Number
of instruments
Cardiology

Difficult development of a single-use kit

Spine

100%

Neurosurgery

0-2 %1

Ophtalmology
40 %

80 %

Easy development of a single-use kit
x%

Share of the market
represented by single use

Physical force to apply through the
instruments
1
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Estimation of single use adoption
Source: Safe Orthopaedics
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Safe Orthopaedics:
An original and innovative solution, protected by 17 patents

Re-usable
instrumentation

46 instruments

31 functions
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24 instruments

43 functions

+

Complete redesign of
instruments

+

Rationalized yet
unchanged surgical
procedure

+

Specific benefit linked to
new materials

Source : Safe Orthopaedics
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Different and evolving market dynamics

Needs that are met and unmet by traditional instrumentation solutions

Safety

Instruments’
availability

Reducing time
spent in the OR

Maximizing
savings

Immediate
attractiveness
for Safe
Orthopaedics

Europe

Emerging
countries

USA1

Legend:
Met need

A faster transition towards single-use,
depending on regions
1
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Unmet need

The size of the circle represents
the intensity of the need

FDA draft guidance on Unique Device Identification – tendance réglementaire favorable à l’usage unique
Source : Safe Orthopaedics
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Section 1

2015, strong
progression of our
market penetration in
Europe

2015: An action plan at a sustained pace

2,310 surgeries performed in 2015 (x2.2)

Product
innovation

► Fenestrated screws for patients suffering from osteoporosis
► Trauma screws for vertebral fractures
► Cervical range on track

Commercial
development

► Business settlements in 4 new countries

► Clinical evidences in Europe and the US
Clinical
improvements

- European Journal of Orthopaedic Surgery
& Traumatology
- St.Thomas Hospital, Nashville, TN

► Cash position as of 31dec2015:
€5,9M
► Cash burn: €550k / month

Financial
control

1 year after the IPO:
Achievement of market penetration objectives in Europe and retreat
from the US market
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A growing recognition from the hospital world

Quarterly cumulative surgeries
[VALEUR]

1 691

1 143

1 050
610

551
354
83

170
Q1

424

297

190

Q2

Q3
2013

2014

Q4

2015

A doubling of the number of surgeries performed 2 years in a row
… achieved despite limited commercial means
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Sales up 25%, with contrasting performances for each zone
Sales (in k€)
2 525
1 935
1 307

2 053

1 419

1 007
452

703

Q1

Q2

Q3
2014

Q4

2015

►

France sales are growing strongly (+65%... despite limited commercial means)

►

Stables export sales (+1%) due to the impact of opening distributor accounts in 2014
►

►

But sharp growth in the number of surgeries in that zone (x2,9)… with limited commercial means

US sales: no progress
►
►

A market that will be attractive mid-term: due to price pressures and regulatory pressure from the FDA with
regards to traceability
…. But a market currently overstaffed by spine players

A logical decision to focus on Europe and emerging countries
announced on March 1st, 2016
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A new product: The auto-adjust trauma screw
An innovation without any equivalent to treat vertebral fractures
►

Patented implant which enables to reduce progressively
and automatically in a single step the fracture with a
surgical motion identical to that performed in a traditional
surgery

►

Optimal correction of trauma fractures

►

More than 100 surgeries performed after only a few
months (following CE marking and FDA approval)… with
extremely positive feedback

Commercialization in all territories from Q2 2016
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Section 2

Strategic
development
strategy

A distribution model both efficient and flexible

►

Europe
– Direct sales force in France
!
Good conversion rate
!
Excellent loyalty rate
!
Average usage rate progressing strongly
!
One additional salesperson from mid-2016
–

►

Distributors
!
Strong growth in some countries
!
A new International Sales VP from early 2016
!
A new Marketing Director from mid-2016

Emerging markets
!
An offer which is unique in those markets
!
Recruitment of a Quality and Regulatory Director in late 2015
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France – A strong direct sales force model…
►

> 2,000 surgeries performed since launch
Conversation rate

Loyalty of regular
users

Average usage by
regular users

33%

100%

Ability to convert a surgeon
‘trialing’ the product (1 to 4
surgeries) into a regular user
(from 1 surgery a month on
average)
(rate measured over all time
periods)

Measures surgeon loyalty:
• A surgeon joins the regular
user population only after he/
she has used the product 5
times and achieved an
average of at least 1 surgery a
month
• A regular user is considered
as disenfranchised once he/
she stops using the product for
3 consecutive months
(rate measured over all time
periods)

x2 in
12 months
Measures monthly utilization
volume (number of surgeries) by
surgeons who are part of the
population of regular users

A good conversion rate, an excellent loyalty rate, and an average
use rate progressing strongly
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… constrained by limited commercial means

►

►

The average use per surgeon has doubled…
Nombre	
  
mensuel	
  
moyen	
  
de	
  chirurgies	
  
réalisées	
  
Average
monthly
number
of surgeries
par	
  la	
  population	
  
d'utilisateurs	
  
réguliers
performed
by the population
of regular
users

… but the number of new surgeons is
stagnating
chirurgiens
NewNouveaux	
  
surgeons
acquisition

20
18

	
  	
  4,0

16

	
  	
  3,5

X2

	
  	
  3,0

14

	
  	
  2,5

12

	
  	
  2,0

10

	
  	
  1,5

8

	
  	
  1,0

6

	
  	
  0,5

4

	
  -‐

2
0
2014

2015

The reallocation of commercial means between the US and
Europe (including France) will enable us to re-dynamize the
acquisition of new surgeons
* Publication le 11 Février 2016
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European distributors: Some great successes to replicate

Several European successes: Spain, Netherlands, to replicate in other countries
►

Strong growth in number of cumulative surgeries quarter after quarter

A pragmatic execution strategy
►
►
►

Referencing and KOLs: to gain visibility with surgeons who are Spine specialists
Selection of distributors who are Spine specialists
Reinforcement of Sales Management, Marketing and Regulatory Affairs… to ensure the fastest possible market
penetration with our distributors

New countries opening in 2016
►
►
►

Researching and setting up new distribution partnerships
Regulatory registration with local health authorities
As a minimum Poland and Scandinavia, possibly a few more countries
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Developing emerging countries
Some early successes
►
►

Promising starts in some markets, most notably Saudi Arabia
High potential Russian distributor currently in registration phase

Excellent market fundamentals
►

Our products are particularly well-suited for emerging countries:
► The availability of instrument sets is frequently an issue for many surgeons and hospitals
► Within many hospitals, sterilization and logistical issues
► A quest for efficiency from many actors with OR schedules that are often very packed
► Competitors who typically offer older-generation instrument sets, considered obsolete in Europe and in the US –
an opportunity to be almost the only ones offering access to the most modern surgical techniques
► Favorable demographic (growing and ageing population) and macro-economic trends (growing middle-classes)

Opening in new countries
►
►
►
►

Very strong interest from potential distributors
The one-step trauma screw offers an interesting angle into countries where the proportion of trauma surgeries is typically
high (for example one-third in China)
The Regulatory Affairs and Quality department has been reinforced with the recruitment of a Director in late 2015 –
we now have the means to increase the rate of registration into new countries
Opening in new countries planned in 2016 (Mexico, Russia, etc.), with some countries currently in advanced discussion
with distributors
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Newsflow 2016-2017
Technical and clinical advances
►

Cervical range:
CE mark and first surgeries

►

Launch of medico-economic studies

International expansion
►

Opening in new countries:
Poland, Scandinavia, Canada, Australia, etc.

►

Deploying the single use model to emerging countries:
Mexico, Russia, etc.

A dense short and medium-term newsflow
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Section 3

Financing situation

Funding situation
Cash position and consumption
►

Treasury position of €5,9M as of December 31, 2015

►

Average monthly cash burn of €550k

►

Cash consumption is under control. The halting of US commercial operations will further
reduce cash burn

Fundraising performed since the IPO
►

€3,2M (including €2,5M of convertible bonds) from Idinvest in July 2015

►

€550k through a PACEO (Equity Line) subscribed through Société Générale in October 2015
The PACEO has also enabled us to start building up the share’s liquidity
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Appendices

Income statement

Thousands of Euros
Revenues
Purchases net of stock variations
External expenses
Staff expenses
Others
Operating result
Financial result
Net result
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31/12/2013

31/12/2014

	
  

30/06/2014
6 months

30/06/2015
6 months

967

2,053

1,007

1,307

(953)

(1,640)

(635)

(894)

(826)

(2,221)

(1,085)

(1,141)

(1,865)

(3,048)

(1,324)

(1,983)

(116)

(710)

(376)

(308)

(3,092)

(5,566)

(2,414)

(3,019)

(176)

630

(12)

292

(3,193)

(4,936)

(2,375)

(2,727)
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Balance sheet

Thousands of Euros

30/06/2015

31/12/2014

Thousands of Euros
Shareholders’ equity

NON-CURRENT ASSETS
Intangible assets

583

563

Property, Plant and Equipment

793

725

44

41

1,418

1,329

Capital

1,342

919

21,894

13,798

(506)

(242)

(11,894)

(7,077)

(2,727)

(4,936)

8,109

2,462

747

737

-

2

Non-current provisions

220

220

TOTAL NON-CURRENT LIABILITIES

966

958

Share premium
Other financial assets
TOTAL NON-CURRENT ASSETS

30/06/2015 31/12/2014

Conversion reserves
Other consolidated reserves
Results
TOTAL SHAREHOLDERS’ EQUITY

CURRENT ASSETS

NON CURRENT LIABILITIES
Inventories

1,794

1,341

Trade receivable

717

613

Other current assets

738

738

Current tax assets

309

309

CURRENT LIABILITIES

Cash & cash equivalent

993

993

Long-term current loans and financial
liabilities

314

309

Suppliers and related accounts

917

1,029

Other current liabilities

563

564

1,794

1,902

10,869

5,322

TOTAL CURRENT ASSETS
TOTAL ASSETS
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Long-term loans and financial liabilities
Non-current deferred tax liabilities

9,451

3,993

TOTAL CURRENT LIABILITIES

10,869

5,322

TOTAL LIABILITIES
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Board of directors
Gérard
Vaillant
Executive Chairman of
the Board for Safe
Orthopaedics, SAS

Gérard Vaillant is a career veteran of Johnson & Johnson. His positions with J&J include managing director, Ortho Clinical Diagnostics France (1981 1987); VP J&J International (1987 - 1992); worldwide president, LifeScan, a J&J company (1992 - 1995); and company group chairman, Diagnostics
Worldwide (1995 - 2004).
He was also a member of J&J Medical Devices and Diagnostic Group Operating Committee until 2004. After his retirement, he remained active in the
industry as board member of Tecan CH, Stat Diagnostica and PathoQuest.
A US citizen, Mr. Vaillant holds a MS in organic chemistry from University of Paris and a degree in marketing from ESCP.

Dr. Alain
Coudray
Board Member

Dr. Alain Coudray, is an international veteran of the Medical device industry with more than 20 years of experience. In Medtronic he has held various
positions of responsibilities since June 2006, to become in 2014 the Vice President of Global Corporate Clinical Affairs. Before this assignment, he was
European Vice President of the Cardiac Rhythm Disease Management business unit. Before joining Medtronic, Alain held the position of Vice President
Central and Eastern Europe & Distributors for Guidant, based in Vienna (Austria). Alain is an active participant on the advisory board of MD Start, a
MedTech incubator based in Paris, and was a Board Member of EUCOMED (European Medical Devices Industry association). Alain received his
medical degree from Grenoble University, graduated from HEC Paris MBA and completed a Business executive program at Kellogg’s.

Dominique
Petit
Founder and
Deputy CEO for
Safe Orthopaedics

Dominique Petit is the founder of Safe Orthopaedics. He started his career at Sofamor, a pioneer in this medical field. He was primarily responsible for
the CD Horizon (Legacy) product line, still a largely marketed product by Medtronic these days. He co-founded SpineVision SA (Paris) in 1999, serving
the company 10 years as Chief Technical Officer. Having developed more than 30 spine products, Dominique is a veteran spinal device engineer who
worked collaboratively with the world's most innovative and respected spine surgeons. He also has been engaged in collaboration with world renowned
surgeons.

Michael
DeMane
President and CEO
of Nevro Corp

Fred
Goad
Co-founder and current
partner of Voyent
Partners, LLC

Vanessa
Malier
Associate Director
of Kurma Partners

Marie
Landel,
Founder of Marie
Landel & Associates
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Michael DeMane is the President and CEO of Nevro Corp, a neuromodulation technology company. He is a veteran medical device company executive,
serving as COO of Medtronic, Inc. (MDT) and as Senior Vice President and President Europe, Canada, Latin America and Emerging Markets, and was
Medtronic’s Senior Vice President and President Spinal, ENT, SNT prior to those roles.
Before joining Medtronic, Mr. DeMane served as Managing Director, Australia and New Zealand, for Smith & Nephew Pty. Ltd.
Mr. DeMane has completed the Advanced Management Program at INSEAD in Fontainebleau, France. He holds an MS in Bioengineering from
Clemson University in Clemson, SC and a BS in Chemistry from St. Lawrence University in Canton, NY.
Fred Goad is a co-founder and current partner of Voyent Partners, LLC, a private investment firm focused on early stage investments across a variety of
sectors including healthcare.
Mr. Goad served as President and Chief Executive Officer of ENVOY Corporation (1985 - 1996), a leading provider of electronic data interchange
services, and as Co-Chief Executive Officer and Chairman of ENVOY Corporation from June 1996 until March 1999 after the company was acquired by
Quintiles Transnational Corporation.
From March 1999 through May 2000, Mr. Goad served as a member of the board of directors of Quintiles (1999 – 2000). Mr. Goad’s career also
includes positions with UCCEL Corporation, Financial Institution Services, Inc. (now CompuCard International), Docutel (now Olivetti USA), and IBM
Corporation. Mr. Goad currently serves on the Board of Directors of a number of companies including Luminex Corporation.
Mr. Goad holds a Bachelor of Science degree from the University of Virginia.
Vanessa Malier joined Kurma Partners in September 2013 after 15 years working in the biotechnology and pharmacy markets.
She started her career in venture capital in 1998 as an analyst at CDC Innovation. In 2003, she joined Ipsen as Strategic Advisor of the CEO. She then
advanced on various positions in the company.
Mrs Malier is graduated in Biology from the Ecole Normale Supérieure in Cachan, and in Immunology from the Institut Pasteur. Kurma Partners is
shareholder of the company since 2010.
Marie Landel is a certified accountant who has been based in Boston since 1990, with extensive experience in helping French and European medtech
companies in the United States, where she has large networks in financial and healthcare circles.
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