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Disior in Brief
Finnish MedTech start-up, founded 2016

Develops Medical Image Analysis software
« Consistent, fast and accurate analysis
« Objective data for diagnosis and treatment planning

« Mathematical models for 3D printing and implant design,
treatment analysis

\

Fracture line detection User defined PSI for Joint space /
and ossification follow up reconstruction cartilage analysis
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Former Nokia leaders with abalanced team of

technology and medical experts

Anna-Maria Henell
Co-Founder & CEO

Sakari Soini
Co-Founder & CTO

Markku Laitinen
COO

Previously at Nokia

. New technology Creator of Nokia and Implementation of
introduction lead Microsoft simulation system,Nokia and Microsoft
Head of Technology  simulation system to
Simulations global product
creation.

Previously at Nokia

Previously at Nokia

Florian M. Thieringer
MD, DDS, MHBA Prof.

Risto Kontio Gongalo Barreto

Alessio Bernasconi

he. (Nic) Maxillofacial Professor Scientific Advisor, MD, FEBOT
Maill (I:= ICIS Chief Physician Researcher Orthopedic and Trauma
axillo-Facial Surgery Ph.D. in Orthopedics Surgeon

Jari Salo
Orthopedics Professor
Chief Physician

Dr Francois Lintz

MD, MS, FEBOT,

Foot and Ankle Senior Consultant Orthopedic|
Surgeon

Marko Mykkéanen
Orthopedics Surgeon

Eero Waris
Orthopedics Surgeon
Upper Extremity, Ass Prof.,
Chief Physician

MAY 2020 / DISIOR / CONFIDENTIAL







First product applications releases 2020

TECHNOLOGY SCALABLE OVER ANATOMIES

Bonelogic CMF Orbital CE |
Automatically analysed shape and size of fracture Maxillofacial: 3D analysis

with virtual reconstruction of orbit is already mainstream due
High quality 3D models with a design tool for user to aesthetical reasons

defined Patient Specific Implantation

Bonelogic Ortho Foot and Ankle CE Ilb

Automatically analysed anatomy and radiographic Foot and Ankle: 3D
parameters analysis is emerging due to
Excellent applicability for various malformation complexity of system and
diagnoses of hindfoot and forefoot need to restore

biomechanics

Next anatomical area: Hand and Wrist
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Conformity route MDD

“Ladkintalaitedirektiivi”

Class Il b Device
(Standalone Software)

EITHER

MDD 42/93/EEC
Annex I

MDD 42/93/EEC
Annex Nl (excl. Section 4)
(full quality assurance)

EC TYPE-EXAMINATION
by NB

by NOTIFIED BODY
(QUALITY MANAGEMENT SYSTEM
PRODUCT TECHNICAL FILE)

PLUS ONE OF

MDD 42/93/EEC
Annex V
EC PRODUCTION QUALITY ASSURANCE
by NB
(QMS PRODUCTION)

MDD 42/93/EEC
Annex IV
EC VERIFICATION (sample/batch)
by NB

L Declaration of Conformity
Product CE Marking
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MDD 42/93fEEC
Annex Vi
EC PRODUCT QUALITY ASSURANCE
by NB
(QMS TESTING & FINAL INSPECTION)



Conformity route MIDR

“Laakintalaiteasetus”

Class Il b Device
(Standalone Software)

General safety and performance requirements
Annex |

Technical documentation (TD}
Annex I

Technical documentation (TD) on post-market surveillance (PMS)
Annex I

Quality Management System (QMS)
including Assessment of Technical
Documentation (TD}

Annex IX

Annex IX.5 (Class Ill)

Type Examination
Annex X

Quality Management System (QMS)
without Assessment of Technical
Documentation (TD})
(Sampling)

Annex IX

Annex X.6 (Class 1)

Product Conformity Verification
Annex XI

Product Verification
(every device)
PART B

Production Quality Assurance
PART A

Declaration of Conformity
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Annex IV
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Full Quality Assurance Route

Full Quality Assurance
« Notified body audit Quality Management System (EN ISO 13485)

« Notified body assess technical documents (Planning-, testing, clinical
evaluation)

« Company collects actively post-market & clinical information

Calendar Time
e Quotation, 1-6 months

« QMS Pre-audit, Audit and corrections, Technical documents
assurance, external assessment of clinical evaluation (ulkopuolinen)
and reporting 12-15 months

Total approx. 2 years
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. Medical Devices vs. Digital Health

A V1~ W N A

What We Have Learned

Getting started, Planning
Quality Management System
Funding, Business Finland &VCs

Culture

. Are you really sure you want to do this...?

EVERYONE INVOLVED SHOULD BENEFIT!
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Sakari Soini

+358 40 752 3395
www.disior.com


mailto:sakari@disior.com

