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Patient-friendly therapeutic solution O.R.M°® Device by Narval CADCAM Technologu

Specifically developed for adult OSAS.. The innovations of the O.R.M® Device...
Traction-based
mandioular 1S sizes of
protrusion connectors Objective Solution Innovations

Safety and Efficacy O.R.M® type Device

Maximize

> Linqual side of incisors
real efficacy

not covered by splint

Specific cut-out of the
splint with no pressure
on incisors

Minimize
dental impact

Preserve muscle
and articulation

> Articulation with elevated

C attachment point
sr;irrq{gr\sﬁtbl'l\%ut Physiological e
incisor contact articulation
Herbst device O.R.M® device
« The results on studied parameters (mouth opening, TMJ contact strength) tend to demonstrate ~pPower ed oy
a obetter clinical profile in terms of compliance and side effects of traction-based mandioular CADCAM technologg

repositioning devices rather than compression-oased mandibular repositioning devices”
Cheze Study®

Scan =3 BICAD software =3B CAM by laser =3B O.R.M® Device

... enadling rapid treatment adoption
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Observance ofter 45 days of treatment®

Observance definition :
Excellent: Wear device 7 nights a weeK all night
Good : Wear device > 4 nights a week
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and > 4 hrs/night
Poor : Wear device < 4 nights a weeK
or < 4 hrs/night
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Optimize customization with CAD software

» Bite plane parallel to occlusal plane
P Protection areas over sensitive teeth
P> Splint retention optimization

“This Qood tolerance led to high SO
reported ooservance, with 807% of
patients wearing the MRD every 40
night compared to a mean of 68%
across 7/ studies analuzed buy
Ferquson” Multicentric study® 30
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Ensure quality with CAM production

» Triangle inteqrated in splint
» Comfortaole silicone coating
P> Easily interchangeable connectors

(1) Cheze L. and col. « Impact on temporomandibular joint of two mandibular advancement device desians », ITBM - RBM 27 (2006) 233.237
(2) Vecchierini MF and col.«Efficacy and compliance of mandibular repositioning device » Sleep Med (2007) doi:10.1016/j.sleep.2007.09.007



SigQnificant quality of life improvement

Efficacu validated oy clinical studies

Proven efficacuy on AHI

i —
Response rate before titration and somnolence...
100 % «
80 % |
Epworth Score @
20
60 % |-
1S
0 ) P<0,001
o o
40 % |- “S Dg
- & 10F
2 2
c ©
20 % |- 22 =
3 o ST
O % | J O 1 J
Severe and moderate (35) Moderate (25)
| Complete M Partial | | Baseline [ With OR.M®|
Response to treatment definition “The complete response rate in our study is similar
Complete: SO% AHI reduction and AHI<1O to the one reported in the literature »
Partial: 5O% AHI reduction and AHI=1O Multicentric Studg =)

Improvement of sleep quality

PSQI - Subjective sleep quality @ and mental parameters...
Glooal score

... even in severe OSAS patients

IAH
A
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p averaqge AHI reduction = 57%

P 115 patients out of 20 with AHI
decrease>50%

P 11 patients with AHI<1S with device

Baoseline With O.R.M.®
AHI =47 £15 AHI =20 +18

«The cohort studu shows efficacu of the MIRD on respiratory parameters including for most of
severe OSAS patients » Navailles Study @
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..associated to long term efficacy and ooservance

> 83% efficacy on snoring
> 94% of patients still under treatment after 15 months
> 69% of patients wear the O.R.M® everu night

20% of patients suffer from transitory discomfort at wakke up
(20 min. on averaqe)

« Following this cohort of 108 patients over 15 months has convinced us that the O.R.M®
tupe device is the most efficient and the less invasive solution to treat light to moderate
OSAS. For severe OSAS it might be prescrioed in case of CPAR intolerance or in association
with the latter » Navailles Study ©

(3) Navailles B. and col. « Innovative mandibular advancement splint in the treatment of obstructive sleep disorders » IFOS 2005 Rome

(4) Navailles B. and col. « Prothése d'avancée mandibulaire et troubles du sommeil obstructifs » SFORL 2004



MRD Indications by the American Academy of Sleep Medicine ©

1%t Line Treatment v 2™ Line Treatment

« Light to Moderate OSAS (5 < AHI <30)
for patients who prefer MRDs over CPAP or who do not

respond to or are not appropriate candidates for or fail

CPAP or fail behavioural measures treatment - Severe OSAS (IAH > 30)
 Primary Snoring

for patients who do not respond or are not appropriate

candidates for behavioural measures treatment

in case of failure of an initial trial of CRPAP

(S) Kushida C. A. et al. Practice parameters for treatment of snoring and OSA with oral appliances Sleep vol 29, N°2, 2006

[Protocol of care for patients

- Verify absence - Fit the device - Adjust protrusion (titration)
of contra-indications - Possible adjustments if necessary basedon
- Measure patient's for fit and protrusion sumptoms (tiredness, snoring,

sleepiness) and compliance

- Verify absence
of pain and side-effects

max. protrusion

- TaKe impressions
of both arches

Prescription
Sleep recordinQ
(if OSAS)

—

to t to t3 ta
[~15 daus ] [~15 daus ] [~60 dauys ]

Titration : Adjustment of mandidular protrusion

- Designed for Laboratoires NarvalNARV-DOCOO7/08. Foto credits F Fleury. ORM. type device is a reqistered trade mark of Laboratoires Norval

Fit the device Control appointment Protrusion adjustment
ORM® set at SO to 80% (oetween 5 to 30 daus) Increase protrusion
of max. protrusion Evaluate snoring, somnolence until efficacy on sumptoms
Reduce if pain or incomfort and tiredness or patient’s tolerance limit
Increase protrusion if sumptoms persist

ComOn : www.com-on fr

Control sleep recording (if OSAS)
Measure oojective efficacu
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