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Evaluation of Safety Concerns with Certain Dental Devices Used on Ad —'-"f
FDA Safety Communication

lm“ gl & de-siquridaddk d tilizad duhss) |
e L T —
Date Issued: March 3o, 2023

The U.5. Food and Drug inis ion (FIA) is evaluating safety concerns with the use of certain dental devices that

are fixed (non-removable) palatal expanders used on aduits to remodel the jaw or 1o treat conditions.
The devices of concern include:

+ Anterior Growth Guidance Appliance (AGGA) and Fixed Anterior Growth Guidance Appliance (FAGGA),
-« Anterior Remodeling Appliance (ARA) and Fixed Anterior Remodeling Appliance (FARA),

+ Ossep-Restoration Appliance (ORA) and Fixed Osseo-Restoration Applianes (FORA], and

= Any other similar device types,
The FDWA is aware of these deviees being used to treat ditions such as ive sleep apnea (OSA) and
temporamandibular joint disarder (TMI) of the jaw, and to remadel the jaw in adults. However, the safety and
effectivencss of these devices intended for these uses have not been established, and these devices are net cleared or
approved by the FDA.

The FIMA is also aware of reparts of serfous lications with use of these devices. The FDA is asking patients,
caragivers, and health care providers to report any eomplications with these devices ta the FDA, Prompt reporting of
adverss events can help the FDA identify and better understand the risks associated with medical devices, The FDA is
working to evaluate information from all available sources to provide additional information on this issue.

Recommendations for Patients, Caregivers and Health Care Providers

* Be aware the FDA is evaluating sufety concerns with the use of certain dental deviees, such as the AGGA, FAGGA,
ARA, FARA, ORA, and FORA.

* Beaware the safety and i f these deviees to treat itions such as OSA and TMD, or to remodel the
jaw in adults have not been established. These devices intended for these uses have not been cleared or QUNI‘UM by
the FDA.

= Consult with & dental professional for problems or concerns with a dental device. Tse of the AGGA, FAGGA, ARA,
FARA, ORA, or FORA dental devices on adults may result in serious complications which may require intervertion,
such as:

o Chronie pain

@ Tooth dislecation
@ Flared teeth

o Uneven hite

= Difficulty eating
= Damaged gums

& Bxposed roots

e Bone erosion

e Tooth less

* Report any problems with these devices to the FDA.

Device Description
Palatal expanders are dental devices typically used to widen thu roof of the mouth (palate) to make room for crowded

teeth. Palatal expanders are generally nsed during fur children and ad whase upper jaw
bones are not yet fused. At this time, the FDA is not aware of safely concerns related to orthodentic use of palatal

ders in children and (hittps:fwwnwt.aaninfo.org) /04/AAQ_trifold-Palatal-
Expansion-NB.pdf) (£ (http:/, il sahout-fia fwebsite-polici beite-disclaimer].

I contrast, an adult's upper jaw bones are fused, and when a fixed palatal expansion device applies force, the palate is
resistant to iom, If fi Lied i ty to the teeth, serious complications can oceur including chronie
pain, tooth dislocation, flared teeth, uneven bite, difficulty eating, damaged gums, exposed roats, bone erosion, and tooth
loss. These complications typically require intervention by a ealth care professional.

The safety and i of fixed (n le) palatal being used to treat conditions such as OSA and
TMD, or to remaodel the jaw in adults have not been established and these devices have nat been cleared or approved by
the FDA.

FDA Actions

‘The FDA is informing patients, caregi and health care about safety concerns with the use of certain dental

devices on adults, such a5 the AGGA, FAGGA, ARA, FARA, ORA, FORA, and any similar device types. The FDA is

identifying and ibile entities icate our concerns, The FDA plans to investigate patential
and take action if jate. The FDA is working to further evaluate all available information about the

issue. We will continue Lo monitor complaints and reports of adverse events associated with this issue,

The FDA will keep patients, caregivers, and health care providers informed as signi i ion becomes available.

Reporting Problems with A Device

1f you experience any issues with any medical dem: the FDA encourages ymnoﬁlca valuntary report through
fedWatch ( bwateh-fela-gafetyein d-ad ) or call 1-800-332-1088

for more information on how Lo mail or fax the form.

llea]t_hm wrwnm‘! mplnyed h;, rmlmea um are subject :m‘nr rmsuser [an]me.mnnmngmummu{fm«lml-
mandtory-repor Al e

user-facilities) should follow the reporting procedures established by their facilities.

Please include the following information in your reports:

« Device information, including name, brand, arigin, or any other identification provided (if known)
» Details of adverse event and medical and for surgical interventions (if applicable)

If you brllc\'c a medical dm is being marketed in a manner that wn‘lmq the law, yuu canfilea rtpcln |h-nu,d| EDA's

1 (/medical-devices/modical-device-saf -
misconduct) process, ¥ou can al your local FDA G Complaint Coordi [ fsafiot probl
£ i i 10 repart CONCEmS.

Questions?

+ If you have questions, email the Division of Industry and Consumer Edueation (DICE) at DICE@fdn.hhs.gov
(maillo:DICEE@{dahhs.gov) or eall Boo-638-2041 or 301-796-7100.
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Global Vision

“From Bottom-up,tojTop-down:My,/Pathway;
in'Making National Oral Health Policy*"

~' APDC National Dental'Association Forum

i o

Eddie Hsiang-Hua Lai
Director-General, Department of Oral
Health, Ministry of Health and Welfare
President-elect, Asia Pacific Dental
Federation (ADPF/APRO)

President-elect, Southeast Asia
Association for Dental Education
(SEAADE)

"Overcoming difficulties leads to courage, self-respect, and self-discovery,"

stated psychologist Dr. Alfred Adler.

I began my career as a visiting staff member in the orthodontics department
at National Taiwan University Hospital. Since then, I have held leadership positions
in various dental associations in Taiwan, including the Taiwan Association in
Dental Science, the Association of Family Dentistry, the Association of Hospital
Dentistry, the Taiwan Association of Orthodontists, and international associations.
However, the more I became involved in public health issues, the more I realized the
importance of engaging in comprehensive policy dialogues with authorities during

the policy formulation process.

Based on my experience, I have identified three tips for conducting effective
policy dialogues. Firstly, start small but think big. It is crucial to establish a
common goal for both sides and provide compelling reasons to initiate action
here and now. Secondly, offer not only questions but also answers. By thoroughly
preparing ourselves, we can provide tangible strategies or action plans. Lastly, foster
public-private partnerships from the outset. Building such partnerships is crucial
for successful policy implementation, so it is important to start with a strong

foundation.

National health policies can have a significant impact on the health and well-
being of everyone. At this critical moment in history, with the recognition of oral
health being incorporated into the Non-Communicable Diseases (NCDs) agenda
through WHA 74.5 resolution, the importance of national oral health policies is

more recognized than ever before.

-



The resolution on oral health led to the

publication of the Draft Global Strategy on Oral
Health in 2022, both of which are grounded in the
2030 Agenda, particularly SDG Goal 3 (Ensure healthy
lives and promote well-being for all at all ages) and
SDG target 3.8 on achieving universal health coverage
(UHQ). This strategy has informed every member state
to develop a national action plan on oral health, and six
guiding principles have been provided to follow. These
principles are as follows: principle 1 - "A public health
approach to oral health," principle 2 - "Integration
of oral health in PHC," principle 3 - "Innovative
workforce models to respond to population needs for
oral health," principle 4 - "People-centered oral health
care," principle 5 - "Tailored oral health interventions

across the life course,” and principle 6 - "Optimizing

digital technologies for oral health."

In order to achieve UHC in Taiwan, the Ministry
of Health and Welfare has adopted these guiding
principles and established a national oral health
blueprint with four dimensions: people-centered
oral healthcare with a life course approach, a high-
quality health workforce, universal health services, and

innovative health technology.

In Taiwan, the government has provided a lifelong,
people-centered, evidence-based approach to oral
healthcare with inter-departmental cooperation between
the Ministry of Health and Welfare and the Ministry
of Education. Full-mouth fluoridation is provided to
children from birth to six years old every six months,

followed by pit and fissure sealants for their first

permanent molars. Fluoride mouth rinse is provided
to every school child in over 2,500 elementary schools
in Taiwan. In 2021, approximately 510,000 first and
second-grade children received permanent molar fissure
sealant fillings, and 1.12 million children participated in
fluoride mouth rinse program, with a service coverage
rate of over 95%. Oral check-ups and scaling are
provided every six months for adolescents and adults
over 12 years old. As a result of all these efforts, the
DMEFT index decreased from 3.31 in 2001 to 2.01 in
2020.

To improve the quality of oral disease treatment,
provide comprehensive patient care in healthcare
settings, and respond to the oral health care needs of
the elderly, the number of dental specialist categories
has increased from 3 in 2009 to 11 in 2023. These
categories include Oral Surgery, Oral Pathology,
Orthodontics, Periodontics, Pedodontics, Endodontics,
Prosthodontics, Operative Dentistry, Family Dentistry,
Special Needs Dentistry, and Implantology. In 2022,
there are more than 5,000 dental specialists, with
38% being Family dental specialists, 14% being
orthodontists, and 11% being special needs dentists,

respectively.

To address oral health inequality among
individuals with disabilities, the Integrated Dental
Care Program for People with Special Needs has been
implemented since 2005. This program establishes
a regional special dental network consisting of seven
special dental care centers and twenty-six networking
hospitals. These hospitals provide special dental care
outpatient services, case management services, patient
referral services, and counseling services. Additionally,
the seven dental centers offer training programs. In
2022, over 46,000 patients received treatment through
this program.

With the rapid advancement of Information and
Communication Technology (ICT) and the growing
global demand for telemedicine, a pilot program for
mixed reality (MR) dental clinical training is set to
be launched this year. One demonstration site will be
established in a hospital, and the development of a

training model will follow in the subsequent year.
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