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Restriction d’utilisation :

Le présent logiciel est concu a I'attention de professionnels ayant recus une formation
médicale appropriée. Il ne doit en aucune fagon étre utilisé comme seul fondement dans la
prise de décisions cliniques pour le diagnostic, les soins ou la prise en charge du patient. La
plausibilité des informations obtenues par le biais du logiciel doit systématiquement étre
vérifiée cliniquement avant leur utilisation pour le traitement des patients. Toute application
des informations médicales du programme qui ne s’inscrirait pas dans le concept original ou
I'usage prévu de ce dernier est déconseillée et sera considérée comme un usage abusif du
logiciel.
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Généralités

1- Généralités

NOM / DENOMINATION COMMERCIALE DU DISPOSITIF
Le nom de la gamme du dispositif est « DIGITAL PLANNER
La référence présentée dans le présent document est la référence « Digital Planner Totab.

DESTINATION

La gamme Digital Planner est destinée a la planification de la chirurgie du genou dans un
contexte préopératoire.

DESCRIPTION GENERALE

L’application web « Digital Planner Total » permet de planifier en 3D la gamme et |a taille du
composant fémoral et du composant tibial d'une prothése pour la chirurgie du genou, en vue
de I'obtention d'un rapport de planification et, sur demande, de la conception de guides de
coupe sur mesure par le biais des workflows associés.

En utilisant des objets 3D reconstruits a partir des images DICOM fournies par le chirurgien, le
logiciel affiche la structure osseuse du genou du patient (tibia proximal et fémur distal). Il
affiche également la prothése du genou dans la structure osseuse reconstruite
numériquement. La position par défaut de la prothése, définie par One Ortho, n'est pas une
proposition de planification. Le chirurgien peut manipuler des parametres tels que la gamme
et la taille de la prothése.

VERSION DU LOGICIEL

La version active du logiciel « Digital Planner Total » est la version 17.
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Généralités
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Certains risques résiduels demeurent au sein du dispositif :

L'utilisateur rencontre des difficultés a ouvrir ou a utiliser la scene 3D.

L'utilisateur ne parvient pas a trouver la définition d'une valeur a I'aide du bouton " ?"
qui apparait lorsqu'il survole la valeur.

L'utilisateur ne trouve pas la section d'aide en ligne.

L'utilisateur utilise un navigateur obsoléte ou non vérifié.

Une faille de sécurité due a l'utilisation d'un navigateur obsoléte.

L'utilisateur quitte le poste de travail sans se déconnecter.

L'utilisateur ne trouve pas le Manuel Utilisateur et ne peut y accéder.

L'utilisateur a besoin d'utiliser le Manuel Utilisateur sous forme papier.

L'utilisateur n'est pas informé que le Manuel Utilisateur a été révisé.

Les bugs, les non-conformités et/ou les problémes de sécurité matérielle ne sont pas
signalés a ONE ORTHO.

Pour pallier ces risques résiduels, merci de prendre les précautions suivantes :

Avant d'utiliser le dispositif, lisez le Manuel Utilisateur : toutes les étapes, les valeurs
et les outils y sont décrits. Il y a un risque de choisir une gamme ou une taille de
prothéses incorrecte si le logiciel est utilisé avec trop peu de connaissances.

Ne transmettez jamais les droits d'accés a un tiers, le login et le mot de passe sont
strictement personnels. Il y a un risque que cela rende des données confidentielles
accessibles a des tiers.

Assurez-vous de bien comprendre I'étiquette. En cas de doute, consultez les
informations détaillées dans le manuel de I'utilisateur, car il existe un risque que
I'étiquette contienne des informations dans un format non conforme aux exigences
réglementaires.

Assurez-vous que la version du manuel utilisateur utilisée est identique a la version
identifiée sur I'étiquette du logiciel, car il pourrait y avoir un risque que [|'étiquette
contienne des informations d'identification erronées sur le logiciel, ou que le manuel
de I'utilisateur accessible a partir du logiciel corresponde a une autre version du
logiciel.

Utilisez toujours un navigateur conforme aux exigences du fabricant et assurez-vous
gu'il n'est pas obsolete afin d'éviter les failles de sécurité, car |'utilisation d'un
navigateur obsoléte peut présenter un risque de faille de sécurité.

Pour éviter les problémes liés aux données de sortie de la planification, assurez-vous
gue les données du patient sont correctes, car il existe un risque que les données du
patient affichées par le logiciel soient incorrectes.

Veuillez nous informer si vous rencontrez un bug (voir §contact), car il peut toujours y
avoir un risque de défaut dans le logiciel malgré le soin que nous apportons lors de sa
conception.

A la demande de I'utilisateur, le manuel utilisateur peut étre fourni sur papier dans les
7 jours suivant la demande.
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Généralités

L'utilisation du logiciel permet une planification 3D réalisée en préopératoire par le médecin
formé!. Les données présentées par le logiciel ne sont pas interprétées et le choix de la
planification est réalisé par le médecin formé?.
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Systémes d’exploitation : Navigateur :
T Windows,  Google Chrome
9 MacOS.

Le navigateur utilisé doit étre compatible avec la technologie WEBGL:
https://caniuse.com/?search=webgl

Le niveau de zoom doit étre de 100% pour une utilisation optimale de la plateforme :

v (4 pigital Planner Total
ol 25
“neOrtho = ﬂ INFO Knee right LastN New tab

PATIENT  Surgical Ref: SA3D-101  First N

(0 S New window
T

‘ R i ded in CT imagi |8 3 ¢ £  New Incognito window
2

External rotation & 4 autofill
- . - * z ¢ 3 ° "
Reference
L s
Rot. axis Diaphyseal axis :
. % s and lists

[ Posterior condyles .
Range uc
stze - 4 .

' .

0} e owsing data.
54°/70°
Q om

- 100%

74 9.9mm 88mm

14.1mm 19.0 mm 15.5mm

mn
P o T h with Google Lens

¥ .
A ALY
Posterio plateau e

Akagi AP line

MOBILE
3 Internal rotation
4
3

1 Qui est titulaire d’un dipléme en lien avec la chirurgie orthopédique tel que défini dans la
section n°2 — « Utilisateurs prévus ».
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Généralités

Définition de I’écran :

La plateforme est totalement responsive, c’est-a-dire qu’elle s’adapte a la taille de I’écran,
cette adaptation peut, sur des formats réduits types smartphone modifier I'agencement de
I’écran d’utilisation. Il est recommandé d’utiliser un minimum de 1200px en 16 :9 pour afficher
toutes les informations de I'application.

Connexion internet : R
:)fé OZYYSEAZY AYGSNJ/SG Séﬂ.thB/ﬂjecké\déé)nnMBndzNJ dzi A
minimale de 10 Mbps est recommandée.

Matériel :
Le matériel requis pour le poste de travail client requis pour une expérience utilisateur
confortable est :
9 Processeur Le processeur doit étre équivalent a un Intel Core i5 (Sixieme génération
ou plus récent)
1 Carte graphique La carte graphique doit avoir une mémoire vidéo minimum de 2048
Mo.

ACCESSIBILITE DE LA DOCUMENTATION

Ce Manuel utilisateur est accessible a tout moment sur 'application en cliquant sur I'icone

@neortho Preoperative View gt '] E INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999

PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024
ial valgus 8.8°
R i Cartilage notincluded in CT imaging
‘% Initial HKA 188.8"

& FEMUR External rotation Posterior resection Distal resection

3 10 mm = 10mm

Reference Posterior

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles

+ - z
Range uc
& T ‘
9.9 mm

L
74

.Amm mm 88 107 mm

(141 mm ] (19.0mm )m.a- 19.8mm MEDIAL

9.1mm . 9.1mm

6.7 mm
. 819"
¥ TBIA
Reference Posterior plateau e...

Meas. ref. Akagi AP line
Range MOBILE

Szg : 3 X Tibial resection Tibial slope

Insert 4
9mm + 2 2

L’étiquette reglementaire est disponible sur le planificateur en passant la souris sur le logo de
la société distributrice en haut a gauche.
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Indications
Le logiciel « Digital Planner Total » est indiqué lorsqu'une prothése de genou est indiquée.

Utilisateurs prévus

Les utilisateurs prévus du dispositif médical sont des chirurgiens orthopédiques ayant
connaissance de l'anatomie, la biomécanique et la chirurgie reconstructive du systéme
musculo-squelettique, ainsi que des techniques chirurgicales associées.

Le chirurgien est responsable de la planification et de I'approbation, a travers le dispositif
médical, de la planification de la chirurgie.

Population cible

Le logiciel « Digital Planner Total » est destiné a étre utilisé pour des hommes ou femmes
ayant atteints la maturation osseuse du squelette et nécessitant une chirurgie du genou
d’apres les indications prévues ci-dessus.

Les femmes enceintes et allaitantes sont exclues de la population cible.

Performances revendiquées

Aucune performance clinique n'est revendiquée.
La performance du logiciel est une différence de taille entre la prothése implantée et la taille
prévue lors de |'utilisation du logiciel de 1 taille ou moins dans 90% des cas.

Bénéfices clinigues

Aucun bénéfice clinique n'est directement revendiqué pour ce dispositif.

Les bénéfices cliniques sont indirects et résultent de la prothése de genou.

Les bénéfices attendus sont les suivants :
9 Récupération fonctionnelle du patient en ce qui concerne la mobilité du genou,
f Diminution de la douleur.

Contreiindications
Le logiciel de planification ne doit pas étre utilisé :
9 Pour des articulations autres que l'articulation du genou,
1 Pour la planification d'autres gammes de prothéses que celles référencées dans la
bibliotheque numérique du logiciel,
1 Lorsqu’une prothése de genou est contre-indiquée.

Effets secondaires indésirables
Aucun effet secondaire indésirable lié a I'application web n’est répertorié.

DOC 0096 |
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3- Durée de vie

Ce logiciel sera maintenu pendant deux ans
Pendant cette période, One Ortho garantit les performances du logiciel et s’engage a effectuer
des mises a jour pour permettre son utilisation optimale.
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Nous allons, dans cette section, décrire I'ensemble des informations indiquées et les
interactions possibles dans cet encart commun aux deux pages de |'application. Selon le
besoin, I'utilisateur pourra naviguer de la page préopératoire a la page de la planification et
vice-versa.

Quelle que soit la page affichée, le bandeau supérieur de I'application se présente de la fagcon

suivante :
@neOrtho Preoperative View Wt

@ INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  surgical Ref: SPK3D-101  First Name: Test ‘Surgery: 05/14/2024

Pour passer d’une page a l'autre, il suffit de cliquer sur les fleches de navigation

correspondantes :
Preoperative View , , . .
il La page « Vue pré-opératoire » est active.
Plannin
i g] La page « Planification » est active.

En haut a droite de I'application, les informations relatives a I'intervention suivantes sont
indiquées :
Informations sur le patient

/

INFO Knee right Last Name: PATIENT _ Bom on: 01/01/1999

PATIENT | surgical Ref: SPk3D-101|  |First Name: Test Surgery: 05/14/2024

Informations sur l'intervention

DOC 0096 |
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En dessous des fleches de navigation, les informations suivantes sont affichées :

Rappel de la latéralisation du
cas

Tibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

G pour un genou gauche
D pour un genou droit

Des outils propres a la réalisation d’actions spécifiques sont également
disponibles (uniquement utilisable sur la page Planification) :

Activation et désactivation de
} f Q2dziaAt RS Ol L

Des outils propres a la gestion de la navigation sur I'application sont disponibles (seul le
bouton de sauvegarde temporaire est actif sur la page « Vue pré-opératoire ») :

hLJiA2y RQI yydz | < . el
LINGOSRSY (S 6 L2 dzo auvegalr e_ft_emporawe ela
annulations successives) _l planification

Validation définitive de la
planification

DOC 0096 |
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Enfin, des outils de gestion d’affichage, d’accés a la documentation explicative et de
déconnexion a la plateforme sont disponibles a tout moment de la planification :

Passage en plein écran_l

Retour sur le suivi des interventions

DOC 0096 |
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5- Préférences chirurgicales

L'utilisateur a la possibilité d’indiquer ses parametres de prédilection pour la réalisation de sa

planification.

Pour cela, il doit accéder a I’écran de réglage de ses préférences via le bouton ﬂ:

L'interface de cette page se présente ainsi :

{3 Preferences

Various

Light theme ()

App launch stage Preoperative View

Implants

& Femur ¥ Tibia

Default values Default values

Reference : Posterior Reference : Akagi AP line

Rot. axis : Diaphyseal axis Tibial implant range : MOBILE

Femoral implant range : uc

L'utilisateur pourra alors paramétrer les éléments suivants :
T [ QF LILI NByOS Rdz GK&8YS RS fI LIXFYAFAOFIGAZY

Theme foncé

Theme clair

“neOrtho n [ o GNeOrtho  mumever L0
R E % = u e ~Q0 ¥

E oy Lol [} cams e e e e e

- F o ] oo DED O =m s

=

s a | _—
8 O
o ' = :
- h
L e f 8 s e s e
E O Bl v Be - soe R =N r N
DOC 0096 |
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Page « Vue Pré-opératoire » Page « Planification »

©neOrtho ProoperaiveView Rl -y

mmmm o

1 Les valeurs par défaut pour certaines informations relatives a la planification

fémorale:
Référence Axe de rotation Gamme d’implant fémoral

1 Les valeurs par défaut pour certaines informations relatives a la planification

rotulienne:
Référence

1 Les valeurs par défaut pour certaines informations relatives a la planification
tibiale :
Référence Gamme d’implant tibial

Pour valider les modifications éventuelles effectuées et retourner sur la planification,

I"utilisateur doit cliquer sur le bouton .

DOC 0096 |
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6- Visualisation de la page prépératoire

Sur I'application, I'une des pages proposées s’intitule « Vue Pré-opératoire ». Elle regroupe
I’ensemble des données relatives a I'anatomie native du patient :

/ : . INFO Knee right LastName: PATIENT  Bom on: 01/01/1999
Preoperative Vi Plani
(J ne Ort ho g PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024
@.. : Tibial vaigus 8.8°
R i Cartilage not included in CT imaging
‘% Initial HKA 188.8°

This view is based on the acquisition of the patient's leg in the

r ‘ A imaging system. The joint is not weight bearing.

@ HKs33"

| @ 738mm
ll @ Internal space 4.8mm

@ wpas27

@ Tibial valgus 8.8

‘ (@ Sshowallinfo

Les vues proposées sont des illustrations basées sur I'acquisition de la jambe du patient
selon le protocole d’imagerie établi. L’articulation n’est pas en charge.

DOC 0096 |
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@ Internal space 4.8mm

@ wmpPra927"

(@ Tibial vaigus 8.8

wS L2 NI RS
mécanique fémoral

Définition des mesures affichées

1 HKS Angle entre I’axe mécanique fémoral et I'axe anatomique fémoral dans le plan
frontal. Mesure réalisée en interne.

1 VARUS/VALGUS Tibialngle complémentaire a I'angle HKA (entre I’axe mécanique
fémoral et I’'axe mécanique tibial dans le plan frontal). Varus : déviation des genoux
vers I'extérieur. Valgus : déviation des genoux vers l'intérieur.

T mLDFA Angle entre I'axe mécanique fémoral et I'axe passant par les condyles
fémoraux distaux (médial et latéral) dans le plan frontal. Mesure effectuée en
externe.

T MPTA: Angle entre I'axe mécanique tibial et I'axe passant par les centres médial et
latéral du plateau tibial en interne, dans le plan frontal.

1 ESPACE INTERNIKstance entre I'extrémité distale de la partie interne du condyle
et le fond de cupule interne du tibia.

1 ESPACE EXTERMEtance entre I'extrémité distale de la partie externe du condyle
et le fond de cupule externe du tibia.

DOC 0096 |
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wSLI2 NI RS
mécanique tibial

G) Flessum 6.0°

() Tibial slope 0.9

Définition des mesures affichées

1 FLESSUM / RECURVATVgle entre I'axe mécanique tibial et I'axe mécanique
fémoral dans le plan sagittal. (Complémentaire au grand angle). Flessum : genoux en
flexion. Recurvatum : genoux en extension.

9 Pente tibiale: Angle entre la perpendiculaire a I’axe médian antéro-postérieur et
I’axe mécanique tibial dans le plan sagittal.

DOC 0096 |
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A tout moment, I'utilisateur peut venir visualiser la définition de la mesure souhaitée, en
cliquant sur celle-ci.

Il peut également visualiser 'ensemble des définitions en appuyant sur le bouton
() show allinfo

“neOrtho Preoperative View INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999

PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

Tibial vaigus 8.8"
R Cartilage not included in CT imaging 2 ) & ™~ @0
Initial HKA 188.8° <

2 This view is based on the acquisition of the patient's leg in the
imaging system. not weight-bearing.

[ — "
Angle between the tibisl
mechanical axis and the o] e
mechanical axis an
femoral anatomical axis in the o
romat plane, Measured femoral mechanical axis in the
irtermally sagittal plane (complementary
: o the large angle). Flessum:
knees in flexion. Recurvatum:
= knces in extension
Angle between the femoral @ Hrsaz
mechanical axis and the axis
passing through the distal @ Fessumsr
femoral condyles (medial and
Iaterel) in the fromtal plane. femoral mechanical axis and
e —— Distance between the distal end the fibial mechanical axis in 30
of the intemal part of the:

Sum of the lengths of the

{nomprojected)
condyle and the bottom of the
@ muorassa | internal tibial cup.

@ 738mm

@ Exiemal space 2 8mm @ intemal space 4.8mm

) ) @ venaoszr
Distance between the distal end
of the extenal part of the
condyle and the bottom of the

" Angle between the tibial
extemnal tibial cup.

mechanical axis and the axis.
passing through the medial and

@ Tivil valgus 8. lateral centers of the tibial
plateay, intemaly,in the frontal
plane.

Angle complementary to the . Tibial slope 0.9
HKA angle (between the

femoral mechanical axis and
the tibial mechanical axis in the Angle between the.
perendicular o the
anteroposterior median axis
&nd the tibial mechanical axis in
the sagittal plane.

frontal plene). Varus: outward
deviation of the knees. Valgus:
inward deviation of the knees.

DOC 0096 |
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7.1.Madification de la planification

Sur l'application, l'une des pages proposées s’intitule « Planification ». Elle regroupe
I’ensemble des outils permettant de réaliser la planification du cas en cours :

Encart dynamique de
visualisation 3D et de
mise en page des
visualisations 2D

(’meOrtho Preoperative View JLZT0u Y

®-.; ibial valgus 8.8°
R i Cartilage not included in CT imaging
“% Initial HKA 188.8"

4
v
2
2
:
&

Posterior plateau e.
Akagi AP line

MOBILE

Internal rotation

8

9y Ol NIi Reyl YAldsS R

espaces généres

DOC 0096 |
17/11/2025

Encart interactif de visualisation 2D,
de planification, de déplacement et
RS LRaAdAz2yySysS:
fémoral

INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  sSurgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

MEDIAL

Tibial resection Tibial slope

9mm + 7 2

Encart interactif de visualisation
2D, de planification, de
déplacement et de
LI2aA0A2YYSYSy

tibial
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Vue Scanner/Vue 3D

Vue Scanner activée

“n rt " - INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
eOrtho Preoperative View JLZEINY
=5 N PATIENT  sSurgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

& FEMUR External rotation Posterior resection

10mm
Reference Posterior

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles 88.9°

3 + 5
Range uc
Size - 4 +
' ‘
o
99

54°/70°

7.4mm

14.1mm | | MEDIAL

6.7 mm

¥ EA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size - 3

Internal rotation Tibial resection Tibial slope
Insert 4

c|TBA'@ o FEMUR g

* 0 - - [Pemmy - S
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Mode « Visualisation images scanneractiveé :

“neOrtho Preoperative View INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999

PATIENT  surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2024
:  Tibial vaigus 8.8° i
R i Cartilage not inciuded in CT imaging 4] H
' Initial HKA 188.8°

& FEMUR External rotation Posterior resection Vaigus Distal resection

3 + - 10 mm - = 10 mm +
Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles

’/
Range uc ® / i

Size - 4 + /J?J?‘\

R ¢ e
; y

-

ey /
L

e

)
Prpe o
s

¥ TBIA 19
Reference Posterior plateau e.

Meas. ref. Akagi AP line

Range MOBILE

Siza 3 Internal rotation Tibial resection Tibial slope

Insert 4
+ 8° - - - S -+ - £

Dans cette vue scanner, I'utilisateur peut se déplacer coupe par coupe grace a la roulette de
sa souris et visualiser la superposition des coupes choisies en mode 3D et les implants
sélectionnés. Il peut de cette facon voir la couvrance de I'implant choisi et valider ou non son
choix de planification.
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+AadzZ fAal GA2ZY RS

Os rotulien
affiché

Os rotulien affiché :
@neOrtho

x)°

Reference

Preoperative View  JLZEUUTYY

Tibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

& FEMUR External rotation

Posterior

SYNTHESIS wfn

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles
Range uc

Size -

Reference Posterior plateau e...

Meas. ref. Akagi AP line
Range MOBILE
Size Internal rotation
Insert

8

Os rotulien affiché en transparence :
@neOgghg

.
E

Preoperative View

Planning

Tibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

4 FEMUR

Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

¥ TBIA

Reference Posterior plateau e...

Meas. ref. Akagi AP line

Range MOBILE
s Internal rotation
Insert

8

DOC 0096 |
17/11/2025

f Q2 NR Gdzf A Sy

Os rotulien affiché en

INFO
PATIENT

Knee right

c B ©

Posterior resection Distal resection

10mm + 10mm +

Surgical Ref: SPk3D-101

H Os rotulien masqué

Last Name: PATIENT
First Name: Test

Bom on: 01/01/1999
Surgery: 05/14/2024

Tibial resection

INFO
PATIENT

Knee right
Surgical Ref: SPk3D-101

Posterior resection

10mm o

Tibial slope

2

Last Name: PATIENT
First Name: Test

Bom on: 01/01/1999
Surgery: 05/14/2024

MEDIAL

Tibial slope

=
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Os rotulien masqué :

YneOrtho

SYNTHESIS wf

G TBIA @ G FEMUIR g

Preoperative View

®'. +  Tibial valgus 8.8°
i Cartilage not included in CT imaging
“% Initial HKA 188.8°

& FEMUR

Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size - 4 +

¥ TBIA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size - 3

Insert 4

Posterior resection

)\

Visualisation «Modéles osseuxoupés »

Modéles
0SSeux coupés
affichés

DOC 0096 |
17/11/2025

Modeles osseux
coupés affichés en

transparence

Knee right Last Name: PATIENT Bom on: 01/01/1
Surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2

©

Distal resection

10mm

MEDIAL

Tibial resection Tibial slope

9mm + - 2*

Modéles osseux
coupés masqués
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Modeles osseux coupés affichés :

(¢ Orth " INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
ne (o] Preoperative View
ft dical . PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

Q... )
Tibial vaigus 8.8° |

Cartilage not included in CT imaging > O )] ©
Inital HKA 188.8"

& FEMUR External rotation Posterior resection Valgus Distal resection Flexion

10 mm * - 10 mm T
Reference Posterior

SYNTHESIS wfn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

MEDIAL

819"
¥ TBIA
Reference Posterior plateau e...

Meas. ref. Akagi AP line
Range MOBILE

size = 3 Internal rotation Tibial slope
Insert

Modéles osseux coupés affichés e

/ _— INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
“UneO Preoperative Vi
ne rthO e PATIENT  Surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2024

Q.. rivia vaigus 8.8°
Cartilage not included in CT imaging (@)
Initial HKA 188.8"

& FEMUR External rotation Posterior resection Distal resection Flexion

3 10mm + - 10mm T
Reference Posterior

SYNTHESIS wfn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size z

r
¥ TBIA 2
Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE
Size - 3 Internal rotation Tibial slope

Insert
e
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Modeéles osseux coupés masqueés :

@ O - 5 INFO Knee right Last Name: PATIENT  Bom om: 01/01/1999
Preoperative Vi Pi
ne rth o © View —d PATIENT  surgical Ref: SPk3D-101  First Name: Test ‘Surgery: 05/14/2024

ibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

(et |

& FEMUR External rotation Posterior resection Valgus Distal resection Flexion

3 = 10 mm + re 10 mm + r
Reference Posterior

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles . ‘

Range uc

size o

8.8mm

15.5mm | JLEY MEDIAL

6.7 mm

Reference Posterior plateau e..

G FEMUR gu

Meas. ref. Akagi AP line
Range MOBILE

Size

Internal rotation Tibial resection Tibial slope

Insert

G TBA @
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Visualisation «dmplant fémoral»

W/

Im

(aneO(!;pg

R %

SYNTHESIS w@n

GneO[th

ok

SYNTHESIS wf

Implant
fémoral affiché

lant fémoral affiché :

Preoperative View

Tibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8*

& FEMUR External rotation

Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

size

¥ TBIA

Reference Posterior plateau e...

Meas. ref. Akagi AP line
Range MOBILE
Siee Internal rotation

Insert
+ 8

fémoral affiché en

Preoperative View

Tibial vaigus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

& FEMUR External rotation

3

Reference Posterior

Rot. axis Diaphyseal axis
Mess. ref. Posterior condyles
Range uc

Size

Reference Posterior plateau e...
Mess. ref. Akagi AP line
Range MOBILE

S Internal rotation

Insert
+ 8

DOC 0096 |
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Implant fémoral
affiché

transparence

Posterior resection

10mm +

e.

Posterior resection

= 10mm

Implant fémoral
en = p

masque

Last Name: PATIENT
First Name: Test

INFO
PATIENT

Knee right
Surgical Ref: SPk3D-101

Bom on: 01/01/1999
Surgery: 05/14/2024

Flexion

MEDIAL

Tibial slope

o

Last Name: PATIENT
First Name: Test

INFO
PATIENT

Knee right
Surgical Ref: SPK3D-101

Bom on: 01/01/1999
Surgery: 05/14/2024

O @

“
)

B

Valgus Distal resection

+ - o 10mm +

MEDIAL

Tibial resection Tibial slope

9mm = 2
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“neOrtho Preoperative View Yl ] ﬂ INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
medical

PATIENT  Surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024
®.. risia vaigus 8.8°
i Cartilage not included in CT imaging
‘% Initial HKA 188.8°

& FEMUR Posterior resection Valgus Distal resection Flexion

10mm - = r = 10mm + = L
Reference Posterior

Rot. axis Diaphyseal axis 3°
Meas. ref. Posterior condyles .9 ° ‘ 1.2mm
Range uc ‘
L
71"

SYNTHESIS

. ﬁ

7.4mm 9.9 mm 2.8 mm 10.7 mm

(141 mm [19.0mm [15.5mm )m.a- [19.8mm MEDIAL

6.7 mm 9.1 mm 67mm 9.1mm

819"
¥ TBIA
Reference Posterior plateau e..

Meas. ref. Akagi AP line

G FEMUR gu

Range MOBILE
Size " _ 5 -
Internal rotation Tibial resection Tibial slope

Insert
8 = = = 9mm B 2°

7

Implant tibial Implant tibial affiché Implant tibial

7

affiché en transparence masqué

Implant tibial affiché :

/) —— - Knee right Last Name: PATIENT ~ Bom on: 01/01/1999
“UneO Preoperative Vi Pk
ne rt hO i = Surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024

® Tibial valgus 8.8° ( )
i Cartilage not included in CT imaging ©
‘% Initial HKA 188.8" )

& FEMUR External rotation Posterior resection Valgus Distal resection

- 10mm  + - Z - 10mm  +
Reference Posterior

SYNTHESIS wfn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

¥ TBIA

Reference Posterior plateau e...

Meas. ref. Akagi AP line

Range MOBILE

Size Internal rotation Tibial slope

Insert
8 - - - - 2

DOC 0096 |
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mplant tibial affiché en
UneOrtho

Preoperative View Planning

(0) Tibial vaigus 8.8"
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR

Reference Posterior

SYNTHESIS

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

¥ TBiA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size - K

Insert

@.. rivia valgus 8.8*
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR

Reference Posterior

SYNTHESIS o fn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

size =

¥ 1A

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size - 3

Insert

DOC 0096 |
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External rotation Posterior resection

3 10 mm +

L
=173
54°/70°

7.4mm 9.9mm

14.1mm | 19.0mm |

6.7mm 9.1mm

’ )

Internal rotation

Posterior resection

10 mm +

Internal rotation

INFO Knee right
PATIENT  surgical Ref: SPk3D-101

O

Tibial resection

Tibial resection

m‘@

Distal resection

10 mm

MEDIAL

2

Last Name: PATIENT ~ Bom on: 01/01/1999
First Name: Test

Surgery: 05/14/2024

Tibial slope

Knee right Last Name: PATIENT ~ Bom on: 01/01/1999

Surgical Ref: SPK3D-101

First Name: Test

Surgery: 05/14/2024

Flexion

MEDIAL

Tibial siope
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Visualisation «Résections osseuses

, . Résections N , .
Résections — - Résections
e osseuseen - - ,
osseusesffichées — ! osseusesnasquees

fransparence

Résections osseuses affichées :

/ ; o INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
“UneO Preoperative Vi
ne rthp m PATIENT  Surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024

©.. il valgus 8.5° )
i Cartilage not included in CT imaging : 5 ‘
1 Initial HKA 188.8" |

& FEMUR i Posterior resection i i Flexion

10 mm *
Reference Posterior

SYNTHESIS wff

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

MEDIAL

¥ TEA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Sz Internal rotation ibi i Tibial slope

Insert
+ & . ” - . > .

Résections osseuses en transparence :

s _— : INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
oneorth ,o thes View PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

[0) -

+: Tibial vaigus 8.8°
i Cartilage not included in CT imaging S O B @
‘% Initial HKA 188.8"

& FEMUR External rotation Posterior resection Distal resection

3 + =] 10 mm + - - 10mm +
Reference Posterior

SYNTHESIS w@fn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

Reference Posterior plateau e..
Meas. re. Akagi AP line

Range MOBILE

Stz Internal rotation ibi i Tibial slope

Insert
+ 8 - - - - > +
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Résections osseuses masquées :

GneOr;_hp Preoperative View

®-“- Tibial vaigus 8.8°
R i Cartilage not included in CT imaging
‘% Initial HKA 188.8"

& FEMUR

Reference Posterior

SYNTHESIS wffn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size - 4 +

Reference Posterior plateau e...
Mess. ref. Akagi AP line

Range MOBILE

Size 3

Insert 4

G TBA @ G FEMUR g

External rotation Posterior resection

+

Internal rotation

8

Vagus

2

INFO Knee right
PATIENT  Surgical Ref: SPK3D-101

B

Distal resection

10mm *

Last Name: PATIENT Bom on: 01/01/1999]
First Name: Test Surgery: 05/14/2024

Tibial resection Tibial slope

9mm +

2

+

| K yasSySy

N

u

RO2NASYGlIGAZ2Y RS 1 @dzS
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Cas gauche
Vue Latérale

Cas droit Vue
Médiale

Cas gaucheVue
Médiale

Cas droit Vue
Latérale

alF IAaar
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Visualisation vue sagittale en latéral (Cas droit) :

(] O " : INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative Vi Planning
ne rth 0 i <! PATIENT  Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

(D-_ :  Tibial vaigus 8.8° ) )
i Cartilage not included in CT imaging 3 )
‘% Initial HKA 188.8°

& FEMUR External rotation Vaigus

2
Reference Posterior

SYNTHESIS «fn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

10.7 mm
)m.a » 19.8mm

9.1mm

¥ BA

Reference Posterior plateau e..

Meas. ref. Akagi AP line

MOBILE

Internal rotation Tibial resection Tibial slope

8 - - - 9mm + - (5

Visualisation vue sagittale en médial (Cas droit) :

7 . " INFO Knee right Last Name: PATIENT Born on: 01/01/1999)
tive Vi Plannin
OneO I't hO RS J @ PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024f

@.. riia valgus 8.8°
Cartilage not included in CT imaging )
Initial HKA 188.8"

& FEMUR External rotation Posterior resection Vaigus Distal resection

10mm + - 2 - 10 mm +
Reference Posterior

SYNTHESIS wffn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size =

¥ TBIA
Reference Posterior plateau e...
Mess. ref. Akagi AP line
Range MOBILE

Size

Internal rotation Tibial slope
Insert
8 - - - 7

Affichage/Masquage des axes

-—H— Affichage des -—H— Masquage des axes

axes

—
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Affichage des axes :

(4 O " INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative View
ne rtho PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

Tibial vaigus 8.8°
Cartilage not included in CT imaging

a . B | @ ‘
Initial HKA 188.8°

& FEMUR External rotation Posterior resection Distal resection

3 10mm 10mm
Reference Posterior

SYNTHESIS a@n

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles %

889
Range uc ~om
size =
- ‘

MEDIAL

¥ TEA

Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE

S . 2 Internal rotation Tibial resection
Insert

- INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Planning 5 2
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

Tibial vaigus 8.8

Cartilage not included in CT imaging 1 ¢ (@}
Initial HKA 188.8°

B

& FEMUR External rotation Posterior resection Distal resection Fiexion

3 10mm
Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles .

Range uc

10mm T

Size -

54°/70° ‘

MEDIAL

¥ TEA

Reference Posterior plateau e..
Meas. ref. Akagi AP line
Range MOBILE
Size - 3 Internal rotation
Insert
8
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7.1.1. Planification du fémur

L'utilisateur a en sa possession différents outils afin de réaliser la planification du fémur.

lIs sont identifiés sur le planificateur par la couleur « Violet ».

Les outils relatifs au positionnement et au dimensionnement de I'implant fémoral sont les
suivants :

4 FEMUR

Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range

Size

L'utilisateur pourra alors venir choisir les parametres suivants :

Référence Le choix de cette référence définira le positionnement
antéro / postérieur (AP) par défaut du condyle.
Axe de Le choix de I'axe de rotation externe définira les
rotation modalités de déplacement en rotation du condyle dans
le plan horizontal.

Référence de Le choix de cette référence définira la valeur O de la
mesure rotation externe en fonction du repére choisi.
Gamme Une gamme parmi celle proposée par le

d’implant distributeur
fémoral
Taille Taille garantie dans les gammes proposées par le
distributeur

DOC 0096 |
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Les outils relatifs a la réalisation des coupes fémorales sont les suivants :

Déplacement en rotation de
I'implant fémoral dans le plan
Déplacement en rotation de frontal
I'implant fémoral dans le plan
axial

External rotation Posterior resection Distal resection

3 + - 10 mm * - - 10 mm +

Flexion

7

Déplacement en translation de
l'implant fémoral en
antéro/postérieur

L'utilisateur pourra alors venir modifier I'ensemble de ces parametres pour planifier les

coupes fémorales de son cas.

Les mesures indicatives affichées induites par le réglage des coupes sont les suivantes :

Angle entre la ligne
bi-condylienne et la
ligne de Whiteside

Coupes fémorales
Angle entre la ligne bi distales
condylienne et la ligne des
épicondyles chirurgicaux

DOC 0096 |
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L’affichage des vues fémorales peut étre modifié selon la volonté de I'utilisateur. Pour cela, a

»
droite du planificateur, |'utilisateur doit cliquer sur
“neOrtho Preoperative View INFO Knee right Last Name: PATIENT ~ Bom on: 01/01/1999

PATIENT  surgical Ref: SPk3D-101  First Name: Test ‘Surgery: 05/14/2024

®-‘ :  Tibial vaigus 8.8° . ]
i Cartilage not included in CT imaging E ) O B ]
‘% Initial HKA 188.8"

& FEMUR External rotati . Posterior resection Valgus Distal resection

10 mm + 10mm + - T
Reference Posterior

z z = > . 5
Rot. axis Diaphyseal axis 33°
Meas. ref. Posterior condyles 9
Range uc o P
Size -
L ™M
!
54°/70° ( J H
mm X y

71"
74 107 mm *

141 mm | | )191.3~ [19.8mm | MEDIAL

6.7mm . . 9.1mm

9 nBiA :
Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE

Size Internal rotation Tibial resection Tibial slope
Insert

+ 8 - - - 9mm + - £ =

Cela aura pour action d’ouvrir une fenétre cachée, qui contient la vue 3D de la planification et
le paramétrage des différentes vues :

7, 4 INFO Knee right Last Name: DEMO  Born on: 01/01/1975
Oneortho e ver Beeed B o | s | nanmci | s ovaiases

#=~Qo

Anterior notching Vaigus Distal resection

. - o .

- omm
II 47"

MEDIAL

External rotation Tibial slope

3 . - . - - - 3
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Permet de visualiser la vue distale fémorale

Permet de visualiser la vue frontale
fémorale

Permet de visualiser la vue sagittale
fémorale

Ces vues peuvent étre combinées ensemble en cliquant successivement sur les vues
souhaitées.
Par exemple, I'utilisateur peut choisir de visualiser uniguement la vue distale et la vue frontale
fémorales :

(U Orth . INFO Knee right Last Name: PATIENT ~ Bom on: 01/01/1999
ne (o] Preoperative View
ft ca s ﬂ PATIEN Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

Tibial valgus 8.8° ( ]
Cartilage not included in CT imaging 4 ) 3 © ” Q
‘% Initial HKA 188.8"

i & FEMUR
Reference Posterior
Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc
Size -
- ’ External rotation

SYNTHESIS o fn

3 +

Posterior resection

10 mm +

Valgus

2

Distal resection

10 mm &
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Les menus propres au dimensionnement/positionnement de I'implant fémoral et réalisation
des coupes fémorales sont affichés avec les vues choisies par I'utilisateur. Cette vue

paramétrée se ferme en cliquant de nouveau sur le bouton .

Uniguement en vue distale fémorale, I'utilisateur peut venir positionner I'implant sur le
modele osseux. En passant la souris sur I'implant fémoral en vue distale, celui-ci va changer
d’apparence :

En cliguant sur I'implant dans cette vue, 'utilisateur pourra le déplacer en médio-latéral.
L'implant prend encore alors une nouvelle apparence pendant ce déplacement :

Ce déplacement est visible dans toutes les vues fémorales.

7.1.2. Planification du tibia

L'utilisateur a en sa possession différents outils afin de réaliser la planification du tibia.
lIs sont identifiés sur le planificateur par la couleur « Bleu».
Les outils relatifs au positionnement et au dimensionnement de I'implant tibial sont les

suivants :
¥ nBIA
Reference Posterior plateau e..
Meas. ref. Akagi AP line
Range MOBILE
Size
Insert
DOC 0096 |
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L'utilisateur pourra alors venir choisir les parametres suivants :

Référence Le choix de cette référence définira le positionnement
par défaut de I'embase en rotation sur la coupe tibiale.
Référence de Le choix de cette référence définira la valeur O de la
mesure rotation de I'embase en fonction du repere choisi.
Gamme Une gamme parmi celle proposée par le
d’implant tibial distributeur
Taille Taille garantie dans les gammes proposées par le
distributeur (a+/- une taille de celle choisie pour le
condyle)
Insert Il s’agit d’'une indication de la taille d’insert compatible
avec la taille choisie.

Les outils relatifs a la réalisation des coupes tibiales sont les suivants :

Déplacement en rotation de
I'implant tibial dans le plan
frontal

Internal rotation Tibial resection Tibial slope

+ 8 - - - 9mm + - 2®

Déplacement en rotation de
I'implant tibial dans le plan de
coupe associé

L'utilisateur pourra alors venir modifier I'ensemble de ces parametres pour planifier les
coupes tibiales de son cas.
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Les mesures indicatives affichées induites par le réglage des coupes sont les suivantes :

L’affichage des vues tibiales peut étre modifié selon la

droite du planificateur, I'utilisateur doit cliquer sur

@neOrtho

@ %

Reference

Preoperative View

Tibial vaigus 8.8"
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR

Posterior

SYNTHESIS wffn

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles
Range uc

Size

¥ TBIA

Reference Posterior plateau e..

Meas. ref. Akagi AP line
Range MOBILE
oo Internal rotation

Insert
+ 8

DOC 0096 |
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Posterior resection

10 mm

+

»

Last Name: PATIENT
First Name: Test

INFO Knee right
PATIENT  Surgical Ref: SP3D-101

Distal resection

10 mm +

= o +
33°
M

8.8mm 10.7 mm

)181.3 s

19.8mm

9.1mm

Tibial resection Tibial slope

9mm + - o +

volonté de I'utilisateur. Pour cela, a

Bom on: 01/01/1999
Surgery: 05/14/2024
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Cela aura pour action d’ouvrir une fenétre cachée, qui contient la vue 3D de la planification et
le paramétrage des différentes vues :

Le parameétre de taille apparait avec les parametres de planification afin de permettre a
Iutilisateur de modifier la taille directement

“neOrtho 12 Last Nome:DEMO  Bormon:

Fiest Name: Right  Surgery:

©

L
. %
52mm

63mm 37mm

14.6mm 12.6 mm 13.1mm
94mm 63mm 9.4mm
' )
External rotation
= 3 = =

Permet de visualiser la vue proximale tibiale

Permet de visualiser la vue frontale tibiale

Permet de visualiser la vue sagittale tibiale

Ces vues peuvent étre combinées ensemble en cliquant successivement sur les vues
souhaitées.

Par exemple, I'utilisateur peut choisir de visualiser uniquement la vue sagittale et la vue
frontale tibiales :
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INFO Knee right Last Name: PATIENT ~ Bom on: 01/01/1999

(/] . o
Yne Oft hO coperative View  Jgly PATIENT  Surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024

Tibial valgus 8.8 X ( |
Cartilage not included in CT imaging 3 S O B ]
Initial HKA 188.8" J

¥ TiBIA
Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE
Size - 3 +
Insert
L4 Internal rotation

SYNTHESIS wfn

+ 8
«

0 +

Tibial resection

9mm k3

Tibial slope

2° +
Les menus propres au dimensionnement/positionnement de I'implant tibial et réalisation des
coupes tibiales sont affichés avec les vues choisies par I'utilisateur. Cette vue paramétrée se

ferme en cliguant de nouveau sur le bouton .

Uniguement en vue distale tibiale, |'utilisateur peut venir positionner I'implant sur le modéle
osseux. En passant la souris sur I'implant tibial en vue distale, celui-ci va changer d’apparence :

En cliguant sur I'implant dans cette vue, l'utilisateur pourra le déplacer en médio-latéral.
L'implant prend encore alors une nouvelle apparence pendant ce déplacement :

Ce déplacement est visible dans toutes les vues tibiales.
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7.1.3. Visualisatior8D de la planification

Tout au long de sa planification, I'utilisateur peut venir visualiser le dimensionnement et la
position des implants sur les modeles osseux 3D du cas en cours. Pour cela, a droite du

»

planificateur, I'utilisateur doit cliquer sur

[ (o) " INFO Knee right Last Name: PATIENT ~ Bom on: 01/01/1999
Preoperative View
ne ft hO ﬁ PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

®-. : Tibial valgus 8.8° s ( |
R i Cartilage not included in CT imaging S O B ‘ ©
‘' Initial HKA 188.8" |

& FEMUR External rotation Posterior resection Distal resection

3° + - 10 mm + = - 10mm
Reference Posterior

SYNTHESIS w§n

Rot. axis Diaphyseal ay!
Meas. ref. Posterio _ondyles
Range ue

Size

¥ TBIA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

See Internal rotation Tibial resection Tibial slope

Insert
+ 8 - - - [ 9mm - 7 +

La vue 3D suivante s’affiche :
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17/11/2025 p. 44/149



WSt ABRBAT B2 YIS RYAFAOFGAZY

SYNTHESIS o fw

L'utilisateur peut ainsi faire bouger I'ensemble du modele 3D en maintenant le clic gauche de
sa souris appuyé sur la scene contenant le fémur, le tibia et la rotule.
De plus, il a également la possibilité d’utiliser les outils de visualisation suivants :

Visualisation des modeles
osseux en vue frontale

Visualisation des modeles
0SSeux en vue sagittale

Affichage/Masquage du Fémur
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Affichage/Masquage du Tibia

7.1.4. Indication sur les espaces générés

Sur la page de planification, I'utilisateur a acces aux valeurs de I'espace généré par les
coupes réalisées :

La somme des coupes fémorales et tibiales permet d’obtenir I'espace généré par les coupes
et ainsi en déduire I'épaisseur d'implant a rajouter. Chaque mesure est la somme des coupes
interne ou externe, dans deux configuration différentes : en flexion ou en extension, les
guatre sommes obtenues sont les suivantes (illustrée par la suite) :

T Espace interne en flexionCoupe fémorale postérieure interne + Coupe tibiale
proximale interne

1 Espace externe en flexionCoupe fémorale postérieure externe + Coupe tibiale
proximale externe

1 Espace interne en extensiarCoupe fémorale distale interne + Coupe tibiale
proximale interne

1 Espace externe en extensiarCoupe fémorale distale externe+ Coupe tibiale
proximale externe
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| A

7.4mm 10.1 mm 5.6 mm 8.9 mm

19.2 mm 190mm | | 17.4mm | 17.8 mm

11.8 mm 8.9 mm 1.8 mm 8.9 mm

7.2.Validation de la planification et génération du rapport

Une fois que le chirurgien a réglé I'ensemble de ses coupes, a dimensionné et positionné ses
implants, il doit valider définitivement sa planification. Cela aura pour conséquence qu’il ne
pourra plus modifier ce qui a été fait, et que les données de sorties validées seront utilisées
par ONE ORTHO pour la réalisation des guides sur mesure associés.

@
Pour cela, le chirurgien doit venir cliquer sur le bouton | | situé dans le menu supérieur

de la planification. Il doit ensuite confirmer la validation de son cas en cliquant sur « OQui »
dans la fenétre qui s’affiche :

&) Final validation?

Are you sure you want to definitively validate this case?

e

Une fois la validation réalisée, un rapport résumant la planification réalisée sera édité pour le
chirurgien. L'utilisateur est redirigé vers le suivi des interventions.
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8- Maintenance

Une mise a jour est effectuée annuellement pour réaliser la maintenance de sécurité, elle est
automatique et complétement transparente pour I'utilisateur.

9- Cybersécurité

Notre approche de maitrise de la cybersécurité est basée sur la gestion des risques sur
chacune des étapes du cycle de vie du logiciel afin d’intégrer les concepts de cybersécurité des
la conception. Des mesures de sécurité sont appliquées concernant I'authentification de
I"utilisateur a I'application web qui est gérée par login et mot de passe qui permet de donner
acces uniquement a un utilisateur a ses propres cas et donc de restreindre I’acces des données
patient aux seules personnes autorisées. Pour cela nous vous prions d’étre vigilant a ne pas
communiquer votre mot de passe et a vous déconnecter lorsque vous cessez d’utiliser
I'application.

L’ensemble des risques liés a a cybersécurité sont intégrés et maitrisés dans le dossier de
gestion des risques du dispositif médical.

10-Incident / bug

Malgré la rigueur que nous portons a I'élaboration de ce logiciel, tout incident grave survenu
en lien avec le dispositif devrait faire I'objet d'une notification au fabricant et a l'autorité
compétente de I'Etat membre dans lequel 'utilisateur et/ou le patient est établi.

Une liste des bugs connus est disponible sur le lien  suivant:
https://github.com/oneorthomedical/3D-KNEE-PLANNING

Dans le cas ol un bug non présent dans cette liste serait détecté, merci de transmettre
I'information au service de ONE ORTHO.

11- Contact

Contact :

Pour toute question concernant |'utilisation de la plateforme, merci de bien vouloir contacter
ONE ORTHO a l'adresse mail suivante: contact@oneortho-medical.com ou bien par
téléphone au 04 26 78 76 74.

L’équipe de ONE ORTHO est disponible pour vous répondre du lundi au vendredi de 9h a 18h.
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12- Fabricant

69230 SAINT-GENIS-LAVAL
FRANCE
contact@oneortho-medical.com

medical

ONE ORTHO
Parc INOPOLIS, /
206 Route de Vourles

Dispositif médical de classe |, fabriqué par la société ONE ORTHO, conforme aux exigences de

la Directive 93/42/CEE.

Année d’obtention du 1°*" marquage CE : 2014
© 2024 One Ortho. Tous droits réserves.

13- Indications concernant le dispositif et symboles associés

Théme clair :

: Fabricant : Date de
) fabrication

UDI

:ldentifiant

unique du
dispositif

MD

: Dispositif

médical

le Manuel
Utilisateur

DE : Consulter

Théme sombre :

: Date de

: Fabricant L
fabrication

: Consulter
le Manuel
Utilisateur
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Ce document et ce qu’il décrit sont protégés par la loi du 11 mars 1957 sur la propriété
littéraire et artistique, modifiée par la loi du 3 juillet 1985, de méme que par les lois sur les
copyrights et par les conventions internationales.

Sans la permission écrite de ONE ORTHO aucune partie du présent manuel, y compris les
produits et logiciels qui y sont décrits, ne peut étre reproduite, transcrite, stockée dans un
systeme de base de données, ni traduite dans aucune langue, sous une quelconque forme et
par tout moyen, hormis la documentation conservée par I'acheteur a des fins de sauvegarde.
Toute personne ne respectant pas ces dispositions se rendra coupable de contrefagon et sera
passible de peines pénales prévues par la loi.

ONE ORTHO fournit ce manuel « en état » sans garantie d’aucune sorte, explicite ou implicite
ou aux conditions de commercialités ou d’adéquation a un but particulier. En aucun cas
ONE ORTHO, ses directeurs, ses cadres, ses employés, ses agents ne peuvent étre tenus
responsables des dégats indirects, spéciaux, accidentels ou consécutifs méme si ONE ORTHO
a été prévenu de la possibilité de tels dégats découlant de tout défaut ou erreur dans le
présent manuel ou produit.

Les noms des produits et des sociétés qui apparaissent dans le présent manuel peuvent étre,
ou non, des marques commerciales déposées, ou sujets a copyrights pour leurs sociétés
respectives, et ne sont utilisés qu’a des fins d’identification ou d’explication, et au seul
bénéfice des propriétaires, sans volonté d’infraction.
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e Restrictions on use:

This software is intended for use by professionals with appropriate medical training. In no way
should it be used as the sole basis for clinical decisions on diagnosis, care or management of
the patient. The plausibility of information obtained through the software must be
systematically verified clinically before it is used to treat patients. Any application of the
program's medical information that would not be in line with the original concept or intended
use of the program is not recommended and will be considered as misuse of the software.
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1- General

DEVICE NAME / TRADE NAME:

The name of the device range is "DIGITAL PLANNER".
The reference presented in this document is the "Digital Planner Total" reference.

INTENDED USE:

The “DIGITAL PLANNER” range is intended for knee surgery planning in a pre-operative
context.

GENERAL DESCRIPTION:

The "Digital Planner Total" web application enables 3D planning of the range and size of the
femoral and tibial components of a prosthesis for knee surgery, in order to plan the surgery
alone or to plan the surgery and design a custom-made guide through the associated workflow
platform.

Using 3D items reconstructed from DICOM images provided by the surgeon, the software
displays the bone structure of the patient's knee (proximal tibia and distal femur). It
simultaneously displays the knee prosthesis within the digitally reconstructed bone structure.
The default position of the prosthesis, defined by One Ortho, is not a planning proposal. The
surgeon can manipulate parameters such as the range and size of the prosthesis.

SOFTWARE VERSION:

The active version of the "Digital Planner Total" software is version 17.

DOC 0096 |
17/11/2025 p. 55/149



DSy S NJ f

PRECAUTIONS FOR USE:

Some residual risks remain in the system:
- The user is having difficulties opening or using the 3D scene.
- The user is unable to find a value's definition using the "?" button which appears when
hovering the value.
- The user cannot find the online help section.
- The user is using an outdated or unverified browser.
- Asecurity flaw due to using an outdated browser.
- The user leaves the workstation without logging off.
- The user does not find the User Manual and cannot access it.
- The user needs to use the user manual in paper form.
- The user is not informed that the User Manual has been revised.
- Bugs, non-compliance and/or material safety issues not reported to ONE ORTHO.

To mitigate these residual risks, please take the following precautions:

- Before using the device, read the User Manual: all steps, values and tools are
described. There is a risk of selecting an incorrect range or size of prosthesis if the
software is used with too little knowledge.

- Never pass on access rights to a third party. Login and password are strictly personal.
There is a risk that this could make confidential data accessible to third parties.

- Make sure you understand the label. If in doubt, consult the detailed information in
the user manual, as there is a risk that the label may contain information in a format
that does not comply with regulatory requirements.

- Make sure that the version of the user manual used is identical to the version identified
on the software label, as there could be a risk that the label contains incorrect
identification information about the software, or that the user manual accessible from
the software corresponds to another version of the software.

- Always use a browser that complies with the manufacturer's requirements, and make
sure it's not outdated in order to avoid security breaches, as using an outdated browser
can present a security risk.

- Toavoid problems with planning output, make sure that the patient data is correct, as
there is a risk that the patient data displayed by the software may be incorrect.

- Please let us know if you encounter a bug (see §contact), as there may still be a risk of
a defect in the software despite the care we take in its design.

- At the user's request, the user manual can be supplied on paper within 7 days of the
request.

The software enables 3D planning to be carried out preoperatively by the trained physician? .
The data presented by the software is not interpreted, and the choice of planning is made by
the trained physician .

It is forbidden to use several web browsers or browser tabs to simultaneously access
different pages of the application.

1 Holds a degree in orthopedic surgery as defined in section 2 - "Intended users".
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INSTALLATION SPECIFICATIONS:

Operating systems: Browser:
T Windows, 1 Google Chrome
I MacOS.

The browser used must be compatible with WEBGL technology:
https://caniuse.com/?search=webgl|

The zoom level must be 100% for optimal use of the platform:

v (4 pigital Planner Total
G %5

Knee right

Surgical Ref: SPKID-101 New tab

New window

New Incognito window ~ Ctrl+

External rotation [ s and autofill

Reference Posterior

Rot. axis Diaphyseal axis

[ Posterior condyles th
Range uc
stze - 4 .
' .

- e
@ owsing data
54°/70°

- 100%

74mm 9.9mm

14.1 mm 19.0mm

67mm 9.1 mm

¥ .
¥ |
Posterio plateau e

Akagl AP line

MOBILE

Internal rotation
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Screen definition:

The platform is fully responsive, i.e. it adapts to the size of the screen. This adaptation can, on
small smartphone-type formats, modify the layout of the user screen. It is recommended to
use a minimum of 1200px in 16:9 to display all the information in the application.

Internet connection:

An Internet connection is required to use the application. A minimum connection speed of 10

Mbps is recommended.

Equipment:

The client workstation hardware required for a comfortable user experience is:
1 ProcessorThe processor must be equivalent to an Intel Core i5 (sixth-generation or

higher).

1 Graphics cardThe graphics card must have a minimum video memory of 2048 MB.

ACCESSIBILITY OF DOCUMENTATION :

©neOrtho Preoperative View Wl lit]

[

SYNTHESIS e

Akagi AP line

MOBILE

o|[TEAE o FEMUR

Posterior plateau e..

External rotation Posterior resection

- a

e ﬁ

3 +

10 mm

-

9.9mm 88mm

7.4mm
7'!}.’1 mm 719:0 mm i *'Igf) mm

67mm 9.1mm 67mm

“.ast Name: PATIENT  Bom on: 01/01/1999

PATIENT  surgical Ref: SPk3D-101  First nan: Test Surgery: 05/14/2024

MEDIAL

The regulatory label is available on the planner by hovering the mouse over the distributor's
logo in the top left-hand corner.
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2- Terms of use

Indications
The "Digital Planner Total" software is indicated when a knee prosthesis is indicated.

Intended users

The intended users are orthopedic surgeons, with knowledge of anatomy, biomechanics and
reconstructive surgery of the musculoskeletal system, and associated surgical techniques. The
surgeon is responsible for planning and approving the plan with the medical device.

Target population

The "Digital Planner Total" is intended for use on male or female patients having reached
skeletal bone maturation and requiring total knee surgery as stated in the indications.
Pregnant and breast-feeding women are excluded from the target population.

Performance claims

No clinical performance is claimed.
Software performance is: in 90% of cases, the implanted prosthesis has a size difference of 1
or less, compared to the size planned when using the device.

Clinical benefits

No clinical benefits are directly claimed for this software.

Clinical benefits are indirect and result of the knee prosthesis.
Intended benefits are:

9 Patient functional recovery regarding hip mobility,

I Pain reduction.

Contraindications

The planning software must not be used:
9 For joints other than the knee joint.
i For planning other prostheses ranges than those referenced in the library.
9 When knee prosthesis is contraindicated.

Adverse side effects

No adverse side effects have been recorded in association with the device.
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3- Lifetime of the device

This software will be maintained for two years.
During this period, One Ortho guarantees the performance of the software and undertakes to
provide updates to enable its optimal use.
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4- General information on displays

In this section, we'll describe all the information shown and the possible interactions in this
insert, which is common to both pages of the application. As required, the user can navigate
from the preoperative page to the planning page and vice-versa.

Whichever page is displayed, the application's top banner looks like this:

INFO Kneeright
PATIENT  Surgical Ref: SPK3D-101  First Name: Test

Last Name: PATIENT  Bom on: 01/01/1999
Surgery: 05/14/2024

“ne Or thO Preoperative View JaCul]

icluded in CT imaging
188.8°

The "Preoperative view" page is active.

The "Planning" page is active.

In the top right-hand corner of the application, the following information is displayed:

Patient information

Last Name: PATIENT Borm on: 01,/01/1999

I]Eﬁ!] INFO Knee right
PATIENT | surgical Ref: SPk3D-101|  |First Name: Test Surgery: 05/14/2024

Intervention information
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Below the navigation arrows, the following information is displayed:

Reminder of the lateralization
of the case

G for a left knee
D for a right knee

Tools for specific actions are also available (can only be used on the Planning page):

Activating and deactivating the
} screen capture tool

Tools for managing navigation in the application are available (only the temporary save button
is active on the "Preoperative view" page):

Option to cancel previous action (u Temporary saving of the planning
to 10 successive cancellations) p_l

Final planning approval
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Finally, tools for managing displays, accessing explanatory documentation and disconnecting
from the platform are available at any time during the planning process:

Switch to full screen

-l

D2Ay3 o6l 01 GKS A
up

Access to online help
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5- Surgical preferences

Users can specify their preferred planning parameters.

To do this, access the preference settings screen via the E button:

The interface for this page is as follows:

Various

Light theme .

App launch stage

Implants

& Femur

Defauli values
Reference :

Rot. axis :

{# Preferences

Preoperative View

¥ Tibia
Default values
Posterior Reference :

Diaphyseal axis Tibial implant range :

Femoral implant range : uc

The user can then set the following parameters:

9 The appearance of the planning theme:
Light theme
D B 5. - . ©neOrtho
B--10 e-ao
«» =
o EGE. =3 O . O E 0 U . @
=
L - | \ ——-
8 O
" e e .
[y ]
a
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Akagi AP line

MOBILE

Dark theme

;;;;;;

-------

uuuuuu
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9 The default page displayed when the case is opened

“Planning” page

“Preoperative view” page
B

mmmm

R

Poseiorrssction  vews  Dsission  Feen

9 Default values for some femoral planning information:
Reference Rotation axis Femoral implant range

9 Default values for some patellar planning information:
Reference

9 Default values for certain tibial planning information:
Reference Tibial implant range

To validate any changes made and return to the planning, the user must click on the

button.
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Preoperative view page

6-dt NEB2LISNI A PSS OASgé LI IS

One of the application's pages is entitled "Preoperative view". It contains all data relating to
the patient's native anatomy:

7 S . INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
(J ne oft hO Preoperative View Jgp PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

o, valgus 8.8° ] i
R lage not included in CT imaging £ =4 a H ) D B
‘% Initial HKA 188.8° e

This view is based on the acquisition of the patient's leg in the

r ‘ imaging system. The joint is not weight-bearing. \ ”

b ..
Y —

A

@ Tibial valgus 8.8

@ Tibial slope 0.9

The views shown are illustrations based on the DICOM images of the patient's leg according
to the established imaging protocol. The joint is not under load.
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Preoperative view page

@ Internal space 4.8mm

@ wmpras2T

(@ Tibial vaigus 8.8

Transfer of the femoral

‘ = mechanical axis

Definition of displayed measurements:

T HKSAngle between the femoral mechanical axis and the femoral anatomical axis in
the frontal plane. Measured on the medial side.

1 VARUS/VALGUS Tihiahgle complementary to the HKA angle (between the femoral
and tibial mechanical axes in the frontal plane). Varus: outward deviation of the
knees. Valgus: inward deviation of the knees.

T mLDFAAngle between the femoral mechanical axis and the axis passing through the
distal femoral condyles (medial and lateral) in the frontal plane. Measured on the
lateral side.

T MPTA Angle between the tibial mechanical axis and the axis passing through the
medial and lateral centers of the tibial plateau, on the medial side, in the frontal
plane.

1 INTERNAL SPAQ@istance between the distal end of the medial part of the condyle
and the bottom of the medial cup of the tibia.

T EXTERNAL SPAGistance between the distal end of the lateral part of the condyle
and the bottom of the lateral cup of the tibia.

DOC 0096 |
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Preoperative view page

Shift of the mechanical
tibial axis

G) Flessum 6.0°

(i) Tibial slope 0.9

Definition of displayed measurements:

T FLESSUM / RECURVATWNgle between the tibial and femoral mechanical axes in
the sagittal plane (complementary to the wide angle). Flessum: knees in flexion.
Recurvatum: knees in extension.

1 Tibial slope angle between the perpendicular to the anteroposterior medial axis and
the tibial mechanical axis in the sagittal plane.

DOC 0096 |
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Preoperative view page

At any time, the user can view the measurement definition by clicking on it.

Show all info
They also may view all the definitions by pressing the button:

i i INFO Knee right Last Name: PATIENT Born on: 01/01/1999
P erative View
— PATIENT  Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

Tibial valgus 8.8 : -
Cartilage not included in CT imaging ) O m ™ Q (D
Initial HKA 188.8°

This view is based on the acquisition of the patients leg in the
imaging system. The joint is not weight-bearing.

Angle between the femoral -
Angle between the tibial
mechanical axis and the tween
e mechanical axisand the
femoral anatomical axis in the
femoral mechanical axis in the
fromtal plane. Measured sagittal plane (complementar
imemally. oital plane (complamentary
to the large angle). Flessum:

knees in flexion. Recurvatum:

. knees in extension
Angle between the femoral . HKS 3.3

mechanical axis and the axis
passing through the distal

@ Fressumeo
femoral condyles (medial and

Sum of the lengths of the

lateral) in the frontal plane. femoral mechanical axis and

Measured extemnally. Distance between the distal end the tibial mechanical axis in 30
of the intemal part of the: {ron projected)
condyle and the botiom of the

. mLDFA 85.1° | imernal tibial cup.

@ 738mm

@ Exemal space 2 8mm @ intenal space 4.8mm

MPTA 92.7°
Distance between the distal end @

of the extemal part of the
condyl 1he bottom of the

Angle between the tibial
extemal tibial cup.

mechanical axis and the axis
passing through the medial and
. Tibial vaigus 8.8" lateral cemters of the tibial
plateau, intemally,in the frontal
plane.

Angle complementary to the . Tibial slope 0.9
HKA angle (between the

femoral mechanical axis and
‘the tibial mechanical axis in the
frontal plane). Varus: outward

deviation of the knees. Valgus:
inward deviation of the knees

Angle between the.
perpendicular o the
anteroposterior median axis
&nd the tibial mechanical axis in
the sagittal plane.
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7- Planning

7.1.Madification of planning

One of the pages in the application
plan the current case:

Dynamic 3D visualization
and 2D visualization
layout insert

GneOrthQ Preoperative View War ]

. Tibial valgus 8.8°
i Cartilage not included in CT imaging
‘% Initial HKA 188.8°

& FEMUR External rotation

Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size - 4 +

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size 3

Insert 4

o[ TiBA'@ o FEMUR g

Dynamic insert to indicate generated space

DOC 0096 |
17/11/2025

is entitled "Planning". It contains all the tools needed to

Interactive insert for 2D visualization,
planning, movement and positioning
of the femoral implant

@ INFO Knee right Last Name: PATIENT Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

ol B| e

Posterior resection Distal resection Flexion

+

MEDIAL

Tibial resection Tibial slope

9mm + - 3 +

Interactive insert for 2D
visualization, planning,
movement and positioning of the

tibial implant
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Scanner view/3D view

3D view active Scanner view active

“3D model visualization” mode activated:

7 - n— - INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
(Jneoftho tiveView gl PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

®.‘ + Tibial vaigus 8.8°
R i Cartilage not included in CT imaging ) O )
‘% Initial HKA 188.8°

& FEMUR External rotation Posterior resection
- z

Distal resection
3 + 10mm + 10mm
LECETY Posterior
Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles .9°
Range uc
size z 4 +
' ‘
i
54°/70°

7.4mm 9.9 mm

141 mm | 19.0mm )151.3'

9.1 mm

67mm
. 81.9°
¥ TBIA
Reference Posterior plateau e..

Meas. ref. Akagi AP line
Range MOBILE

Siee 3 Internal rotation Tibial resection Tibial slope
Insert 4
. 8 omml + . 2

DOC 0096 |
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“Scanner image visualization” mode activated:

&/ — INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative Vi
(Jneofthp e PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024
®-‘ :  Tibial vaigus 8.8°
R i Cartilage not included in CT imaging
‘% Initial HKA 188.8°

& FEMUR External rotation Posterior resection Distal resection

+ : 10mm + 5 = 10mm
Reference Posterior

SYNTHESIS wff

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

size

MEDIAL

)

y
J

4
-

e

¥ TBIA

Reference Posterior plateau e...

G FEMUR gu

Meas. ref. Akagi AP line
Range MOBILE
Size

Internal rotation Tibial resection Tibial slope
Insert

o TEA @

= 8 o = = 9mm + - £

In this scanner view, the user can move section by section using the mouse wheel and view
the overlaying of the selected sections in 3D mode and the selected implants. In this way, the
user can see the coverage of the selected implant and validate or not his choice of planning.
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Cut bone Cut bone models
models displayed
displayed transparently

Cut bone models displayed:

/ o . INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative Vi P
Une Oft hp i ARG, PATIENT  Surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024
®; + Tibial valgus 8.8°
i Cartilage not included in CT imaging
1 Initial HKA 188.8"

& FEMUR External rotation Posterior resection Distal resection

10mm + - 10 mm
Reference Posterior

SYNTHESIS wfn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

10.7 mm

)181.3' 19.8mm |

9.1mm

¥ TBIA
Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE

Stm Internal rotation Tibial resection Tibial slope

Insert
8 - - - [emmy + - 2

dels displayed transparentl

“neOrtho Preoperative View i :’NA?I)ENT Knee right Last Name: PATIENT  Bom on: 01/01/1999

Surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2024
@.. : Tibial valgus 8.8°
:  Cartilage not included in CT imaging
‘% Initial HKA 188.8°

& FEMR i Posterior resection i i Flexion

0mm  + - - - T
Reference Posterior

SYNTHESIS wff fn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

p B
w

MEDIAL

¥ TBIA
Reference Posterior plateau e..
Mes. ef. Akagi AP line
MOBILE

Range
Size = = = ==
Internal rotation Tibial resection Tibial slope

Insert
8 E = = 9mm 5 o
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SYNTHESIS wf

Cut bone models hidden:
’neOr[:hg

YWy 3

Preoperative View

®'.: Tibial valgus 8.8°
i Cartilage not included in CT imaging
‘% Initial HKA 188.8"

& FEMUR External rotation

3 +
Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size - 4 +

¥ TBIA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

S - 3 Internal rotation

Insert 4
+ 8

Visualization "Femoral implant"

Femoral

implant
displayed

DOC 0096 |
17/11/2025

Posterior resection

10mm +

Femoral implant

displayed
transparently

INFO Knee right Last Name: PATIENT  Bom on: 01/01/1
PATIENT  surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2f

ol B | e

Distal resection Flexion

10mm +

Tibial resection Tibial slope

9mm + - 2

Femoral implant
hidden
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oral implant displayed

GneOg[;pg Preoperative View

SYNTHESIS wfn

e

Q.. riva vaigus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR External rotation

3°
LECE Posterior

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles

Range uc
Size -
L

Posterior resection

10 mm +

—
54°/70°

7.4mm
(141 mm |

6.7mm

9.9mm
19.0mm |

9.1mm

81.9°
¥ TBIA
Reference Posterior plateau e..

Mess. ref. Akagi AP line
Range MOBILE
See: 2 Internal rotation

Insert

oral implant displayed transparently:

UneOrtho  ereoperativeview

SYNTHESIS wfn

@.. Tiviar vaigus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

& FEMUR External rotation

3
Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

54°/7.0°

7.4mm
| 14.1mm |

6.7 mm

¥ TBIA

Reference Posterior plateau e..
Meas. ref. Akagi AP fine

Range MOBILE

S 3 Internal rotation

Insert

DOC 0096 |
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Posterior resection

10mm *

9.9mm
19.0mm

9.1 mm

INFO Knee right Last Name: PATIENT
PATIENT  Surgical Ref: SPk3D-101 First Name: Test

Distal resection Flexion

10 mm

MEDIAL

Tibial siope

Knee right Last Name: PATIENT
Surgical Ref: SPk3D-101  First Name: Test

)

Distal resection Flexion

10 mm - T

Tibial slope

Bom on: 01/01/1999
Surgery: 05/14/2024

Bom on: 01/01/1999
Surgery: 05/14/2024
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Femoral implant hidden:
“neOrtho

Preoperative View JZEUUTTY

al valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.

& FEMUR External rotation

3
Reference Posterior

SYNTHESIS wlin

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

¥ TBIA

Reference Posterior plateau e...

G FEMUR gu

Meas. ref. Akagi AP line

Range MOBILE

Size - = Internal rotation
Insert

G| TBA o

DOC 0096 |
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Last Name: PATIENT

@ INFO Knee right
PATIENT  surgical Ref: SPk3D-101  First Name: Test

6} m‘@

Posterior resection Vaigus Distal resection Flexion

10mm + 2° 10 mm

MEDIAL

Tibial resection Tibial siope

Bom on: 01/01/1999
‘Surgery: 05/14/2024
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Visualization "Femoral impla

W/

Femoral

implant
displayed

Femoral implant
displayed
transparently

Femoral implant
hidden

moral implant displayed:

@neOggpg

Preoperative View

Last Name: PATIENT
First Name: Test

INFO Knee right
PATIENT  Surgical Ref: SPk3D-101

Bom on: 01/01/1999
Surgery: 05/14/2024

Tibial valgus 8.8*
Cartilage not included in CT imaging
Initial HKA 188.8°

(r]%

Reference

& FEMUR External rotation Posterior resection Vaigus Flexion

10 mm + - z
Posterior

SYNTHESIS n

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

| 19.0mm

9.1 mm

MEDIAL

Reference Posterior plateau e...

Meas. ref. Akagi AP line
Range MOBILE

Size Internal rotation Tibial slope

Insert
8 - - - - 2

ral implant displayed transparently:
UneOrtho

/] "

Reference

Last Name: PATIENT
First Name: Test

Knee right
Surgical Ref: SPk3D-101

— Bom on: 01/01/1999
Preoperative View ‘Surgery: 05/14/2024

INFO
PATIENT
=
Tibial valgus 8.8° .
Cartilage not included in CT imaging S (@) B
Initial HKA 188.8*

& FEMUR External rotation Posterior resection Vaigus Distal resection

10 mm + = 2% - 10 mm +
Posterior

SYNTHESIS

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

MEDIAL

¥ TBIA
Reference

Posterior plateau e...

Meas. ref. Akagi AP line

Range MOBILE

Size

Tibial resection Tibial slope

Insert
F 3
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Femoral implant hidden:

/] P - . INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
(meOrt!w 9 ALl Fiannin ﬂ PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024.

®-”- Tibial vaigus 8.8°
it Cartilage not included in CT imaging y (@] i) @
‘% Initial HKA 188.8"

& FEMUR Posterior resection vaigus Distal resection Flexion

10mm + - 2 + - 10mm +
Reference Posterior

Rot. axis Diaphyseal axis a3-

Meas. ref. Posterior condyles 9°

Range uc

Y ,,
54°/7.0° ﬁ

7.4mm LXT 83mm 10.7 mm

| 141 mm | 19.0mm | 15.5mm )191.3" | 19.8mm MEDIAL

6.7 mm 9.1 mm 6.7 mm LAL

W TBIA
Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE

size

SYNTHESIS wfiln

G FEMUR g

Internal rotation Tibial resection Tibial slope
Insert

o TBA @

8 - - - 9mm + - 2

+AadzZ fATFGA2Y GCAOGALIE AYLIFyYydE

y
Tibial implant Tibial implant Tibial implant

displayed

displayed transparently

hidden

Tibial implant displayed:

7 — - INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative Vi Planning
OneOrthp - 9 PATIENT  surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2024
®', + Tibial valgus 8.8°
i Cartilage not included in CT imaging
‘% Initial HKA 188.8"

& FEMUR External rotation Posterior resection Vaigus Distal resection Flexion

= 10mm + = o = 10mm
Reference Posterior

SYNTHESIS wfn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

size =

Reference Posterior plateau e...

Meas. ref. Akagi AP line

Range MOBILE

Siee Internal rotation Tibial resection Tibial slope

Insert
8 - - - 9mm + - x|
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@neO(th?

Preoperative View  JACy 0]

Q.. rivia valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

4 FEMUR

Reference Posterior

SYNTHESIS wf

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

¥ TEA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size - 3

Insert

Tibial implant hidde
GneOg;pg

SV Pianning

(O] ;  Tibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

4 FEMUR

Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

¥ TBIA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size - 3

Insert

DOC 0096 |
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External rotation Posterior resection

3 10 mm +

L
B s v
54°/7.0°

7.4mm © 95mm

(141 mm 19.0mm |

6.7mm 9.1mm

’ )

Internal rotation

Posterior resection

10 mm o

“.-—
54°/70"

7.4mm 9.9mm

14.1mm | [(19.0mm

6.7 mm 9.1mm

Internal rotation

INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

o B

Distal resection

10mm

Tibial resection Tibial slope

INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

107 mm

)1 81.3° 19.8mm | MEDIAL

9.1mm

Tibial slope
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Visualization "Bone resections"

displayed:

Preoperative View

Bone resectio
(ﬁneO([;hg

r|%

Reference Posterior

Tibial vaigus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

¥ nBIA

Reference Posterior plateau e...
Mess. ref. Akagi AP line

Range MOBILE

Size

Insert

Bone resections displayed transpar
(éneO(ghg

®: :  Tibial valgus 8.8°
Cartilage not included in CT imaging
‘% Initial HKA 188.8°

& FEMUR External rotation

Preoperative View  JZENNY

Reference Posterior

SYNTHESIS w@n

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

Reference Posterior plateau e..
Meas. ref. Akagi AP line

Range MOBILE

e Internal rotation

Insert
8

DOC 0096 |
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Bone resections

displayed
transparently

Bone resections
hidden

@ INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

s © m"cﬂ

T

Posterior resection Distal resection Flexion

0mm  + - - 10mm  + - o

Tibial slope

2

Last Name: PATIENT  Bom on: 01/01/1999
Surgery: 05/14/2024

INFO Knee right
PATIENT  surgical Ref: SPK3D-101  First Name: Test

Posterior resection

10 mm +

MEDIAL

Tibial siope

=
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Bone resections hidden:
GneOrtho Preoperative View

INFO Knee right Last Name: PATIENT ~ Bom on: 01/01/1999)
PATIENT  surgical Ref: SPk3D-101  First Name: Test

Surgery: 05/14/2024]
® +  Tibial vaigus 8.8" |
Cartilage not included in CT imaging 3 ) @ (@) =
Initial HKA 188.8" |

& FEMUR Posterior resection Valgus Distal resection Flexion

3 10mm + 2 10mm
Reference Posterior

Rot. axis Diaphyseal axis

Mess. ref. Posterior condyles . -

Range uc
size o
L
— 1
54°/7.0°

7.4mm 9.9mm

14.1mm

19.0mm |

6.7mm 9.1mm

81.9°
¥ TBIA
Reference Posterior plateau e...
Meas. ref.

Akagi AP line
Range MOBILE

Size - 3

Internal rotation Tibial resection
Insert

DOC 0096 |
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nge in sagittal view orientation
Left case: Left case: Medial

Lateral view

Right ca
Medial view

ateral sagittal view (ri

4neOrth " . INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Une (o] Preoperative View JLZENUY
medica < PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

O- +  Tibial vaigus 8.8°
i Cartilage not included in CT imaging
‘% Initial HKA 188.8°

& FEMUR i Posterior resection Vaigus

10mm = - 2 +
Reference Posterior

Rot. axis Diaphyseal axis 33°
Meas. ref. Posterior condyles

Range uc

size - ‘ ! i

9.9 mm 8.8mm

SYNTHESIS «fn

(19.0mm | 15.5mm | )13143-

6.7mm

y 81.9°
¥ TBA
Reference Posterior plateau e.. >
Meas. ref. Akagi AP line

Range MOBILE

b Internal rotation Tibial resection Tibial slope

Insert

8 - - - o

(] le) . : INFO Knee right Last Name: PATIENT ~ Bom on: 01/01/1999)
Preoperative View  JZEULTY
ne I' hO 9 PATIENT  surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2024]

Tibial valgus 8.8" |
Cartilage not included in CT imaging ) B ‘ ]

Initial HKA 188.8°
L J

& FEMUR External rotation Posterior resection Valgus Distal resection

3 S 10mm + = 2 = 10 mm +
Reference Posterior

SYNTHESIS wfifn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

Reference Posterior plateau e..

Meas. ref. Akagi AP line

Range MOBILE
Stes - Internal rotation ibi i Tibial slope

Insert
& - 2

DOC 0096 |
17/11/2025 p. 82/149




tf Wy y 3

Displaying/hiding axes

Axes displayed Axes hidden

Axes displayed

7, - INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
(Jneofth9 gt View PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

@.. Tivia vaigus 8.8"
Cartilage not included in CT imaging B @
Initial HKA 188.8"

& FEMUR External rotation Posterior resection Distal resection

3 10 mm 10mm
Reference Posterior

SYNTHESIS «@n

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles 88.9° -
Range uc
size -
V. =
sa'/70° i'
7.4mm N X

MEDIAL

» EA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Lo : 2 Internal rotation Tibial slope

Insert
2

Axes hidden:

/ P — 5 Knee right Last Name: PATIENT ~ Bom on: 01/01/1999
(Jneoft ho eView Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

(G valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR Posterior resection Valgus

10mm 2
Reference Posterior

SYNTHESIS

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

size -

MEDIAL

¥ TBIA

Reference Posterior plateau e..
Meas. ref. Akagi AP line

Range MOBILE

o - 2 Internal rotation Tibial slope

Insert
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17/11/2025 p. 83/149




tf Wy y 3

7.1.1. Planning the femur

The user is provided with a range of tools for planning the femur.
They are identified on the planner by the "Purplée' color.

The tools for positioning and sizing the femoral implant are as follows:

4 FEMUR

Reference Posterior
Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles

Range

Size

The user can then select the following parameters:

Reference

The choice of this reference will define the default
anteroposterior (AP) positioning of the condyle.

Rotation axis

The choice of the axis of external rotation will determine
how the condyle rotates in the horizontal plane.

Measurement The choice of this reference will define the 0 value for
reference external rotation according to the chosen reference
frame.
Femoral One of the distributor's ranges
implant range
Size Guaranteed size in the ranges offered by the distributor
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The following tools are available for making femoral cuts:

Rotational displacement of the
femoral implant in thefrontal
Rotational displacement of the plane
femoral implant in the axial plane

External rotation Posterior resection Valgus Distal resection Flexion

3" + - 10 mm + - 2 - 10 mm + - ™

Anterior/posterior translational
displacement of the femoral
implant

The user can then modify all these parameters to plan the femoral cuts for their case.

The indicative measurements displayed induced by the cut settings are as follows:

Angle between bi
condylar line and
Whiteside line

Measurement of

sagittal HKS angle
Distal femoral

Angle between the sections
bicondylar line and the
line of the surgical
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The display of femoral views can be modified according to the user’s wishes. To do so, click on

»

to the right of the planner:

(/ " INFO Knee right Last Name: PATIENT Bom on: 01/01/1999
“UneO Preoperative Vi
neOr hO i PATIENT  Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

( ’:: Tibial valgus 8.8° - ( |
R i Cartilage not included in CT imaging S © MR o 28 i > MO
‘% Initial HKA 188.8°

& FEMUR External rotation Posterior resection Distal resection Flexion

10mm * = = 10 mm + = T
Reference Posterior

Rot. axis Diaphyseal axis .3°
Meas. ref. Posterior condyles .9°

Range uc -

SYNTHESIS wf

Size

71"

MEDIAL

¥ TBIA X
Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size

Internal rotation Tibial resection Tibial slope

Insert
+ 8 - - - [9mm | -+ - Z +

This will open a hidden window containing the 3D planning view and the settings for the
various views:

] INFO Knee right Last Name: DEMO  Born on: 01/01/1975
ey BB Mo o coinon | rmvamcnon e vt

#~Q0

)

External rotation Amerior notching Valgus

* . 5 [ - (3 . g . - 2 . [ ]

- . —
a7 ‘ Views
Z A
: N
N . A
oo

52mm 37mm
146mm | [126mm Yis02+ MEDIAL

9.4mm

9.4mm 63mm .
' MV

ion Varus

L
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Visualization of the distal femoral view

Visualization of the frontal femoral view

Visualization of the sagittal femoral view

These views can be combined by clicking one after the other.

For example, the user can choose to view only the distal and frontal femoral views:
GneOrtho Preoperative View JZCUNINY

@ Tibial valgus 8.8°
R ' Cartilage not included in CT imaging
4 Initial HKA 188.8°

& FEMUR
Reference Posterior
@ Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc
Size - 4 +

INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

External rotation

3 +

Posterior resection

10 mm +

Valgus

2

“ Distal resection
- 10 mm *

Flexion

7

The menus for sizing/positioning the femoral implant and creating femoral sections are

displayed with the views selected by the user. This view is closed by clicking again on the
button.

In distal femoral view only, the user can position the implant on the bone model. Passing the
mouse over the femoral implant in distal view will change its appearance:
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By clicking on the implant in this view, the user can move it medio-laterally. The implant then
takes on a new appearance during this move:

This displacement is visible in all femoral views.

7.1.2. Planning the tibia

The user is provided with a range of tools for planning the tibia.
They are identified on the planner by the "Blu€e" color.
Tools for positioning and sizing the tibial implant include:

¥ nBIA

Reference Posterior plateau e..

Meas. ref. Akagi AP line

Range MOBILE

Size

Insert

The user can then select the following parameters:
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Reference The choice of this reference will define the default

positioning of the tibial component in rotation on the
tibial section.

Measurement | The choice of this reference will define the 0 value of the

reference tibial component rotation according to the chosen
reference.
Tibial implant One of the distributor's ranges
range
Size Guaranteed size within the range offered by the
distributor (+/- one size of that chosen for the condyle)
Insert This is an indication of the plastic spacer size compatible

with the selected size.

The tools for making tibial cuts are as follows:

Rotational displacement of the
tibial implant in the frontal plane

Internal rotation Tibial resection Tibial slope

+ 8 - - - 9mm - 2

Rotational displacement of the
tibial implant in the associated
cutting plane

The user can then modify all these parameters to plan the tibial cuts for their case.
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The indicative measurements displayed induced by the cut settings are as follows:

The display of tibial views can be modified according to the user's wishes. To do so, to the

»
right of the planner, click on

@ o) —_— INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative View
ne fthO PATIENT  surgical Ref: SPK3D-101  First Name: Test ‘Surgery: 05/14/2024

+: Tibial valgus 8.8°
it Cartilage not included in CT imaging
‘% Initial HKA 188.8"

=]

& FEMUR External rotation Posterior resection

10mm +
Reference Posterior

SYNTHESIS wffn

Rot. axis Diaphyse: . axis
Meas. ref. Post ior condyles
Range re

Size

10.7 mm

)m.s . 19.8mm | MEDIAL

9.1mm

¥ TBIA
Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size Internal rotation Tibial resection Tibial slope

Insert
+ 8 - - - [9mm | + - z +

This will open a hidden window containing the 3D planning view and the settings for the
various views: The size parameter appears with the planning parameters to allow the user to
modify the size directly.
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Y INFO Knee right Last Name: DEMO Born on:
T e — - [ - JE e e e

(o

R

Visualization of the proximal tibial view

Visualization of the frontal tibial view

Visualization of the sagittal tibial view

These views can be combined by clicking one after the other.
For example, the user can choose to view only the sagittal and frontal tibial views:
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Last Name: PATIENT Bom on: 01/01/1999

/] — 5 INFO Knee right
tive Vi Planni
(Jneoftho Preoperative View anning PATIENT  surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2024

i s 8.8° ( |
E i Cartilage not included in CT imaging S ) - m @

¥ TBIA
Reference Posterior plateau e..
Meas. ref. Akagi AP line
Range MOBILE
Size - 3 +
Insert 4
» Internal rotation

SYNTHESIS wffn

2 +

+ 8 5
«
5 o +
Tibial resection
- 9mm @+

Tibial slope

The menus for tibial implant sizing/positioning and tibial sectioning are displayed according

to the views selected by the user. This set view is closed by clicking again on the button.

In the distal tibial view only, the user can position the implant on the bone model. Passing the
mouse over the tibial implant in distal view will change its appearance:

By clicking on the implant in this view, the user can move it medio-laterally. The implant then
takes on a new appearance during this move:

This displacement is visible in all tibial views.

7.1.3. 3D planning visualization
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Throughout the planning process, the user can view the implant sizing and position on the 3D

bone models of the current case. To do so, click on the

the planner:

Preoperative View

@,, Tivia valgus 8.8°
i Cartilage not included in CT imaging
‘% Initial HKA 188.8"

& FEMUR Femnal rotation

GneOgghg

3° +
Reference Posterior

SYNTHESIS e

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

Reference Posterior plateau e..

Meas. ref. Akagi AP line

Range MOBILE

See Internal rotation

Insert
+ 8
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INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

é]/

Posterior resection Distal resection

10mm + o - 10mm

9.9 mm

19.0mm | MEDIAL

Tibial resection Tibial slope

9mm o o
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The following 3D view is displayed:

SYNTHESIS o B

Users can move the entire 3D model by holding down the left mouse button on the scene
presenting the femur, tibia and patella.
They can also use the following visualization tools:

Visualization of bone models in
frontal view

Visualization of bone models in
sagittal view

Display/Hide the femur
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Display/Hide the tibia

7.1.4. Indication of space generated
On the planning page, the user has access to the space values generated by the cuts:
The sum of the femoral and tibial sections gives the space generated by the sections, and
thus the implant thickness to be added. Each measurement is the sum of the internal or

external cuts, in two different configurations: flexion or extension. The four sums obtained
are as follows (illustrated below):

T Internal space in flexioninternal posterior femoral section + Internal proximal tibial

section

T External space in flexiorexternal posterior femoral section+ External proximal tibial
section

T Internal space in extensiordistal medial femoral section + proximal medial tibial
section

1 External space in extensionlistal external femoral section+ proximal external tibial
section
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92.5i' A
I
i EXTENSION
|
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A

7.4mm 10.1 mm 5.6 mm 8.9 mm

19.2 mm 19.0 mm ’ 1 17.4 mm 17.8 mm

11.8 mm 8.9 mm 1.8 mm 8.9 mm

7.2.Planning validation and report generation

Once the surgeon has set up all their cuts, dimensioned and positioned the implants, the user
must validate definitively his planning. As a result, the user will no longer be able to modify
what he been done, and the validated output data will be used by ONE ORTHO to produce the
associated custom guides.

To do this, the surgeon clicks on the button in the upper menu of the planning screen.
They must then confirm the validation of their case by clicking on "Yes" in the window that
appears:

&) Final validation?

Are you sure you want to definitively validate this case?

e

Once validated, a report summarizing the planning carried out will be issued to the surgeon.
The user is redirected to the procedure follow-up.
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8- Maintenance

A yearly update is carried out for safety maintenance, automatically and completely
transparently to the user.

9- Cybersecurity

Our approach to managing cybersecurity is based on risk management at every stage of the
software lifecycle, integrating cybersecurity concepts right from the design stage. Security
measures are applied to user authentication to the web application, which is managed by a
login and password that gives only one user access to his or her own cases, thus restricting
access to patient data to authorized persons only. We therefore ask you to be careful not to
divulge your password, and to log out when you stop using the application.

All cybersecurity-related risks are integrated and controlled in the medical device's risk
management file.

10- Incident / bug

Despite the rigor with which we have developed this software, any serious incident involving
the device should be reported to the manufacturer and to the competent authority of the
Member State in which the user and/or patient is established.

A list of known bugs is available at the following link :
https://github.com/oneorthomedical/3D-KNEE-PLANNING

Should a bug not listed here be detected, please forward the information to ONE ORTHO.

11- Contact

Contact :

If you have any questions about how to use the platform, please contact ONE ORTHO at
contact@oneortho-medical.com or +33 4 26 78 76 74.

The ONE ORTHO team is available to answer your questions from Monday to Friday, 9am to
6pm.
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Maintenance, Cybersecurity Contact

12- Manufacturer

69230 SAINT-GENIS-LAVAL
FRANCE
contact@oneortho-medical.com

ONE ORTHO /
Parc INOPOLIS, n e r 0
206 Route de Vourles

medical

Class | medical device, manufactured by ONE ORTHO, compliant with the requirements of

Directive 93/42/EEC.

Year of 1° CE mark: 2014
2025 One Ortho. All rights reserved.

13-Device information and associated symbols

Light theme:

Date of
Manufacturer
manufacture

UDI

Unique
device
identifier

MD Medical

device

DE Consult the

User Manual

Dark theme:

Date of
Manufacturer
manufacture

Consult the
User Manual
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Copyright information

This document and what it describes are protected by the law of March 11, 1957 on literary
and artistic property, amended by the law of July 3, 1985, as well as by copyright laws and
international conventions.

Without the written permission of ONE ORTHO no part of this manual, including the products
and software described herein, may be reproduced, transcribed, stored in a database system,
or translated into any language, in any form or by any means, except for documentation
retained by the purchaser for backup purposes. Any person failing to comply with these
provisions shall be guilty of counterfeiting and liable to the penalties provided for by law.
ONE ORTHO provides this manual "as is" without warranty of any kind, either expressed or
implied, or conditions of merchantability or fitness for a particular purpose. In no event shall
ONE ORTHO, its directors, officers, employees or agents be liable for any indirect, special,
incidental or consequential damages even if ONE ORTHO has been advised of the possibility
of such damages resulting from any defect or error in this manual or product.

Product and company names appearing in this manual may or may not be registered
trademarks or subject to copyrights of their respective companies, and are used only for
purposes of identification or explanation, and for the sole benefit of the owners, without any
intention of infringement.
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i Restricciones de uso:

Este programa estd dirigido exclusivamente a profesionales que cuenten con la formacién
médica pertinente. En ningun caso debe utilizarse como criterio Unico para tomar decisiones
clinicas relacionadas con el diagndstico, tratamiento o atencion del paciente. La validez de la
informacion obtenida a través de la aplicacién debe ser comprobada clinicamente antes de
emplearse en el tratamiento de pacientes. Cualquier uso de los datos médicos que no se ajuste
al disefno original o al uso previsto del programa se considerara indebido y, por tanto, queda
totalmente desaconsejado.

DOC 0096 |
17/11/2025 p. 103/149



LYF2NXI OAsy 3ISYSNJI ¢

1- Informacion general

NOMBRE O DENOMINACION COMERCIAPRBERUCTO

El nombre comercial de la gama del producto es «DIGITAL PLANNER».
El producto que se presenta en este documento es «Digital Planner Total».

FINALIDAD DERRODUCTO

La gama Digital Planner ha sido concebida para la planificaciéon de cirugia de rodilla en fase
preoperatoria.

DESCRIPCION GENERAL:

La aplicacidn web «Digital Planner Total» permite planificar en 3D la gama y el tamafio de los
componentes femoral y tibial de una prétesis de rodilla, con el objetivo de generar un informe
de planificacidn y, si se solicita, disefiar guias de corte a medida a través de los flujos de trabajo
integrados.

Utilizando objetos 3D reconstruidos a partir de imagenes DICOM proporcionadas por el
cirujano, el programa representa la estructura ésea de la rodilla del paciente (tibia proximal y
fémur distal). También muestra la prétesis de rodilla en la estructura dsea reconstruida
digitalmente. La posicion predeterminada de la prétesis, establecida por One Ortho, no
constituye una propuesta de planificacion. El cirujano puede modificar parametros como la
gama y el tamafio de la protesis.

VERSION DEL PROGRAMA:

La version actual de «Digital Planner Total» es la version 17.
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PRECAUCIONES DE USO:

Existen ciertos riesgos residuales asociados al uso del producto:

Para

El usuario tiene dificultad para abrir o utilizar la imagen 3D.

El usuario no encuentra la definicion de un valor mediante el botdn «?» al pasar el
cursor.

El usuario no encuentra la seccion de ayuda en linea.

El usuario utiliza un navegador obsoleto o no validado.

Riesgos de seguridad derivados del uso de un navegador obsoleto.

El usuario abandona el puesto de trabajo sin cerrar sesion.

El usuario no encuentra ni puede acceder al Manual de usuario.

El usuario necesita disponer del manual en formato impreso.

El usuario no sabe que el Manual de usuario ha sido revisado.

Errores, fallos o problemas de seguridad no comunicados a One Ortho.

mitigar estos riesgos, se deben adoptar las siguientes medidas:

Lea detenidamente el Manual de usuario antes de utilizar el producto: en él se detallan
todos los pasos, valores y herramientas. No use el programa sin conocimientos
adecuados: existe el riesgo de seleccionar una gama o un tamafio de prétesis
incorrectos.

Nunca comparta sus credenciales de acceso: el nombre de usuario y la contrasena son
personales e intransferibles. Existe el riesgo de que terceros puedan acceder a datos
confidenciales.

Asegurese de entender el contenido de la etiqueta. En caso de duda, consulte la
informacién del Manual de usuario, ya que existe el riesgo de que la etiqueta contenga
informacién en un formato que no cumpla los requisitos normativos.

Asegurese de que la version del manual coincide con la versidn indicada en la etiqueta
del programa: puede haber riesgo de que la etiqueta contenga informacién de
identificacion incorrecta sobre el programa, o que el Manual de usuario accesible
desde el programa corresponda a otra version de este.

Utilice siempre un navegador compatible y actualizado para evitar posibles
vulnerabilidades de seguridad.

Verifique que los datos del paciente sean correctos: existe riesgo de que el programa
muestre informacion errénea.

Si detecta un fallo, notifiquelo (véase seccion de contacto). A pesar de los controles,
siempre puede haber errores residuales.

El usuario puede solicitar la provision del Manual de usuario en formato impreso, que
le serd entregado en un plazo de siete dias.
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El programa permite realizar una planificacién preoperatoria en 3D a profesionales de la salud
debidamente formados3®. Los datos mostrados no se interpretan automdéticamente, vy la
decision sobre la planificacion corresponde al médico?.

Queda prohibido utilizar varios navegadores web o multiples pestafias del mismo navegador
simultAneamente para acceder a diferentes paginas de la aplicacion.

ESPECIFICACIONES DE INSTALACION:

Sistemas operativos compatibles: Navegador:
I Windows 1 Google Chrome
9 MacOS.
El navegador debe ser compatible con la tecnologia WEBGL:

https://caniuse.com/?search=webgl

Para un uso dptimo de la plataforma, el nivel de zoom debe estar ajustado al 100 %.

v (4 pigital Planner Total
G &5
Y % INFO Knee right LastN L
¢neOrtho : B S O e
5 New window

D, 7

&  New Incognito window

®]

i L S s and autofill
- . - . - . - . = D Histo
ce storior
xis . ds
as. re osterior condyles 9° 300 sts
a

owsing data Ctrl+Shift+Del

- 100% +

. TEA

Posterior plateat
Akagl

MOBILE

3 En posesidn de un titulo relacionado con la cirugia ortopédica, tal como se define en la
seccién n.2 2, «Usuarios previstos».
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Resolucidn de pantalla:

La plataforma es totalmente adaptable, lo que significa que se ajusta automaticamente al
tamano de pantalla. En dispositivos con pantallas reducidas, como smartphones, el disefio
puede verse alterado. Se recomienda una resolucion minima de 1200 pixeles en relacion de
aspecto 16:9 para visualizar correctamente toda la informacién.

Conexidn a internet:
Se requiere conexidn a internet para utilizar la aplicaciéon. Se recomienda una velocidad
minima de 10 Mbps.

Requisitos del equipo:

Para una experiencia de usuario fluida, el equipo del puesto de trabajo debe contar con:
9 ProcesadorfEquivalente o superior a un Intel Core i5 de sexta generacion.
1 Tarjeta graficaCon al menos 2048 MB de memoria de video.

ACCESIBILIDAD DE LA DOCUMENTACION:

Este Manual de usuario se encuentra disponible en todo momento dentro de la aplicacién,
haciendo clic en el icono

m
Knee right Last Name: PATIENT  Bom on: 01/01/1999

” e . INFO
(¢ neo‘r t ho Preoperative View JUZCLLLN] ﬂ PATIENT  Surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024

|

®-”- Tibial valgus 8.8° (] |
i Cartilage notincluded in CT imaging g (& B ‘ (@] S a0

‘% Initial HKA 188.8"

Pl

E
& FEMUR External rotation Posterior resection Distal resection Flexion C

T & + - 10mm + = b o

N
D
Reference Posterior
s

SYNTHESIS wfn

Rot. axis Diaphyseal 3°
iaphyseal axis =

Meas. ref. Posterior condyles

Range uc

size - 4 +

MEDIAL

Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE

o 3 Internal rotation Tibial resection Tibial slope

o|TEAE o FEMUR g

Insert 4
8 - - - [emmy + - =

La etiqueta reglamentaria puede consultarse pasando el cursor sobre el logotipo de la
empresa distribuidora, situado en la esquina superior izquierda del planificador.
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2- Condiciones de uso

Indicaciones

El programa «Digital Planner Total» estd indicado en casos en los que se haya prescrito una
protesis de rodilla.

Usuarios previstos

Este producto sanitario estd destinado a cirujanos ortopédicos con conocimientos de
anatomia, biomecdnica y cirugia reconstructiva del sistema musculoesquelético, asi como de
las técnicas quirurgicas correspondientes.

El cirujano es responsable de la planificacion y de su validacion a través del producto sanitario.

Poblaciéndestinataria

«Digital Planner Total» estd destinado a hombres y mujeres que hayan alcanzado la madurez
Osea y requieran cirugia de rodilla, como se ha indicado anteriormente.
Quedan excluidas las mujeres embarazadas o en periodo de lactancia.

Furcionamiento del producto

No se declaran prestaciones clinicas directas.
La precisidon del programa se define como una diferencia de una talla o menos entre la prétesis
implantada y la prevista en el 90 % de los casos.

Beneficios clinicos

No se declaran beneficios clinicos directos derivados del uso del programa.
Los beneficios esperados son indirectos y estan relacionados con la implantacion de la prétesis
de rodilla.
Asi pues, se puede esperar:
9 una mejora funcional del paciente en términos de movilidad de la rodilla;
9 una disminucién del dolor.

Contraindicaciones

El programa no debe utilizarse:
9 para articulaciones distintas a la de la rodilla;
1 para planificar intervenciones con prétesis que no se encuentren incluidas en la
biblioteca digital del programa;
9 encasos donde esté contraindicada la implantacidn de una proétesis de rodilla.

Efectos secundariomdeseables

No se han reportado efectos secundarios indeseables asociados al uso de esta aplicacién web.
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3- Vida util

Este programa se mantendra durante un periodo de dos afos.
Durante dicho periodo, One Ortho garantiza el rendimiento del sistema y se compromete a
lanzar actualizaciones periddicas para asegurar un uso éptimo.
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4- Aspectos generales de la visualizacion

En esta seccién se describen toda la informacién e interacciones posibles dentro del panel
comun a ambas paginas de la aplicacidn. El usuario puede navegar entre la pagina de «Vista
preoperatoria» y la pagina de «Planificacion» segun sus necesidades.

Independientemente de la pdgina visualizada, la barra superior de la aplicacion mantiene la
misma estructura:

“neO - INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative View  JEIEUUTY
ne rt ho 4 PATIENT  Surgical Ref: SPK3D-101  First Name: Test ‘Surgery: 05/14/2024

'.;  Tibial valgus 8.8°
i+ Cartilage not included in CT imaging
“* Initial HKA 188.8°

La pagina «Vista preoperatoria» esta activa.

Planning ;s . epe . s P .
1 La pagina «Planificacion» esta activa.

En la parte superior derecha de la aplicacién se muestran los siguientes datos relativos a la

intervencion:
Informacién del paciente

/

INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999

PATIENT | surgical Ref: SPk3D-101|  |First Name: Test Surgery: 05/14/2024

Informacion sobre la intervencioén

DOC 0096 |
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Justo debajo de las flechas de navegacién, se encuentran los siguientes datos:

Recordatorio sobre la i .
. |; Tibial valgus 8.8
lateralidad del caso > ! (Cartilage not included in CT imaging

Initial HKA 188.8°

| para rodilla izquierda
D para rodilla derecha

En la pagina «Planificacion» hay disponibles una serie de herramientas especificas para
acciones concretas:

ctivacion y desactivacion de la
herramienta de captura de pantalla

Herramientas de navegacién disponibles dentro de la aplicacidn (solo se encuentra activa la
opciodn de guardado temporal en la pagina «Vista preoperatoria»):

Opcion de deshacer (hasta 10

. . r mporal |
acciones consecutivas) _l Guardado temporal de la

planificacion

Validacion definitiva de la
planificacion

DOC 0096 |
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Por ultimo, las herramientas para cambiar el modo de visualizacién, acceder a la
documentacion explicativa y desconectarse de la plataforma se encuentran disponibles en
cualquier momento durante el proceso de planificacién:

Modo pantalla completa_l

BOEOO]

Volver al seguimiento de las

Acceso a la ayuda en linea

DOC 0096 |
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5- Preferencias quirdrgicas

El usuario puede definir sus parametros preferidos para la planificacién
accediendo al apartado correspondiente desde el botén habilitado para ello ﬂ:

La interfaz de esta pagina es la siguiente:

j dzZA NI NB A Ol &

Various

Light theme ()

App launch stage Preoperative View

Implants

& Femur

Default values
Reference :
Rot. axis -

Femoral implant range :

43 Preferences

¥ Tibia
Default values

Posterior Reference : Akagi AP line

Diaphyseal axis Tibial implant range : MOBILE

uc

Desde esta interfaz el usuario podra configurar los siguientes ajustes:

9 Apariencia del tema de la planificacién:

Tema claro Tema oscuro
“neOrtho = B 5. neOrtho
R E & a u &~Q0
E . = LR — ) K K
N - B DER O o .o D ED O 0 EE. o o |
H [ v ]
s a : "’ _——
JL;:zr ' 1 : . .
& ' = L
. - D
’ e Y 5 B e e e e
g O ECm a -3 o K¢ -4 o B B .. O
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Pagina «Planificacion»
B

©neortho  preopati

......

-------

uuuuu

it rsection

1 Valores predeterminados para la planificacion de una intervencion femoral:
Referencia Eje de rotacion Gama del implante femoral

9 Valores predeterminados para la planificacion de una intervencién rotuliana:
Referencia

9 Valores predeterminados para la planificacion de una intervencion tibial:
Referencia Gama del implante tibial

Para validar cualquier cambio realizado y volver a la planificacidn, el usuario debe hacer clic

en el botdn .
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6- Visualizacion de la pagina preoperatoria

En la aplicaciéon, una de las paginas disponibles es «Vista preoperatoria», que agrupa los datos
de la anatomia nativa del paciente.

<' ( ) o . INFO Knee right Last Name: PATIENT Bom on: 01/01/1999
Preoperative Vi Plani
ne ft ho Vi . PATIENT  Surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024

®-. Tibial valgus 8.8
R it Cartilage not included in CT imaging k =4
‘% Initial HKA 188.8° S

This view is based on the acquisition of the patient's leg in the

r ‘ imaging system. The joint is not weight-bearing.

b ..
Y —

A

@ Tibial valgus 8.8

@ Tibial slope 0.9

Las vistas se basan en las imagenes adquiridas segun el protocolo de imagen establecido. La
articulacién no esta en carga.
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@ Internal space 4.8mm

@ wmpras2T

(@ Tibial vaigus 8.8

Representacion del eje

‘ = mecanico femoral

Definicion de las mediciones que se muestran:

! HKSAngulo entre el eje mecanico femoral y el eje anatémico femoral en el plano
frontal. Medido internamente.

! VARO/VALGO tibiahngulo complementario al angulo HKA (entre el eje mecdnico
femoral y el eje anatémico femoral en el plano frontal). Varo: desviacién hacia fuera.
Valgo: desviacidn hacia dentro.

1 mLDFAAngulo entre el eje mecdnico femoral y el eje que pasa por los condilos
femorales distales. Medido externamente.

f MPTA:Angulo entre el eje mecanico tibial y el eje que pasa por los centros del
platillo tibial en el plano frontal.

1 ESPACIO INTERNBtancia entre el extremo distal de la parte interna del céndilo y
el fondo de la cupula interna de la tibia.

T ESPACIO EXTERINStancia entre el extremo distal de la parte externa del céndiloy
el fondo de la cupula externa de la tibia.

DOC 0096 |
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Representacion del eje
mecanico tibial

@ Flessum 6.0°

(i) Tibial slope 0.9

Definicién de las mediciones que se muestran:

1 FLESSUM/RECURVATUMgulo entre el eje mecanico tibial y el eje mecdnico
femoral en el plano sagital. (Complementario al angulo grande). Flessum: rodilla en
flexidn Recurvatum: rodilla en extension.

{1 Inclinacion tibiat Angulo entre la perpendicular al eje anteroposterior y el eje
mecdnico tibial en el plano sagital.

DOC 0096 |
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El usuario puede hacer clic sobre cualquier medicidn para ver su definicidn,

LY FAYE

] ) ) ) o ) Show all info
o visualizarlas todas a la vez haciendo clic en el siguiente botén :

©neOrtho

Preoperative View

Tibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

DOC 0096 |
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Angle between the femoral
mechanical axis and the axis
passing through the distal
femoral conayles (medial and
lateral) in the frontal plane.
Measured externally

@ muorassa

@ Exernal space 2.8mm

Distance between the distal end
of the extemal part of the
condyle and the bottom of the
extemnal tibial cup.

@ rivial vaigus 8.8"

Angle complementary o the
HKA angle (between the
femoral mechanical axis and
the tibial mechanical axis in the
frontal plane). Varus: outward
deviation of the knees. Velgus:
inward deviation of the knees.

This view is based on the acquisition of the patient' leg in the

imaging system. The

Angle between the femoral
mechanical axis and the
femoral anatomical axis in the
fromtal plane. Measured
imemally.

[ LEES

Distance between the distal end
of the intemal part of the-
condyle and the bottom of the
imernal tibial cup.

@ internal space 4.8mm

@ veraozr

Angle between the tibial
mechanical axis and the axis
passing through the medial and
lateral centers of the tibial
plateau, intemally, in the fromal
plane.

not weight-bearing.

INFO
PATIENT

B

Knee right Last Name: PATIENT  Bom on: 01/01/1999

Surgical Ref: SPk3D-101

Angle between the tibial
mechanical axis and the
femoral mechanical axis in the
sagittal plane (complementary
to the large angle). Flessum:
knees in flexion. Recurvatum:
knees in extension.

[ Ly

@ Tibial siope 0.9°

Angle between the.
perpendicular to the
enteroposterior median axis
&nd the tibial mechanical axis in
the sagittal plane.

First Name: Test

Surgery: 05/14/2024

Sum of the lengths of the
femoral mechanical axis and
the tibial mechanical axis in 30
(non-projected).

@© 738mm
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7- Realizacion de una planificacion

7.1.Madificacidn de la planificacién

En la aplicacion, una de las paginas disponibles es «Planificacién», que agrupa las
herramientas que permiten realizar la planificacién del caso clinico:

Panel interactivo 2D para la
planificacion, el desplazamiento y el
posicionamiento del implante

femoral

Panel dinamico de
visualizacion 3D y de
organizacion de vistas

2D

[ n—_— INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative View
neortho @ PATIENT  sSurgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

Tibial valgus 8.8*
i Cartilage not included in CT imaging o O B %)
“% Initial HKA 188.8"

& FEMUR External rotation Posterior resection Distal resection

+
Reference Posterior

SYNTHESIS wfn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size - 4

MEDIAL

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size - 3 Internal rotation Tibial resection Tibial slope

Insert 4
+ 8 - - * - 9mm + - ‘4

Panel interactivo 2D para la
planificacion, el desplazamiento y el
posicionamiento del implante tibial

Panel dindmico con informacién sobre los
espacios generados
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Vista TAQC Vista 3D

Vista 3D

5 Vista TAC activada
activada

Modo «Visualizacién de modelos 3D» activado:

INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

®-‘ :  Tibial valgus 8.8°
R i« Cartilage not included in CT imaging
‘% Initial HKA 188.8°

& FEMUR

External rotation Posterior resection Distal resection

+ - = 10mm

Reference Posterior

SYNTHESIS wffn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

MEDIAL

¥ EA

Reference Posterior plateau e...

Meas. ref. Akagi AP line

G FEMUR g

Range MOBILE

e - [r—p—— Tibial resection Tibial slope

Insert
+ 8 < = = 9mm - b3 +

G TBA @

DOC 0096 |
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Modo «Visualizacién de imagenes TAC» activado:
@neOrl;hp Preoperative View

.. ribial valgus 8.8°
R i Cartilage not included in CT imaging 4
‘% Initial HKA 188.8°

INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

& FEMUR External rotation Posterior resection Distal resection Fiexion

z 3 £ - 10mm
Reference Posterior

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles

Range uc

Size - 4 +

¥ TBIA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

size 3

Tibial resection

Tibial slope
Insert 4

9 mm + - >

En la vista TAC, el usuario puede desplazarse entre cortes usando la rueda del ratdn,

superponer cortes en modo 3D y visualizar los implantes seleccionados, lo que le permite
evaluar su cobertura y validar (o no) la planificacion.

Visualizaciéon del hueso rotuliano

Hueso Hueso rotuliano )
—— . Hueso rotuliano
rotuliano visible en

—_— e oculto

visible transparencia -

DOC 0096 |
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Hueso rotuliano visible
Gne0r§h9

Preoperative View

®.. Tibial vaigus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

4 FEMUR

Reference Posterior

SYNTHESIS w@n

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles
Range uc

size -

Reference Posterior plateau e...

Meas. ref. Akagi AP line
Range MOBILE
Size - 3

Insert

Hueso rotuliano visible e
GneOg!:pg

Preoperative View

Q.. Tibia valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR

Reference Posterior

SYNTHESIS wff

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles
Range uc

Size -

¥ TBA

LECELY Posterior plateau e..

Meas. ref. Akagi AP line
Range MOBILE
Size - 3

Insert

DOC 0096 |
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INFO Knee right
PATIENT  surgical Ref: SPK3D-101

LY I VAT

Last Name: PATIENT
First Name: Test

Bom on: 01/01/1999
Surgery: 05/14/2024

g;a:OE]»@J

External rotation Posterior resection

3 10mm +
L ‘

—a
54°/7.0°

7.4mm 9.9mm

14.1mm | 19.0mm |

6.7mm 9.1 mm

‘ )

Internal rotation

Posterior resection

10mm +

9.9 mm
19.0mm

9.1 mm

Internal rotation

Tibial resection

Distal resection

10mm

Tibial siope

Knee right
Surgical Ref: SPk3D-101

Last Name: PATIENT
First Name: Test

Bom on: 01/01/1999
Surgery: 05/14/2024

o]

Distal resection

Tibial resection

10mm

12mm
- Ty

MEDIAL

Tibial slope
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Hueso rotuliano oculto:
’neO;_t;hg

Knee right Last Name: PATIENT Bom on: 01/01/1

Preoperative View
Surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2

®'. +  Tibial valgus 8.8° ]
i Cartilage not included in CT imaging ) @)
“% Initial HKA 188.8°

& FEMUR

Reference Posterior

SYNTHESIS wf

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size - 4 +

¥ TBIA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size - 3

Insert 4

G TBIA @ G FEMUIR g

Posterior resection

Visualizaciéon de «modelos éseos cortados»

Modelos 6seos
cortados
visibles

DOC 0096 |
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Modelos 6seos
cortados visibles en

transparencia

Distal resection

10mm

Tibial resection

9mm +

MEDIAL

Tibial slope

75

Modelos 6seos
cortados visibles
ocultos
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Cortes de modelos dseos visibles:

(aneO[l;hg

Preoperative View

@ Tibial vaigus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

Reference

SYNTHESIS wfn

Rot. axis
Meas. ref.
Range

Size

Reference
Meas. ref.
Range
Size

Insert

@neOrtho

& FEMUR External rotation Posterior resection Valgus

3 - 10 mm * 2
Posterior

Diaphyseal axis

Posterior condyles

uc
it L

——
54°/70°

7.4mm 9.9mm
141 mm | 19.0mm

6.7mm 9.1mm

819"
¥ TBIA
Posterior plateau e...

Akagi AP line

MOBILE

Internal rotation

ansparencia

Preoperative View

@.. riva vaigus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

Reference

SYNTHESIS wfn

Rot. axis
Meas. ef.
Range

Size

Reference
Meas. ref.
Range
size

Insert

& FEMUR External rotation Posterior resection Valgus

3 = 10mm + 2
Posterior

Diaphyseal axis
Posterior condyles
uc

9.9 mm

| 19.0mm

9.1mm

¥ TBIA

Posterior plateau e...
Akagi AP line

MOBILE

Internal rotation

DOC 0096 |
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INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

—

©

Distal resection Flexion

10mm +

MEDIAL

Tibial slope

INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  Surgical Ref: SPk3D-101 First Name: Test Surgery: 05/14/2024

©

— Fason

10mm + 7 (]

S v

L]
AN

-
~

MEDIAL

Tibial siope
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Modelos dseos cortados visibles ocultos:

@ O - 5 INFO Knee right Last Name: PATIENT  Bom om: 01/01/1999
Preoperative Vi Pi
ne rth o © View —d PATIENT  surgical Ref: SPk3D-101  First Name: Test ‘Surgery: 05/14/2024

Tibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

(et |

& FEMUR External rotation Posterior resection Distal resection Flexion

= 10 mm + 10 mm + r
Reference Posterior

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles . ‘

Range uc

size o

10.7 mm

JLEY 19.8mm | MEDIAL

9.1 mm

v

Reference Posterior plateau e..

G FEMUR gu

Meas. ref. Akagi AP line
Range MOBILE
Size

Internal rotation Tibial resection Tibial slope
Insert

G TBA @
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Visualizacion del «implante femoral»

Implante
femoral visible

W/

Implante femoral visible:
©neOrtho

Preoperative View

®-‘ :  Tibial vaigus 8.8°
i Cartilage not included in CT imaging
‘1 Initial HKA 188.8°

& FEMUR External rotation

Reference Posterior

SYNTHESIS w@n E

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

size

¥ TBIA
Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE

S Internal rotation

Insert
+ 8

Implante femoral visible en transparencia:

Preoperative View

GneO[th

[r |

Tibial vaigus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

& FEMUR External rotation

Reference Posterior

SYNTHESIS wf

Rot. axis Diaphyseal axis
Mess. ref. Posterior condyles

Range uc

54°/70°

7.4mm
141 mm |

6.7 mm

Reference Posterior plateau e...

Mess. ref. Akagi AP line
Range MOBILE
size

Insert
+ 8
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3 +
Size -

Implante femoral
visible en

transparencia

Posterior resection

+

9.9mm
| 19.0mm

9.1mm

Posterior resection Valgus

10mm + - - d

9.9 mm
19.0mm |

9.1mm

‘ )

Internal rotation

“
)

LI FyAT

Implante femoral
oculto

Last Name: PATIENT
First Name: Test

Bom on: 01/01/1999
Surgery: 05/14/2024

Knee right
Surgical Ref: SPk3D-101

@ INFO
PATIENT

Flexion

MEDIAL

Tibial slope

o

Last Name: PATIENT
First Name: Test

Bom on: 01/01/1999
Surgery: 05/14/2024

Knee right
Surgical Ref: SPK3D-101

@ INFO
PATIENT

O B || ©

Distal resection

10 mm +

MEDIAL

Tibial resection Tibial slope

9mm = 2
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Implante femoral ocult
@neO[Ehg

Ok

Reference

Preoperative View JLZEUL LY

Tibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8°

& FEMUR

Posterior

SYNTHESIS

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles

Range ue

Posterior resection Valgus

10mm - = r

Size -

. ﬁ

7.4mm

| 141 mm

6.7 mm

¥ TBIA

Reference Posterior plateau e..

Meas. ref. Akagi AP line

G FEMUR gu

Range MOBILE

Size Internal rotation

Insert

o TEA o

8"

Visualizacién del «implante tibial»

Implante tibial
visible

Implante tibial visible:
GneO(;pg

)

Reference

Preoperative View ATy 0]

Tibial valgus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR External rotation

Posterior

SYNTHESIS wfn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

¥ TBIA

Reference Posterior plateau e...

Meas. ref. Akagi AP line
Range MOBILE
Stes Internal rotation
Insert
8
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9.9 mm 2.8 mm

| 19.0mm | 15.5mm

9.1 mm 67mm

Implante tibial
visible en

transparencia

Posterior resection Valgus

= 10mm + = 2

)m.a'

LI FyAT

Knee right
Surgical Ref: SPK3D-101

Last Name: PATIENT
First Name: Test

Bom on: 01/01/1999
Surgery: 05/14/2024.

INFO
PATIENT

m‘@

Distal resection Flexion

10mm + = L

o -
- 71"

MEDIAL

Tibial slope

10.7 mm

9.1mm

Tibial resection

9mm + = 2°

Implante tibial
oculto

Knee right
Surgical Ref: SPk3D-101

Last Name: PATIENT
First Name: Test

Bom on: 01/01/1999
Surgery: 05/14/2024

‘ 1)

Distal resection

10 mm +

Tibial slope

2
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Implante tibial visible en transparencia
GneO[Fpg Preoperative View Ja i 0]

Q.. Tibial vaigus 8.8"
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR External rotation

Reference Posterior

SYNTHESIS

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size -

¥ TBiA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size - K

Insert

Implante tibial oculto:
GneOrtho Preoperative View

@.. rivia valgus 8.8*
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR

Reference Posterior

SYNTHESIS wff

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size =

Posterior resection

10 mm +

Posterior resection

10 mm +

19.0mm

9.1 mm

81.9°
¥ TBIA
Reference Posterior plateau e..

Meas. ref. Akagi AP line

Range MOBILE

Size - 3 Internal rotation
Insert
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INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024

Distal resection

10 mm

107 mm

)m 3° 19.8mm MEDIAL

9.1mm

Tibial resection Tibial slope

9mm 2

Knee right Last Name: PATIENT ~ Bom on: 01/01/1999
Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

MEDIAL

Tibial resection Tibial slope
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Visualizacion de las «resecciones 6seas»

. Resecciones O6seas N . ,
Resecciones - - Resecciones 0seas
ST visibles en \ —
Oseas visibles — ! visibles ocultas

transparencia

Resecciones dseas visibles:

/ ; o INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
“UneO Preoperative Vi
ne rthp m PATIENT  Surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024

©.. il valgus 8.5° )
i Cartilage not included in CT imaging : 5 ‘
1 Initial HKA 188.8" |

& FEMUR i Posterior resection i i Flexion

10 mm *
Reference Posterior

SYNTHESIS wff

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

MEDIAL

¥ TEA

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Sz Internal rotation ibi i Tibial slope

Insert
+ & . ” - . > .

Resecciones éseas visibles en transparencia:

s _— : INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
oneorth ,o thes View PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

[0) -

+: Tibial vaigus 8.8°
i Cartilage not included in CT imaging S O B @
‘% Initial HKA 188.8"

& FEMUR External rotation Posterior resection Distal resection

3 + =] 10 mm + - - 10mm +
Reference Posterior

SYNTHESIS w@fn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size

Reference Posterior plateau e..
Meas. re. Akagi AP line

Range MOBILE

Stz Internal rotation ibi i Tibial slope

Insert
+ 8 - - - - > +
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Resecciones Oseas visibles ocultas:

/) " INFO Knee right Last Name: PATIENT Bom on: 01/01/1999]
“neO Preoperative Vi
ne f; hO e PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024]

®-“- Tibial vaigus 8.8° ( )
R i Cartilage not included in CT imaging S @
‘% Initial HKA 188.8"

& FEMUR External rotation Posterior resection Vaigus Distal resection

+ - - gt + - 10 mm L
Reference Posterior

SYNTHESIS wffn

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc

Size - 4 +

Reference Posterior plateau e...
Mess. ref. Akagi AP line

Range MOBILE

Size 3

Internal rotation Tibial resection Tibial slope
Insert 4

G TBA @ G FEMUR g

8 > - + - 9mm + 2 2

Cambio de orientacion de la vista sagital

Caso izquierdo: Caso izquierdo:
Vista lateral Vista medial

Caso derecho: Caso derecho: Vista
Vista medial lateral
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Vista sagital lateral (caso derecho):

(] O " - INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative Vi Planning
ne I'tho i <! PATIENT  surgical Ref: SPk3D-101 Surgery: 05/14/2024

@.. ribialvaigus 8.8°
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR External rotation Posterior resection Valgus D

3 10mm + 2 [ ]

Reference Posterior
Rot. axis Diaphyseal axis L8 View:
Meas. ref. Posterior condyles .9 1.2mm
Range uc
Size &
L M

54°/7.0° \ I L p 1 -

7.4mm X .

SYNTHESIS «fn

3D
s

4

¥ BA

Reference Posterior plateau e..

Meas. ref. Akagi AP line T

MOBILE
Internal rotation Tibial resection Tibial slope

8 2z

Vista sagital medial (caso derecho):

/) . s INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999)
tive Vi Plannin,
(J neo f t ho Preopacaiive View & @ PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024]

@.. riia valgus 8.8°
Cartilage not included in CT imaging O B
Initial HKA 188.8"

& FEMUR External rotation Posterior resection Vaigus Distal resection

3 10mm + 2 10mm
Reference Posterior

Rot. axis Diaphyseal axis . fm
Meas. ref. Posterior condyles .9° 1.2mm

(=)
Range uc -
"

P

MEDIAL

¥ TBIA
Reference Posterior plateau e...
Mess. ref. Akagi AP line
Range MOBILE

Size - 3

SYNTHESIS wffn

Size =

Internal rotation Tibial resection Tibial slope

Insert
9mm
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Mostrar u ocultar los ejes

. Ocultar los ejes
Mostrar los eje

/ . INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
“neOrtho Preoperative View
[t y s . PATIENT  Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

Tibial vaigus 8.8"
Cartilage not included in CT imaging
Initial HKA 188.8"

& FEMUR External rotation Posterior resection Distal resection

3 = 10 mm + - 10 mm +
Reference Posterior

Rot. axis Diaphyseal axis

Meas. ref. Posterior condyles 889" -
Range uc -
size =
L
‘ =
54770 |
mm

9.9mm
19.0mm | MEDIAL

9.1mm

Reference Posterior plateau e...
Meas. ref. Akagi AP line

Range MOBILE

Size Internal rotation Tibial slope

Insert
8 2

Ocultar los ejes:

“neO " - INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
Preoperative View JZEUUT
ne I't hO < PATIENT  surgical Ref: SPK3D-101  First Name: Test Surgery: 05/14/2024

Q.. rivia valgus 8.8° ]
Cartilage not included in CT imaging B ]
Initial HKA 188.8°

_— —
r ([ ]

- 10mm -
Reference Posterior

Rot. axis Diaphyseal axis .
Meas. ref. Posterior condyles .9°

Range uc

SYNTHESIS wf

size =

MEDIAL

¥ TRIA

Reference Posterior plateau e...

Meas. ref. Akagi AP line

Range MOBILE

Sze Internal rotation Tibial resection Tibial slope

Insert
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7.1.1. Planificaciéon de implante femoral

El usuario dispone de multiples herramientas para planificar implantes femorales,
identificadas en el planificador mediante el color «violetay.

Las siguientes herramientas sirven para posicionar y dimensionar el implante femoral:

4 FEMUR

Reference Posterior

Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range

Size

El usuario puede seleccionar los siguientes parametros:

Referencia

Determina la posicidn anteroposterior (AP) por defecto
del céndilo.

Eje de rotacidn

Establece el modo de rotacion externa del condilo en el
plano horizontal.

Referencia de

Define el valor «0» de la rotacién externa segun el punto

medicién de referencia elegido.

Gama del Permite seleccionar entre las gamas disponibles
implante ofrecidas por el distribuidor

femoral

Tamafio Permite seleccionar entre los tamafios ofrecidos por el

fabricante.
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Herramientas para la planificacion de cortes femorales:

Rotacion del implante femoral en

L . el plano frontal
Rotacion del implante P

femoral en el plano axial

External rotation Posterior resection Distal resection Flexion

3 * - 10mm + - c 10mm + - 7

Y AT

Desplazamiento anteroposterior
del implante femoral

Todos estos parametros pueden ser modificados por el usuario para planificar los cortes

femorales de su caso.

Las mediciones indicativas resultantes de estos ajustes son las siguientes:

Angulo entre la linea
bicondilar y la linea
de Whiteside

Medicion del angulo
HKS en plano sagital

Cortes femorales
Angulo entre la linea distales
bicondilar y la linea de los
epicondilos quirdrgicos

DOC 0096 |
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El usuario puede personalizar las vistas del fémur en cualquier momento. Para ello, debera

hacer clic en el botén

(aneOrtho Preoperative View

®-‘ :  Tibial valgus 8.8°
i Cartilage not included in CT imaging
‘% Initial HKA 188.8"

Reference
Rot. axis
Meas. ref.
Range

Size

Reference
Meas. ref.
Range
size

Insert

4 FEMUR

Poster’ 1
Diz’ ayseal axis
osterior condyles

uc

¥ TBIA

Posterior plateau e..

Akagi AP line

MOBILE

»

, situado en la parte derecha del planificador.

@ INFO Knee right Last Name: PATIENT ~ Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test ‘Surgery: 05/14/2024

o) O B Q“

External rotation Posterior resection Valgus Distal resection Flexion

10 mm + - - e 10mm +

L

— J

74
141 mm | | MEDIAL

6.7mm

Internal rotation Tibial resection Tibial slope

+ 8 - - - 9mm + - £ =

A continuacidn, se abrird una ventana lateral que contiene la vista 3D de la planificacion y los

parametros siguientes:

©neOrtho

DOC 0096 |
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R, o Knee ight Last Name: DEMO B on: 01/01/1975
[l PATENT  SwpicalRef:DEMORGN | FirstName:Right  Surgery: 09/24/2025

-3l WO

External rotation

-

‘ ‘
SUSE %
63mm

52mm 37 mm

14.6mm [726mm| [131mm

9.4mm 63mm 94
' )

Tibial slope

3
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Vista distal del fémur

Vista frontal del fémur

Vista sagital del fémur

Estas vistas pueden combinarse, selecciondandolas de forma sucesiva.
Por ejemplo, el usuario puede optar por visualizar Unicamente las vistas distal y frontal del
fémur:

(U Orth . INFO Knee right Last Name: PATIENT ~ Bom on: 01/01/1999
ne (o] Preoperative View
ft ca s ﬂ PATIEN Surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

Tibial valgus 8.8° ( ]
Cartilage not included in CT imaging 4 ) 3 © ” Q
‘% Initial HKA 188.8"

i & FEMUR
Reference Posterior
Rot. axis Diaphyseal axis
Meas. ref. Posterior condyles
Range uc
Size -
- ’ External rotation

SYNTHESIS o fn

3 +

Posterior resection

10 mm +

Valgus

2

Distal resection

10 mm &
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17/11/2025 p. 136/149



wSFtATIFOAsY RS dzyl LXFYAT,

Los menus relativos al posicionamiento, dimensionamiento del implante femoral y a la
realizacidon de los cortes se muestran junto con las vistas activadas. Esta ventana lateral puede

cerrarse haciendo clic nuevamente en el botén .

En la vista distal del fémur, el usuario puede posicionar el implante directamente sobre el
modelo éseo. Al pasar el ratdn sobre el implante femoral en la vista distal, su apariencia
cambia:

Al hacer clic sobre el implante en esa vista, se puede desplazar en sentido medio-lateral. El
implante cambiara de apariencia de nuevo:

Este desplazamiento se vera reflejado en todas las vistas femorales activas.

7.1.2. Planificacién de implante de tibia

El usuario dispone de multiples herramientas para planificar implantes de tibia,
identificadas en el planificador mediante el color «azub.
Las siguientes herramientas sirven para posicionar y dimensionar el implante de tibia:

¥ TBIA

Reference Posterior plateau e..
Meas. ref. Akagi AP line

Range MOBILE

Size

Insert
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El usuario puede seleccionar los siguientes parametros:

Referencia

Determina la posicion por defecto de la base del
implante en rotacidn sobre el corte tibial.

Referencia de

Define el valor «0» de la rotacién de la base del implante

medicién segun el punto de referencia elegido.
Gama del Permite seleccionar entre las gamas disponibles
implante tibial ofrecidas por el distribuidor
Tamaio Permite seleccionar entre los tamafios ofrecidos por el
fabricante (x una talla respecto a la seleccionada para el
coéndilo).
Inserto Indicacion del tamaio del inserto compatible con el

tamafio del implante seleccionado.

Herramientas para la planificacion de cortes tibiales:

Rotacion del implante tibial en el

Internal rotation

+ 8

plano frontal

Tibial resection Tibial slope

9mm = 2®

Y AT

Rotacién del implante tibial en el

plano de corte asociado

Todos estos parametros pueden ser modificados por el usuario para planificar los cortes

tibiales de su caso.
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Las mediciones indicativas resultantes de estos ajustes son las siguientes:

El usuario puede personalizar las vistas de la tibia en cualquier momento. Para ello, debera

»

, situado en la parte derecha del planificador.

@ INFO Knee right Last Name: PATIENT  Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

hacer clic en el botén
(GneOrtho Preoperative View

@, ribial valgus 8.5°
R i Cartilage not included in CT imaging
‘% Initial HKA 188.8"

& FEMUR External rotation Posterior resection

10mm +
Reference Posterir

SYNTHESIS wfn

Rot. axis Diar yseal axis
Meas. ref. 7 sterior condyles
Range uc

Size

¥ TBIA

Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE

s - Internal rotation Tibial resection Tibial slope

Insert
+ 8 - - - omm) -+ - 2° +
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A continuacidn, se abrird una ventana lateral que contiene la vista 3D de la planificacion y los
parametros siguientes: El pardmetro de tamafio aparece junto con los pardametros de
planificacién para que el usuario pueda modificar el tamafo directamente.

“neOrtho ; 12 Last Nome:DEMO  Bormon:

o e i | gy
o
R ;

L
. %
52mm

63mm 37mm

14.6mm 12.6 mm 13.1mm
94mm 63mm 9.4mm
' )
External rotation
= 3 = =

Vista proximal de la tibia

Vista frontal de la tibia

Vista sagital de la tibia

Estas vistas pueden combinarse, selecciondandolas de forma sucesiva.
Por ejemplo, el usuario puede optar por visualizar Unicamente las vistas sagital y frontal de la
tibia:
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@ INFO Knee right Last Name: PATIENT Bom on: 01/01/1999
PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024

UneOrtho preopertivevien JLERTH

Tibial valgus 8.8° X ( |
Cartilage not included in CT imaging E ) O B @ ‘
Initial HKA 188.8" J

¥ TiBIA
Reference Posterior plateau e...
Meas. ref. Akagi AP line
Range MOBILE
Size - 3 +
Insert
Internal rotation

SYNTHESIS wfn

+ 8

0 +

Tibial resection

Smm |+
Tibial slope
2 +

ve

Los menus relativos al posicionamiento, dimensionamiento del implante tibial y a la
realizacidon de los cortes se muestran junto con las vistas activadas. Esta ventana lateral puede

cerrarse haciendo clic nuevamente en el botén .

En la vista distal de la tibia, el usuario puede posicionar el implante directamente sobre el
modelo éseo. Al pasar el ratdn sobre el implante tibial en la vista distal, su apariencia cambia:

Al hacer clic sobre el implante en esa vista, se puede desplazar en sentido medio-lateral. El
implante cambiard de apariencia de nuevo:

Este desplazamiento se vera reflejado en todas las vistas tibiales activas.
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7.1.3. Visualizacion 3D de la planificacion

Durante el proceso de planificacion, el usuario puede visualizar el tamafio y la posicidén de los
implantes sobre el modelo éseo 3D del caso correspondiente. Para ello, deberd hacer clic en

»

el botdén , situado en la parte derecha del planificador.

(ﬁneortho INFO Knee right LastName: PATIENT ~ Bom on: 01/01/1999

PATIENT  surgical Ref: SPk3D-101  First Name: Test Surgery: 05/14/2024
G)-”- Tibial vaigy , 8.8° ( ( )
R i Cartilage / stincluded in CT imaging O B ‘ )
‘' Initial HK . 188.8" | )

4 FEMUR External rotation Posterior resection Distal resection

10mm + = = 10mm
Refer nce Posterior

SYNTHESIS wn

Rot axis Diaphyseal axis
N :as. ref. Posterior condyles
tange uc

Size

¥ TBA

Reference Posterior plateau e..

Meas. ref. Akagi AP line

Range MOBILE

e Internal rotation Tibial resection Tibial slope

Insert
+ 8° = = = 9 mm o £ *
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Se abrira la siguiente vista 3D:

SYNTHESIS o =

El usuario puede mover el modelo 3D completo manteniendo pulsado el botén izquierdo del
ratdn sobre la imagen que contiene el fémur, la tibia y la rétula.
También estan disponibles las siguientes herramientas de visualizacién:

Visualizacion frontal de los
modelos dseos

Visualizacién sagital de los
modelos éseos

Mostrar u ocultar el fémur

Mostrar u ocultar la tibia

DOC 0096 |
17/11/2025 p. 143/149



wSFtATIFOAsY RS dzyl LXFYAT,

7.1.4. Informacion sobre los espacios generados

En la pagina de planificacion, el usuario puede consultar los valores del espacio generado por
los cortes realizados:

La suma de los cortes femorales y tibiales da como resultado el espacio generado, lo cual
permite calcular el grosor del implante que se deber3d utilizar. Cada medicion corresponde a
la suma de los cortes internos o externos en dos configuraciones distintas: en flexién y en
extension. Los siguientes son los cuatro valores obtenidos (que se ilustran a continuacién):

1 Espacio interno en flexiornCorte femoral posterior interno + corte tibial proximal

interno

1 Espacio externo en flexiérCorte femoral posterior externo + corte tibial proximal
externo

T Espacio interno en extensiorCorte femoral distal interno + corte tibial proximal
interno

1 Espacio externo en extensidéQorte femoral distal externo + corte tibial proximal
externo
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I
i EXTENSION
i
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7.4mm 10.1 mm 5.6 mm 8.9 mm

19.2 mm 190mm | | 17.4mm | 17.8 mm

11.8 mm 8.9 mm 1.8 mm 8.9 mm

7.2.Validacion de la planificacién y generacion del informe

Una vez que el cirujano ha ajustado todos los cortes, ha dimensionado y posicionado los
implantes, debe proceder a la validaciéon definitiva de su planificacion. Esta accidn es
irreversible: no podra realizar mas modificaciones y los datos validados seran utilizados por
One Ortho para la fabricacién de las guias a medida asociadas.

@ ‘
Para validar la planificacidn, el cirujano debe hacer clic en el botén B , que se encuentra
en el menu superior de la pantalla de planificacién. A continuacidon, debe confirmar su decisién
haciendo clic en «Si», en la ventana emergente que le aparecera.

&) Final validation?

Are you sure you want to definitively validate this case?

e

Tras la validacién, se genera un informe de planificacién que resume todas las acciones
realizadas. Entonces, se redirige al usuario a la seccién de seguimiento de intervenciones.
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Mantenimiento, ciberseguridad/ contacto

8- Mantenimiento

El programa es objeto de una actualizacion anual automdtica a efectos del mantenimiento de
la seguridad del sistema. Esta actualizacién es completamente transparente para el usuario.

9- Cibersequridad

Nuestra politica de ciberseguridad se basa en una gestién de riesgos integral, que abarca todas
las etapas del ciclo de vida del programa, e incorpora los principios de seguridad desde la fase
de disefo. Se aplican medidas especificas en cuanto a la autenticacion del usuario, gestionada
mediante un usuario y la correspondiente contraseia, lo que garantiza que solo el usuario
autorizado pueda acceder a sus casos, limitando el acceso a los datos del paciente Unicamente
a personas autorizadas. Por ello, le recomendamos que no comparta su contrasefia con nadie
y que cierre siempre la sesidon cuando deje de utilizar la aplicacién.

Todos los riesgos relativos a la ciberseguridad se encuentran recogidos en el expediente de
gestiodn de riesgos del producto sanitario.

10-Incidencias vy errores

Pese al rigor aplicado en el desarrollo de este programa, cualquier incidente grave relacionado
con el producto debe comunicarse al fabricante y a la autoridad competente del Estado
miembro en el que estén establecidos el usuario o el paciente.

Puede encontrar una lista de errores conocidos en el siguiente enlace:
https://github.com/oneorthomedical/3D-KNEE-PLANNING

Si detecta un fallo que no esté incluido en dicha lista, le rogamos que informe al servicio
técnico de ONE ORTHO.

11- Contacto

Contacto:

Para cualquier consulta relacionada con el uso de la plataforma, puede ponerse en contacto
con One Ortho a través de los siguientes medios: contact@oneortho-medical.com o llamando
al teléfono 04 26 78 76 74.

El equipo de ONE ORTHO se encuentra a su disposicidon para responder a cualquier duda o
pregunta que pueda tener, de lunes a viernes, de 9:00 a 18:00.
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Mantenimiento, ciberseguridad/ contacto

12- Fabricante

69230 SAINT-GENIS-LAVAL

contact@oneortho-medical.com

ONEORTHO
Parc INOPOLIS /
206 Route de Vourles

FRANCIA medical

Producto sanitario de clase |, fabricado por One Ortho, conforme a los requisitos de la

Directiva 93/42/CEE.

Afo de obtencidn del primer marcado CE: 2014
© 2024 OneOrtho. Todos los derechos reservados.

13- Indicaciones sobre el dispositivo y simbolos asociados

Tema claro:

: Identificador

uUDlI Unico de

producto

: Fecha de
fabricacion

: Fabricante

MD : Producto

sanitario

el Manual
de usuario

DE : Consulte

Tema oscuro:

producto

: Fecha de : |derjtlflcador
icacid unico de
fabricacion

: Consulte
el Manual
de usuario

DOC 0096 |
17/11/2025

: Producto

sanitario

p. 148/149



Informacién sobre derechos de autor

Este documento y su contenido se encuentran protegidos por la Ley de Propiedad Intelectual
del 11 de marzo de 1957 sobre la Propiedad Literaria y Artistica, modificada por la ley francesa
del 3 de julio de 1985, asi como por la normativa internacional en materia de copyright.

Queda prohibida cualquier reproduccidn, transcripcion, almacenamiento o traduccién total o
parcial, en cualquier formato y por cualquier medio, sin la autorizacion previa por escrito de
ONE ORTHO, salvo la copia personal realizada por el comprador con fines de respaldo. El
incumplimiento de estas disposiciones constituye una infraccién que puede dar lugar a
acciones penales.

ONE ORTHO proporciona este manual «tal cual», sin ninguna garantia, explicita ni implicita,
incluidas las relativas a la comerciabilidad o adecuacién a un propdsito especifico.
ONE ORTHO, sus directores, empleados o agentes no se haran responsables, en ningln caso,
de ningun dafio indirecto, especial, accidental o consecuente, incluso en caso de que hubieran
sido advertidos de la posibilidad de que se produjeran tales dafios como consecuencia de
cualquier defecto o error en el presente manual o producto.

Los nombres de productos y marcas que se mencionan en este manual pueden ser, o no,
marcas registradas o sujetas a copyright por sus respectivos propietarios. Se utilizan
Unicamente con fines de identificacion o explicacién, y en beneficio exclusivo de sus
propietarios, sin intencidn alguna de infraccion.
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