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Preface 

PubIic Comment: 
Comments and suggestions may be submitted at any time for Agency consideration to 
Dockets Management Branch, Division of Management Systenis’and Policy, Office of 
Human Resources and Management Services, Food and Drug Administration, 5630 
Fishers Lane, Room 106 1,~ (HFA-305); Rockvilie, MD; 20852. When submitting 
comments, please refer to Docket No. 02D-0011 andthetitle’ofthe guidance. ‘Comments 
may not be acted upon by the Agency until the document is next revised or updated. 

For questions regarding the use or interpretation of this guidance contact Susan Runner, 1 ” .” , _j/ _, _,j‘ . by. i ;iilm“ *,.*11,1- y”““~mM* 
D.D.S. at 301~827-52830r by emarl MSR@cdrh.fda~gov. 

Additional Copies 

Additional copies are available from the Internet at: 
http://www.fda.gov/cdrh/[spkcifc id&k&j; ‘or CDRH Facts-On-Demand. In 
order to receive this document via your fax machine, call the CDRH Facts-On- 
Demand system at 800-899-0381 or 301-827-0111 from-a touch-tone telephone. 
Press 1 to enter the system. At the second voice prompt, press 1 to order a 
document. Enter the document number (1378) followed by the pound sign (#), 
Follow the remaining voice prompts to complete your request. 
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This document is. intended ~oj&vide g&&tc~. ‘*%epresents the Agency’s current 
thinking on this topic. It d&es not create or confer any rights for or on any person and 
does not operate to bind the Food and”~~&&&&&$io~ (FDA) or the public. An 
alternative approach may be used ifsuch approach satisfies the r~q&re&en& bf the 
applicable statute and re&-&n~! _ _ _-.._ 4 ,“.( L ‘. .I .-. _,____, ““-.z..>.,. ->.+. ji,.__... .,,,a ,,G” _.. /. + ,., +, ,“‘ “‘;“: ‘;-‘,:” ‘, .-. ‘Z’ 
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1. Introduction 
This guidance document was developed as a special control guidance to support the 
classification of the intraoral devices for snoring and/or obstructive sleen apnea into class ” ,I ,,_ “,, 
II. Intraoral devices for snoring and obstructive sleep aI 

~~. -~ ..=----- ---- - ---I 
lnea are Pteatnendments devices, ~._. =-- ..------ - __-----I -_ 

i.e., were in commercial distribution “prior totiay.28; 1976 (the enactment diii ofi ‘. 
--- -- Lhe 

Medical Device Amendments of 1976) and are currently unclassified. The I Dental 
Devices Panel met to consider the classification of &ese devices in November 1997. 
Panel recommended these products be classified into Class K (special controls). ‘The 

The 

device, as proposed, is intended for use during sleep to aid in the treatment of simnle 
snoring and/or obstructive sleep apnea. This -guidance will be issued in conjunction with 
a Federal Register notice announcing the proposal to classify this device type. 

Following the effective date of the final classification rule, any firm submitting-a 5 1 O(k) 
premarket notification for intraoral devices for snoring’an&or obstructive sleep apnea 
will need to address the issues covered in the special control guidance. However, the 
firm need only show that its device meets the recommendations of the guidance or in 
some other way provides equivalent assurances of safety and effectiveness. 

2. Background 
FDA believes that special controls, when combined with the general controls, will be- 
sufficient to provide reasonable assurance of the safety and effectiveness of intraoral - 
devices for snoring and/or obstructive~sleep apnea. Thus, a manufacturer who intends annea. Thus, a manufacturer who intends 
to market a device of this gerreric type should (1) conform to the general controls of nform to the general controls of 
the Federal Food, Drug & Cosmetic Act (the Act), including the premarket . ,” .-cc.. 
notification requirements described in 2 1 CFR~~O7?%lbpai%~F, (2) add&&the specific ~R~O7?%l&rt E. r% aadress’the specific 
risks to health associated with intraoral devices .,.,,“. ““*L* z.i.*.* “... ..a,r;-_ ,ij* i “Y ” for snoeng and/or obstructive sleep __-- -- - Dstructive sleep 
apnea identified in thrs gurdance and, (3) obtain a substantial equivalence 1 equivalence 
determination from FDA prior to marketing the device, unless exempt from the ss exempt from the 
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premarket notification requirements of me Act (refer’to”2f CI% 80785). ” 

This special control guidance document identifies the classification regulations and 
product codes for the intraoral devices for snoring an&or obstructive sleep apnea (Refer 
to Section 4 - Scope). In addition, other sections of this special control guidance document list the risks to heajth id&ht;fiea i;y j.$.. &$g,bg &easures *at, if 

followed by manufacturers and combined with the general controls, will generally 
address the risks associated with these intraoral ‘devices for snoring &.&or obstructive 
sleep apnea and lead to a tin-rely premarket notification [5 1 O(k)] review and clearance. 
This document supplements other FDA~documents regarding the specific content 
requirements of a premarket notification submission. You. should also refer to 2‘1 CFR __“_____ _. -.,.. II, ..,.,.~ ,I. _I. 
807.87 and other FDA documents on this topic, such as the 510(k) lViGal‘- ii&mar&et 
Notification: 510(k)- ~~~~i~~~ry’~~~~~~~meuts for M&iqaJ’D&i&s; 
http://www.f~a~~O~/cdr~~~ual/5 1 Okprtl .html: 

Under “The New 510(k) P<r&figm - Aiterna6 Approaches to~De~o&t&i& “~ J..‘iu”;+l.*t% \” I, \<..‘,“Y “‘l’.. .a< a ._ 
Substantial EquiGaleti& IF Premarket Notifications; F&ai &&&&’ ” a ,,_, r,~.r.$‘,r-arr - 3 
manufacturer may submit a Traditional 5 110(k) or ‘has the oition of submitting either an 
Abbreviated 5 1 O(k) or a SpecialSl@k),‘* &A believes &-Abbreviated ‘5 10(k) provides 
the least burdensome means of demonstrating substantial equivalence for a new device, 
particularly once a special controls guidance document has been issued. Manufacturers 
considering modifications to their own cleared devices may lessen the regulatory burden 
by submitting a Special 510(k). 

The Least Burdensome Approach 
The issues identified in this guidance document represent those that we believe need, to be 
addressed before your device can be-marketed. In developing the guidance, we carefully 
considered the relevant statutory criteria for Agencv decision-makine. We also 

_- -__ _ ._.n,-. \.. - - ~a 

considered the burden that m;ay be incurred in your attempt to comply with the statutory 
and regulatory criteria in the manner suggested by the guidance and in your attempt to 
address the issues we have identified: We believe that we have considered the least 
burdensome approach to resolving the issues presented in the guidance document. If, 
however, you believe that there is a less burdensome way to address the issues, you 
should follow the procedures outlined inme “A Suggested Approach to Res&ing 
Least Burdensome Issues” document. It is available on‘our Center web page at: 
http://www.fda.gov/cdrh/modact/leastburdensome.html. 

3. The Content and Format of an Abbreviated s!&(k) 
Submission 

An Abbreviated 5 1 O(k) submission must include the required elements identified in 2 1 
CFR 807.87, including the protiosed labeling for the device sufficient to describe the .I, ,j 
device, its intended use, and the directions for its use. In an’ Abbreviated 5 l”a(k), FDA’ 

,“. I. L, ‘ 

’ http://www.fda.gov/cdrh/ode/parad5 1 O.html 

2 



._- _- 
‘r--r 

iii&; We recof 
:nt 

ne 

Coversheet 

The coversheet should prominently identify the submission asan Abbreviated $1 O(k) 
and cite the title of this class II special controls guidance do~curnent. 

Proposed labeling 

Proposed labeling should be sufficient to describe the device, its intended use, and the 
directions for its use. (Refer to Section 9 for specific information that should be 
included in the labeling for devices of the types covered by this document.) 

Summary report 

We recommend that the +nnrnary report contain: 

l Description of the device and its intended use. We recommend that the 
description include a complete discussion of the performance specifications 
and, when appropriate, detailed, labeled drawings ofthe device. You should ,“, )u. _. ^(_._/ .a.“, alSo submit an lli~~i’~~~iOr;;,“~~~ Gsell enclosure.2 

l Description of device design requirements. 

l Identification of the Risk Ar ialysis method(s) used to assess the risk profile in 
general as well as the specific device’s design and the results of this analysis. _ .,“,...,_) 
(Refer to Section ‘5 for the risksto heal~‘generally associated with the use of 
this device that FDA has identified.)““““ ’ 

l Discussion of the device characteristics that address the risks identified in this 
class II special controls guidance document, as well as any additional risks 
identified in your risk analysis. 

0 A brief description of the test method(s) you have used or intend to use to 
address each performance aspect identified in Sectiqns 6-S of this class II 
special controls guidance document. If you follow a suggested test method, 
you may cite the method-rather than describing it. 

, 
If you modify a suggested 

c - 

2 Refer to http://www.fda.gov/cdrh/ode/indicate.html for the recommended format. 
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test method, you may cite 
*.-rY . . . 

the method but shot& provide sufficient . . ..i I . - _ mrormanon to explain tne nature ot and reason for the modification. For each 
test, you may’ either (1) briefly present the data resulting from the test in clear 
and concise form, such as a table, or (2) describe the’accepta$e cr&ria that 
you will apply to your test results.r(See also 21 CFR 820.30, Subpart C - 
Design Controls for the Quality System Regulation.)’ 

l If any part of the device design or testing relies on a recognized standard, (1) a 
statement that testing will be conducted and meet specified acceptance criteria 
before the product is marketed, or (2) a declaration of conformity to the 
standard.4 Please note that testing must be completed before submitting a 
declaration of conformity to a recognized standard:*(21 US~C 514(c)(i)(B)): 
For more information refer to th;i: FDA”g&k&e; Ihe if standards in __ ,_^_“I.,I _.I.. 

: Substantial Equivalence Determinations; Final Gxii&%e for Industry 
and FDA, http://www.fda.gov/cdrh/ode/guidance/113 1 .html. 

If it is not clear how you have addressed the risks identified by FDA or additional risks 
identified through your risk analysis, we may request additional information about 
aspects of the device’s performance characteristics. We may also request additional 
information if we need it to assess the adequacy of your acceptance criteria. (Under 21 
CFR 807:87(l), we may request any additional information that is necessary to reach a 
determination regarding substantial equivalence.) 

As an alternative to submitting an Abbreviated 5 1 O(k), you can submit a Tradition&l 
5 1 O(k) that provides all of the information and’data required under 21 CFR 807187. and-’ 
described in this guidance. A Traditional 5 1 O(k) should include’all ‘of your methods, ’ 
data, acceptance criteria, and conclusions. Manufacturers considering modifications to 
their own cleared devices should consider submitting Special 5 100s. 

The general discussion above applies to any device subject to a special controls guidance 
document. The following is a specific discussion of how you should apply this special 
controls guidance document to a premarket notification for intraoral devices for snoring 
and/or obstructive sleep apnea. 

._ I, .” _ I :_ ._I ,, ,- _““. 1 I / “” ‘. ‘. ,_ 
3 If FDA makes a substantial equivalence determination.based on acceptance criteria, the 
subject device should be tested-and shown to meet these acceptance criteria before being 
introduced into interstate commerce. If the finished ‘device does ‘not meet ‘the acceptance 
criteria and, thus, differs from the device described in the cleared 51.@(k), FDA- 
recommends that submitters apply the same criteria used to assess modifications. to 
legally marketed devices (2 1 CFR 807.8 l(a)@)) to 
finished device requires clearance of a new 5 1 O(k).. 

determine whether’marketing of the 

4 See Required Elements for a Declaration of Conformity to a Recognized Standard 
(Screening Checklist for All Premarket’Notification [5l”O(kr]?%,$&.issions), -.^ _ 
http://www.fda.gov/cdrh/ode/‘reorecstand~html. 
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4. Scope 
The scope of this document is limited to the generic type of device described below. 

2 1 CFR 872.5570 Iiitraoral devices for snoring and/or obstructive sleep apnea. 

Product codes: LRK Anti-Snoring Device 
LQZ Jaw Repositioning Device 

This generic type of device includes intraoral devices for snoring and/or obstructive sleep 
,,s... apnea: These areremovable medical devices that are fitted in the patient’s mouth and are 

indicated to-treat patients ‘who snore and patients who have obstructive sleep apnea. The 
devices are indicated to be used when the diagnosis is simple snoring or obstructive sleep 
apnea. The devices are indi’kated for use during sleep to aid in the treatment of these 
conditions. Simple snoring is a” f&n Ofsleep disordered breathing in which there is a 
narrowing of the upper airway which leads to an inspiratory noise produced by vibration 
of the pharyngeal soft tissues. These devices are not indicated for the treatment of central 
apnea. Intraoral devices to treat snoring and/or obstructive sleep apnea are prescription 
devices unless adequate directions for use (21 CFR 801.5) are developed and, FDA clears 
a 5 1 O(k) specifically for over-the-counter (OTC) distribution. 

Intraoral devices to treat snoring and/or obstructive sleep apnea include three basic 
designs: mandibular repositioners, tongue retaining devices, and palatal lifting devices. 
All of these devices provide the same therapeutic goal of increasing the pharyngeal space 
to improve the patient’s ability to exchange air. The increase in airway space decreases 
the air turbulence, which is a causative factor in snoring. 

In addition to the removable devices, there are implantable screw devices that may be 
used with a suturing technique as part of a surgical procedure to lift the intraoral 
musculature and provide improved oropharyngeal patency (airvvay space). Implantable 
screw devices are not in&&d ‘in &is &sSffication. __ 

5. Risks to Health ’ 
In the table below, FDA has ideritified the risks to health &&aliy associated ‘with the 
use of the intraoral devices for snoring and/or obstructive sleep apnea addressed in this 
document. The measures recommended to mitigate these identified risks are given in this 
guidance document, as shown in the table below. You should also conduct a risk 
analysis, prior to submitting your premarket notification , to identify any other risks 
specific to your device. The premarket notification should describes the risk analysis 
method. If you elect to use analternative approach to address a particular risk identified 
in this guidance document, or have identified risks additional to those in the guidance, 
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you should provide suffi&ieut detail toWsuPport the z&,&a&you have used to address that 
risk. 

Intraoral gingival, palatal,“or de&l soreness ,.*^ ._, ” ~~ j . , ,I L,,, rc~i-*~~sr~~~“““rr~~~~~~~~~~~~‘, 
Temporomandibular Joint (TMJ) _ ^ - -. 

Sections 6,7,8,9 .” ^_i.._. ., ,” ,..,.. <_,i 
Section 8. 9 

Dysfunction Syndrome .L .‘/_ i. . , ,.a ,._ S”. .*v*, ,*,*,.lri, 
Obstruction of oral breathing 

-, 
_ . I .~c. . . 

Sections 8,9 

Loosening or flaring of-lower anterior*teeth 
or general tooth movement 

6. Material Com$osition 
, n_ _” ,,.#., “;“. _* Your sumrnary report should include the follovving information for%1 ~ornlx&& . 

. The material identity 

m The complete chemical composition, unless declaring conformance to a 
materials standard 

m Material safety data sheets @SDS) for all materials used in the device 
(appended to your summary report). 

7. Biocompatibility 

You should perform biocompatibility testing asoutlmedin the FDA-modified “use of *,irxrN;“Wia” “i:“k*# *r*y&* “xx” ti,- Iuternational Staudard Isci-1~~g3,,~iii~~~~ai ~E+&%luatlon ok &ea^i;;~*j;w&;;~;&;~i 

Evaluation and’ Te&ng”htCf .//%w&.fda.gov/cdrh/g951 .h&nl for ‘a’&faie device that 
contacts intraoral (i.e., mucosal, gingival, and pi&&l) surfaces for prolonged contact. 
Your summary report should:contain a, statement that testing will be conducted as : I ,. “, -e., (l,.+: ,: _ i described in Parts 5 and 10 of ISO-10993 the standard (the statement should’also include 
the acceptance criteria to be applied). 

8. Clinical T&h@ ” ’ 

In accordance with the Least &densome provisions of the FDA Modernization Act of j 1997, the.agency‘will not request clinical studies for new devices unless.there is-a 
specific justification for asking for such inforruation to, support a substantially equivalent 
determination. FDA recommends that you conduct clinical studies forintraoral devices 
for snoring and/or obstructive, sleep apnea when your device: 
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. uses designs dissimilar from designs previously cleared under a 5 1 O(k) [Please 
note: Devices that use the same mechanism of action are not necessarily similar 
devices.] 

l uses new technology, i.e., technology different from that used in legally marketed 
intraoral devices for snoring -and/or obstructive sleep apnea 

. makes changes in the indication for use. 

FDA will always consider alternatives to clinical testing when the proposed alternatives 
are supported by an adequate scientific rationale. Please contact the Dental Devices 
Branch to discuss any clinical testing before initiating studies, 

When a clinical study is needed, the.summary report should include the clinical protocol 
defining inclusion and exclusion criteria and a sample size justification. 

For devices for simple snoring, performance measnrements should include the rate of 
reduction of snoring based o’n clinical observation. 

For devices for obstructive sleep apnea, performance measurements should include the For devices for obstructive sleep apnea, performance measurements should include the 
rate of reduction of apneic events measured by polysomnograrns.’ Baseline and post- rate of reduction of apneic events measured by polysomnograrns.’ Baseline and post- 
insertion polysomnograms should be obtained for each subject in the study. insertion polysomnograms should be obtained for each subject in the study. These These 
polysomnograms should include measurements of the respiratory disturbance index, polysomnograms should include measurements of the respiratory disturbance index, 
apnea index, duration of the apnea, and oxygen saturation. apnea index, duration of the apnea, and oxygen saturation. FDA believes that FDA believes that 
polysomnographic data are needed for the intended use of obstructive sleep apnea. polysomnographic data are needed for the intended use of obstructive sleep apnea. 

Clinical studies to support a substantially equivalent determination for a non-nrescrintion 
intraoral device for simple snoring also‘need to demor 
instructions for use. We suggest that you dinci 
Devices Branch before initi&ng a cl% 

~~ r------r ----- 
- -----_ rstrate the ade.quacy of the 

_ - __-_ +ss your proposed protocol with the Dent.al 
ical study of this kind. 

If a clinical study is needed to demonstrate substantial equivalence, i.e., conducted prior 
to obtaining 5 1 O(k) clearance of the device, the study-must be &&&ted under the 
Investigational Device Exemptions (IDE) regulation, 21 CFR 8 12.^ FDAh& determined 
that the device addressed by this guidance document is a non-significant risk device, 
therefore the study is subject to the abbreviated, requirements of 21 CFR 812.2(b).’ In =_ . . . ,,i /ir/I’. ,~ 
addition to the requirements of section 21 CFR.8122(b), sponsors of s&h trials must 
comply with the regulations governing institutional review boards (2 1 CFR Part 56) and- 
informed consent (2i CFR P&t 50). 

After FDA determines that th;: d&‘&is substantially equivalents &nical studies 
conducted in accordance with the indications reviewed in the 5 1 O(k), including clinical 
design validation studies conducted in accordance with the quality systems regulation, are 
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exempt from the investigational device exemptions (ID@ requirements. However, such studies must be performed in co~~~~.~ck ~~~‘~~~$,.~~ ,,,&~.& ,<, . . .* 

9. Labeling 
The premarket notification should include labeling‘in sufficient detail to satisfy the requirements of 2 1 CFR’80”7.g7(;;y)* ?jJ-& f;ilogng suggeiti-$?-; *y-G eme;d ;i’assisting you 

in preparing labeling that satisfiesthe requirements of 21 CiFR ‘8@7.87(e).6 

Directions for use . 

As a prescription device, under 2 1 CFR’ 80 1.109, the device is exempt ‘from having 
adequate directions for lay use. Nevertheless, under 21 CFR.80’7.87(e), we expect to 
see clear and concise instructions that delineate the technological ‘feattires~of the 
specific device and how the device is to be used on patients. Instructions should - ,, . “-gw. .*,(_* 1-*3:,- u-1, I- p”( .“.~#.Y’, ii+. i ‘, A “,A aid,‘, i- l.. 
encourage local/institutional training programs designed to famrlnuze users wrth the “. 

features of the device and how to use it in asafe and effe&e ‘ma.rn& ‘. 

Devices with Thermal $etiink Resins ” 

If the device contains a thermal setting resin, you should include instructions for 
heating, cooling, and setting time in the labeling. 

Contraindications f 
You should include the following contraindi&ions in your labeling: Thedevi~e is”‘ .“. 

contraindicated for patients who: 

. 

. 

. 

. 

have central sleep apnea 

have severe respiratory disorders 

have loose teeth or advanced periodontal disease 

are under 18 years of age. 

Warnings 

You should include the following warnings in your labeling. IJse of the device may 
cause: 

l tooth movement or changes in dental occlusion 

l gingival or dental soreness 

6 Although final labeling is not required for 510(k) clearance, final labeling must also 
comply with the requirements of 21 CFR 801 before a medical device is introduced into 
interstate commerce. In addition, final labeling for ~res~riijtion~medical devices’must 
comply with 2 1 CFR 80 1.109. --“-li ^“*“+3~‘.,” ,,<,<*.,.’ * I* *,A IL.. I. i. x1 

Labeling rec”ommendatlons in this guidance are consistent 
with the requirements of part 80 1. _ 
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l pain or soreness to the temporomandibular joint 

. obstruction of oral breathing 

. excessive salivation. 

Precautions 

You should include the following precaution: Dentists should consider the medical 
history of the patients, including history of asthma, breathing, or respiratory 
disorders, or other relevant health problems, and refer the patient to the appropriate 
healthcare provider before prescribing the device. 

Patient Labeling 

Patient labeling should be clear, accurate, and provide complete use and care 
instructions for the patient. Information on patient labeling is available in the 
guidance entitled, “Guidance on, Medical Device Patient Labeling; Final Guidance for 
Industry and FDA Reviewers,” issued April 19,2001, 
http://www.fda.gov/cdrh/ohip/guidance/1128.html. 


