The Regulatory Side of
Oral Sleep Devices

y Laura Sheppard, CDT, TE

dental laboratory technician is rarely

seen by the patient, yet is always in the
foreground of a successful device. For
many years, when lecturing to my contempol-

aries and newcomers, | often joked that “we are
the Men in Black, no one knows we exist”.

Up until the 1990%, dental labs and tech-
nicians have only been required to comply
with the state Dental Practice Acts of the
states they conduct business in. And while
each state has differing requirements, it is
and has always been the responsibility of the
technician and the dentist to insure this com-
pliance. But in 1994 the Food and Drug Ad-
ministration determined that dental devices
for obstructive sleep apnea were to be clas-
sified as Class Il medical devices. This meant
that any device carrying the claim of treating
a medical disease, had to be registered with
the FDA. Those of us that had been making
sleep devices for our dental clients were sent
into a tail spin, not knowing what the impli-
cations would be.

For dental labs, the FDA stepped forward
as our new regulatory body to insure patient
safety. Any labs manufacturing these devices
would have to register and pay annual fees.
For inventors, in order to register a device,
premarket approval would be required. Sec-
tion 510(k) of the Food, Drug and Cosmetic
Act requires that a Class Il medical device
owner must notify FDA of their intent to
market a medical device at least 90 days in
advance. While a notification sounds simple
enough, it's the approval process that has

evolved into an incredibly laborious and
costly venture for all parties. And it's that ap-
proval that must be obtained before a device
can be registered or manufactured for patient
use. The testing and documentation required
to earn a 510(k) approval in the best case
scenario can actually take from 6-9 months
and most often requires the services of a reg-
ulatory professional and possibly even chem-
ical laboratory and material testing facilities.

Further historical events have shaped the
regulatory oversight that is in force today. In
1997, the FDA established 21 CFR Part 820
as a code to regulate imported dental items.
Known as the Quality System Regulation
code, it identifies Good Manufacturing Prac-
tices (GMP) for manufacturers. Then in 2004,
the FDA confirmed to the National Associa-
tion of Dental Laboratories (NADL), that all
labs must comply with the FDA’s QSR code
and GMP requirements insuring properly la-
beled and designed dental products for their
intended dental procedure. The most com-
mon third-party auditable GMP system cer-
tification for labs is the DAMAS (Dental Ap-
pliance Manufacturing Audit System) or ISO
(International Standards Organization) certi-
fications. Finally, you may remember in 2008
we had the “Lead in Crowns” scare, which
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opened up an entirely different realm of is-
sues, but most importantly placed a public
spotlight on dental laboratories. No longer
the Men in Black, this lead to the FDA's deter-
mination and notification that all dental lab-
oratories would now be under their purview
and part of their “investigational inventory”,
and as such would be subject to inspection.

Dental labs would now be audited for their

GMP’s to include complaint systems, lot

number tracking for materials, vendor veri-

fication systems, recall systems, and much,
much more. They also must understand and
be able to verify the safety of dental devices,
outsourcing requirements, dental technician
competency, gray market materials, etc.
Today, many labs are rolling the dice.

Some know their dentist-clients are unaware
and are counting on the lack of FDA resourc-
es to conduct audits. Others are unaware or
misinformed. They do not have quality sys-
tems in place. They are not registered nor do
they follow regulatory requirements. Many
dentists do not know these requirements, ei-
ther. It remains the joint responsibility of the
lab and the dentist to insure regulatory com-
pliance for the safety of the patient. The most
significant facts and rules that are unknown
or overlooked are:

* U.S. Law: Unlike our EU counterparts,
United States dental lab technicians are
not required to have a formal education,
specific training or demonstrate core
competency. Like ‘Diplomat’ status, be-
coming a Certified Dental Technician is a
challenging, but voluntary achievement.

+ All State Dental Practice Acts: A lab may

NOT proceed with manufacturing a den-

tal device or restoration without a signed
Rx. FDA GMP will require you to call the
prescribing dentist and ask for a signa-
ture. In all my years, it is rare | that I find
a dentist that is understanding and not
angry at the required ‘stop work order’.
Inconvenient? Yes. But it's the law. In fact,
it’s the dentist’s own law.
All State Dental Practice Acts: A lab may
NOT proceed with manufacturing a den-
tal device unless prescribed by a dentist;
not an ENT, medical doctor or surgeon
(unless a dental/oral surgeon).
Some State Dental Practice Acts: State
requirements vary and may not include
any patient safety measures at all. While
some states require such things as lab reg-
istration in state, full material disclosure
on invoices, point of origin disclosure on
invoices, jurisprudence testing, a Certi-
fied Dental Technician (CDT) on staff,
denture/partial or removable appliance
identification, etc. And some states do
not allow such things as technician shade
taking and denturism.
FDA: Even with a dentist’s prescription,
dental technicians may NOT design or
manufacture a device for a dentist (even
as a singular patient-specific device) if the
prescription states it is for the treatment of
obstructive sleep apnea (a Class Il device)
and it does not already have a 510(k).
o Lab prescriptions and invoices are
subject to FDA audit
FDA: Labs may NOT manufacture a Class
Il medical device unless they are FDA
registered as a Manufacturer or a Contract
Manufacturer.
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° Some labs assume that vendors who
sell the parts or kits are the liable
party for registration. This is not true.
If you are not the 510(k) owner and
manufacturer, then you are a Contract
Manufacturer (approved to manufac-
ture by the owner) and must be regis-
tered as such.

* FDA: US. labs that outsource a Class Il
medical device to be manufactured in a
different domestic facility must be FDA
registered as a Repackager/Relabeler.

o These labs must also disclose the out-
sourcing to the dentist on the invoice.
For an entirely outsourced case, this
message may look like “designed and
distributed by ABC Lab” (not “man-
ufactured by ABC Lab”). For a por-
tioned case, the message should look
like “x part manufactured by ABC lab”
and “x part distributed by ABC Lab”.

* FDA: US. labs that outsource a Class Il
medical device to a non-domestic facility
for manufacture and then import directly
from the non-domestic facility must be
FDA registered as an Initial Importer.

o FDA:These labs must also disclose the
outsourcing to the dentist on the in-
voice, in the same manner as domes-
tic requirements.

> CBP: Customs and Border Protection
Act also requires the end user (defined
as the dentist not the patient) to have
been given notice of the actual ad-
dress of the manufacturing facility if it
is located out of the United States.

* FDA: US. labs that outsource a Class Il
medical device to a domestic facility for
non-domestic manufacture and then re-
ceive from the domestic (exporter) facility
must be FDA registered as a Distributor.

o These labs must also disclose the out-
sourcing to the dentist on the invoice,
in the same manner as domestic re-
quirements.

= CBP: Customs and Border Protection
Act also requires the end user (defined
as the dentist not the patient) to have
been given notice of the actual ad-
dress of the manufacturing facility if it
is located out of the United States.

As afinal point in fact, in the United States,
healthcare compliance is also required and
guaranteed by law. Understanding the exist-
ing laws, whether we agree with them or not,
is imperative to patient safety. We all know

that healthcare should be offered with the
best and safest services possible.

We're no longer the Men in Black. Reg-
ulatory oversight is here. And they're here to
stay. When it comes to designing devices, in-
ventors need to operate within the FDA and
510(k) guidelines, instead of asking a labora-
tory to manufacture a non-regulated device
design. Dental labs should only be manu-
facturing a licensed device with the contract
approval of the inventor or 510(k) owner
and they should be registered as a contract-
manufacturer. Additionally, all sleep device
manufacturing labs need to be FDA regis-
tered, outsourcing must be done with full
and proper disclosure and materials must be
FDA registered and accepted. Ignorance of
the law excuses no one. Dentistry, clinicians
and laboratories alike, must do their best to
become informed and act in accordance to
provide the highest level of medical device
service for their patients. ESj
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