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Evaluation of Safety Concerns with Certain Dental Devices Used on Ad %;s ==4’f
FDA Safety Communication 2%

[ Espeiiod {{meﬂica!-deﬁues{saE’etymmmunléaﬁunsfwaEua.ciun‘c_iwlos-prnh!em.as-ﬂa«seguﬂﬂad-daﬂetermmadm:ﬂspnsizivusfdentaies—utii[za:ﬁnsenﬁdulws) }

Date Issued; Mar ch 30, 2023

The 11.5. I*{md fmd Drug Administrafion (FDA) is evaluating safety concerns thh the use of certain déntal cievmas that
are fixed (oon-removahls) palatal expanders nsed on adults to remodel the jaw or to treat conditions.

The devices of conesrn include:

. * Antelor Gmwth Guidance Appliance (AGGA) and Fixed Anterior Growth Guidance Appliance {(BAGGA),
» Anterior Remodeling Applinnce (ARA) and Fixed Anterior Remodeling Appliance (FARA),
- » (seo-Restoration Appliance {ORA} and Fixed Osseo-Restoration Appliance (FORA), and
= Any other siiilar devies types.
The FI>A is awaze of these devices being nsed to treat conditions such as obstructive sleep apnen (dSA} and
temporomandibular joint disorder (TMD) of the jaw, and to remodel the jaw in adults, However, the safety and

ellecliveness of these devices intended for these nges have not heen established, and these deviees are not oleared or
approved by the FDA,

The FDA is also awars of reports of serions complications with use of these devices. The FDA is asking patients,
caregivers, and health care providers to report any complications with these devices lo the FDA. Frompt reporting of
adverse events ean help the FDA identify and better undevstand the risks associated with medical devices, The FDAis
working to evaluate information from all available sources to provide additianal information on this issue.

Recommendations for Patients, Caregivers and Health Care Providers

+ e aware the FDAls evaluating safety coneerns with the use of certain dental devices, such as the AGGA, FAGGS,
ARA F&RA GRA and FORA,

« Benware the safety and effectivencss of these devices to ’rwat wndmons such as OSA and TMD, or tor eincdel the

jawin adults have not heen e_slabhshed These devices 111tr,ndsd for these uses have not been cleaved or appi oved by
the FDA

« Consult with a dental professional for problems or coneerns with a dental device, Use of the AGGA, FAGGA, ARA,
TARA, ORA, or FORA dental devices on adults may result in serious complications which may reguire intervention,
such as:

o Chrenie pain
o Toath dislocation
o Tlaved fecth
o Uneven bite
# Diffieulty eating
o Damuged gums
a Exp:}aéd TOOES
t; Bone erasion
o Tooth loss
"o Repart any profdems with these devices 1o the FDA.
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Device Description

Palatal expanders ate dental deviges typically used to widen the roof of the mouth (palate) to make roout for prowded
teeth., Palatal expanders are generally used during orthodontie treatment for children and adolescents whose upper jaw
“bones are not yet fused. At this time, the FDA is niot aware of safety concerns related 1o orthodontic use df palatal

W&Wmiwmmmggu__mwﬂm e $/2020/04/880 trifold-Palatal- f
Expansion-N8.pdf) & (http:/fwww.fda.gov/a da ite-policies/website-disclaimer), ’

In contrast, an adult's upper jaw banies ave fused, and when a fixed palatel expansion device applies force, the palate i
resistant to expansion. If forces are applied incorrectly to the teeth, serions complications can oecur including chronic
pain, tooth dislocation, flared teeth, uneven bite, difficuity eating, damaged gums, exposed roots, bone erosion, and tooth
loss. These complications typieally require intervention by a health care professional,

The safety and effectiveness of fixed (non-vemovable) palatal expanders being used to treat conditions such az 0S4 and
TMD, or to rexnodel the jaw in adults have not been established and these devices have not been cleared or approved by
the ¥ DA, :

FDA Actions -

The FDA is informing patlents, caregivers, and health care providers abont safety concerns with the use of certain dental
devices on adults, such as the AGGA, FAGGA, ARA, FARA, ORA, FORA, and any similar device types. Tha FDA is
identifying and contacting respansible entities to copymupicate our concerns. The FDA plans to investigate potential
violations and take action if appropriate. The FDA is working to further evaluate all available information about the
issue. We will continue to moniter complaints and reports of adverse events dssociated with this issae.

The FDA will keep patients, caregivers; and health care providers informed as significant information becorues availahle,

Reporting Problems with A Device

Xf you experience any issues with any medical dewce, the FDA encoumges youto ﬁ}e 4 vcluntary raport thmugh

MedWatch {/safety/medwatch-fda a~safely=infor

for more information on how to maﬂ or fax the form

Health care persnnnel employed by fa;:ﬂltws that are subjer;:tto the ED;A_S_\&&L&QIL!:}’ mgpm g m@gﬁgﬂﬁ_{ {ine d:g_al

mxjﬁg}m;g_} should follaw t"na Iﬁpﬂl’tll’lg prncaéures estabhshedbyﬂleir famhﬁes

Please include the following information in your reports; - i

+ Device information, including name, brand, origin, or any other identification provided (if knowm)
» Details of adverse event and medical and/or surgical interventions (if applicable)

Ifyou believe a medical device is being marketed i ina. mannf.r that violates the law, you can filea rep ok thmugh EDAM |
" Allegations gf&gnlatm_him_mﬂ finedical:devic :

miseonduct) process, You ean slso contact your local FDA Co
fda/consumer-complaint-coordinatorsy to report concerns.

Questions?

* Ifyoeu have questions, email the Division of In&ustry and Consumer ¥ ducation (DICE) at DICE@fda bha.gov
{mmg@fdmmgm or call 800-638-2041 or 301-796-7100.

\o
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