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Preface

Public Comment

‘For 90 days following the date of publication in the F ederal Remcfer of the notice
announcing the availability of this guidance, comments and suggestions regarding thxs
document should be submitts d to that notice, Dockets

* Management Branch, Division of Management Systems and Policy, Office of Human

Resources and Management Services, Food and Drug Administration, 5630 Fishers Lane,

Room 1061, (HFA-305), Rockv111e MD 20852. o

Additiomlgppies

Additional copies are ava1lable from the Intemet at: http //www fda. gov/cdrh/[spemﬁc
address], or CDRH Facts-On-Dem d. Tn order to recets L via your fax
machine, call the CDRH Facts-On-De system at 300 ‘

from a touch-tone telephone. Press 1 to enter the system. At the second v01ce prompt
press 1 to order a document. Enter th doc umb{er (1393) followed by the pound
sign (#). Follow the re mng v01ce prompts to complete your request
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Class II Special Controls Guidance
Document: Dental Sonography and Jaw

Industry and FDA Reviewer

ance. Ti represents the Agency’s current
e or confer any rights for or on any person and
ug Administration (FDA) or the public. An
proach satisfies the requirements of the

1. Introduction

This guidance document was devqlgped asa special control guidance to support the classification ;
into class 11 of the following devices with the diagnostic intended uses identified below.

. Dental sonography devices intended to interpret jaw sounds for the diagnosis of
temporomandibular joint disorders and associated orofacxalpam ,

. Jaw tracking devices intended to interpret mandibular jaw positions relative to the

maxilla, for the diagnosis of tomporomandibular joint disorders and associated orofacial
ey B

However, when these devices are intended‘?gply ktormgnifcor jaw sounds or positions, they will be
classified into class I and will b pt from premarket notification requirements. This
guidance does not apply to these class Tdevices. s

This guidance will be issued in conjunction with a Federal Register notice announcing the

proposal to classify this device type. This guidance is issued for comment purposes only. If the

final rule does not classify this device type, this special controls guidance document willbe =

el Is device type, i 2. CONLIozs SUICancE JQuRmes e

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 these devices.

Thus, a manufacturéf who intends to market a device of thi ic type should (1) conform

sl\ g
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to the general controls of the Federa
510(k) requlrements descnbed n 21 C

od, Drug & Cosmetlc Act (the Act), including the

8 bpartE (2) address the specificrisksto
: : dev this guldance and, (3) obtain a substantial
equivalence deterrnlb p ing the device, unless exempt from the
premarket notification requirements of the Act' (refer to 21 CFR 807.85).

This special control guldance document ldentlﬁes the c1 "ss?;,
codes for the surgical sutures to which it apphes (refer to lsect on 4 -
sections of this special control guldance document list the risks to he th identified by FDA and
describe measures that, if followed by manufacturers and combined wi e general ¢ controls,
will generally address the risks assoc:1ated with these genenc suture types and lead to a timely
510(k) review and clearance. This docum nfc_,ﬁsupp ements other agency documents regarding the
specific content requirements of a SIO(k) ‘submission. You should also refer to 21 CFR 807 87

regulations and product
cope). In addition, other

and other agency documents on this topic, such as the 51 0(k) Manual - Premarket

Notification: 510(k) - Regulatory Requirements for M,.e,d‘Q?!!L«D?Y!CESM N
http://www. fda gov/cdrh/manual/SlOkprtl Jhtml. T

Under “The New 510(k) Paradigm - Alternate Approaches to Demonstratm g Substantlal o -

Equivalence in Premarket Notifi catlons, Final Guidance',” a manufacturer may submit a
traditional 510(k) or has the option of submlttmg either an Abbreviated 510(k) or a Spec1a1
510(k). FDA believes an Abbreviated prov1des the least burdensome means of
demonstrating substantlal equlvalence fora ice, partxcularly once a Class II Spec1a1
Controls Guidance Document has been issued ing 1
own cleared devices may lessen the regulatory burden by submlttmg a Special 510(k).

‘modlﬁcatlons to their

3. The Content and Format of an Abbrevmted SIO(k) -

Submission

An Abbrev1ated 510(k) submission must include the requn'ed elements 1dent1ﬁed in 21 CFR o ; |

807.87, including the proposed labeling for the device sufficient to describe the?édevwe its

SR

intended use, and the directions for its use, In an Abbreviated 510(k), FDA may considerthe

contents of a summary report to be appropriate supporting data within the meaning of 21 CFR
807.87(f) or (g); therefore you should include a summary report. The report should describe
how this special control guidance document was u ing the dev1ce development and testing
and should briefly describe the ‘methc
description of the acceptance criteria app the r1
document, as well as any additional risks specific to your dev1ce Th1
information to fulfill some of the requlrements of 807.87 as well asw som
should include in an Abbr k.

© O,th;er, items that you
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Coversheet

The coversheet should prominently identify the subm1ss10n asan Abbrev1ated510(k) and cite
the title of this Class I Special Controls Guidance Document. -

Proposed labeling

Proposed Iabeling should bé,,s,ui:ﬁcient to describe ‘t'pey,,deVice,kits intended use, and the
directions for its use. (Refer to S specific information that should be includedin
the labeling for devices of the types covered by this guidance document.) e

Summary report

The summary report should contain:

e Description of the device and its intended u ion should include a
complete discussion of the performance specifications and when appropriate,
detailed, labeled drawings of the device. (Refer to Section 5 for specific information
that should be included in the device description for devices f the types covered by

this guidance document.) You should also submit an "indications for use’ enclosure.”

e Description of device design requirements.

e Identification of the Risk Analysis 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 6 for the risks to health generally associated with the use of this device that

Special Controls Guidance Document, as well
et ooy ument, as well as any ac

o A brief description of the test method(s) you have used or intend to use to address

each performance aspect identified in Sections 7 and 8 of this Class I 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 test method, you may cite

the method but should provide sufficient information to explain the nature of and

reason for the modification. For each test, you should either (1) briefly present the

data resulting from the test in clear and concise form uch as a table, or (2) describe

4

2 Refer to http//wwwfdagov/cdrh/ode/lndlcatehtfnl for the recommended format,
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the acceptance criteria that you w1ll apply to your test results.’ (See also 21 CFR
820.30, Subpart C - Design Controls for the Quahty System Regulatlon )

o Ifany part of the device design or testing relies on a recogmzed standard, (1) a
statement that testing will be conducted and meet specified acceptance cntena before
the product is marketed, or (2) a declaration of conforrnrty to the standard.” Please
note that testing completed before submitting a declaration of con formity to a

recognized standard. @ LU\,JH\V,(Z)(B))F& more information, see FDA
guldance, Use of Standards in Substantxal Eqmvalence Deternnnatlons, Fmal
Guidance for Industry and FDA http IWww. fda gov/cdrh/ode/gul lance/1 131.html

If it is not clear how you have addressed h 1 k 1dent1ﬁed by FDA or through your risk

analysis, we may request additional inf spects of the device’s performance o
characteristics. We may also request addmonal 1nform tlon if we need it to assess the adequacy B
of your acceptance criteria. (Under 21 CFR 807.87 ), we may request any ‘additional ’ '
information that is necessary to reach a detennmation regardmg substantlal equ1valence )

As an alternative to submlttmg an Abbreviated 5 lO(k) you can submit a tradltronal SlO(k) that
provides all of the information and data required under 21 CFR 807.87 and ¢ des:

guidance. A traditional 510(k) Tude all of your methods, data, acce
conclusions. Manufacturers considering mod1ﬁcat1ons to th 'r own cleared devrces should

- consider submrttmg Special 510(k)s. S0t

The general dlscuss1on above applies to any device subject to a special controls guidance
document. The foll wing is a spemﬁc dlscussmn of how you: should apply thls spemal controls

4. Scope

This special control guidance dQCument identifies below the proposed classifications, product

eptance criteria, the subject

3IfFDA makes a substantlal equlvalence determmatlon b ”
ntena eforexbemg introduced into

device should be tested and shown to meet these acceptanc
interstate commerce. If the finis :
from the device descnbed 1n the k), ‘TDA recomm nds that submltters apply the
same criteria used to assess m gally‘ marketed devices (21 CFR 807. 81(a)(3)) to
determine whether marketing of the ﬁmshed dev1ce requlres clearance of anew 510(k).

4 See Required Elements for a Declaration of Conform1ty toa Recogmzed Standard
(SCREENING CHECKLIST FO STON
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codes, and classification definitions for b%th class I and class II dental sonog;aph}{ and jaw
tracking devices. The guidance only applies to those in class T

Class I Dental Sonography Device

The class I, exempt from premarket notification requirements dental sonography device is an
electrically powered device, intended to monitor _q{ryr}poroﬁlandibular joint sounds. The
device is used to detect and record soun by the temporomandibular joint. 21 CFR
862.2050, product code, NFQ. T

Class 11 Dental Sonography Device

The class II dental sonography device is an electrically powered device, intended to interpret -
temporomandibular joint sounds for the diagnosis of temporomandibular joint disorders, and
associated orofacial pain. The device s, records, displays, and stores sounds made by

the temporomandibular joint during jaw movement. The device interprets these soundsto
generate meaningful output, either directly or by connection to a personal computer. The

device may be a part of a system of devices, contributing joint sound information to be

considered with data from other diagnostic components. 21 CFR 8622030, product code,

Class I Jaw Tracking Device

The class I, exempt from premarket notificatis 1 requirements jaw tracking device is anon-
powered or electrically powered device used to ,monitojr mandibular jaw positions relativeto
the maxilla. The device me itomic: nd angles in three
dimensional space, to determine the relative position of the mandible with respect fo
Jocation and position of the maxilla, while at rest and during jaw movement. 21 CFR
862.2060, product code, NFS. R N

Class IT Jaw Tracking Device

The class TI jaw tracking device is an electrically powered device, intended to interpret
mandibular jaW positions relative to the maxilla for t iagnosis of temporomandibular joint
disorders and associated orofacial pain. The device me sures and records anatomical
distances and angles to determine the relative position of the mandible i three .
space, with respect to the location and position of the maxilla, while at rest and during jaw
movement. The device records, displays, and stores information about joint position. The
device interprets jaw position to generate meaningful output, directly or by connectiontoa
personal computer. The device may be a part of a system of devices, contributing jaw
position information to be considered with data from other diagnostic components. 21 CFR.

862.2060, product code, NFR.
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5. Device Description

In addition to the infork‘r,pq}tjon:requixjed above, you should provide:,’

. identity of the materials that contact t the patient

. critical design and performance specifications and tolerances for the d

. function of the device a

pogent ofthe d

. control and safety mechanisms.

6. Risks to Health

In the table below, FDA has ide
devices addressed in this docum
risks are given in this guldance document, a
a risk analysis, prior to submitting your 510(k), to 1dent1fy any other risks
The premarket notification should describ ‘th nsk anal 513 method If you elect to use an
alternative approach to address a particul: in this ;
identified : nsks addltlonal_to those in the

ified the risks to health generally assoc1ated w1th the use of the

Electrical interference or shocl sectio

" section 8,9

7. Pre-clinical and Bench Testing

Device Comparison

You should compare your device and other dev1ces in this device type to show:

. Signal to noise compaxison
. Interference factors
« Sensitivity and specificity of 1nstrument readmgs

. Accuracy of instrument readings.
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- Biocompatibility

You should evaluate the blocompatlblhty of the patient-contacting materials in your device.
Please refer to the guidance documents entitled Blue Book G95-1, Use of
International Standard 1SO-10993 "Biological Evaluation of Medical Devices Part1:
‘Evaluation and Testlng ‘http://www a.gov/cdr/g95 1L .html. You should select
biocompatibility tests appropnate for surface dev1ces 1ntended for limite | duration
If identical materials are used in a 1egally marketed devxc‘ d"d :
patient contact, you may 1dent1fy he Iegally marke’ted dev1ce n heu of performmg o
blgcomnatlbllltv testmg o

Software Validation

You should provide dooumentatlon of the S '
with the dev1ce FDA guldances, “Guldance for ) C
' evices; Final, » www fda.g /

the deﬁmtlon glven in these guld“ ces for "major level of concern devices," because they are

used in the d1agnosxs of a condition, whlch if mlsdlagnosed could result in a serious 1n3ury to
the patient. Therefore, you should prov1de documentation for "major level of concern”

devices.

Electrical shock o

The device should meet the ele saf ty tequlrements of IEC 60601-1 (1988): Medical
electrical equzpment Part 1: General requzrements for safety, 1nclud1ng Amendment 1
(1991) and Amendment 2 (1995)

Interference with pacemaker or other electrlcal stxmulatory_ .dev1ces

Diagnostic and therapeutic medlcal deV1ces such as certain types of cardlac pacemakers may‘ o

be affected by electrical interference generated by these devices. The isolation of electrical

circuitry of these devices fror dical devices should be validated. The device should o
meet the EMC requirements of JEC 60601-1-2 (éOw(f’] ): Medical electrical equipment, art 1:
General Requirements for Safety, 2. Collateral standard Electromagnetzc Compatibility -

Requirements and Tests. 4 e

Interpretation functions of the device

You should describe provide the pre—chmcal testmg protocols used to verlfy 'thé"iﬁféfpr‘étatibﬁ 4
functions of the dev1ce You /sh uld tate your acceptance cntena and provide a summary of
your results. e i L e
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8. Clinical Information

In accordance with the Least Burdensome provxslons of the FDA Modermzatlon Act of 1997 the
agency will avoid requiring clinical studies for new devices unless the

is a specific justification

for asking for information to support a substantially equivalent detemimatlon FDAbelieves

clinical information is needed to support the intended use, “for the diagnosis of
temporomandibular Jomt disorders and asSomat ed famal pam > The clinical information
should show that a diagnostic endpoint exists and the devxce can identify and differentiate
diseased and healthy patients based on th: w"agnostlc endpomt ‘Clinical information may
chmcal studies conducted for the premarket

consist of studles in the pubhshed literatu h
submission, or both For the. class ' ography : and jaw trackmg dev1ces you should
he dev1ce is able to R

provide clinical information de ,;ohstra

» Identifya dlagnostlc endpomt that is 'cqxrelated with a disease con iti )

. Differentiate the clanned dlseased patlents from patients not requiring medical
intervention, i.e., that sound ent patterns of healthy patients can be
distinguished from those of patients with temporomandxbular joint disorder and
associated orofacial pain.

9. Labeling

The premarket notification should in ing in sufficient. detail to satisfy the requirements
of 21 CFR 807.87(e). The following a;re‘ aimed at assisting you in prepanng 1abehng
that satisfies the requirements of 21 CFR 807. 87(e) :

Instructions for Use

Instructions for use should mclud i
or positions for the diagnosis of temporomandibular joint disorders. Instructions for use

should identify the intended users of the device, such as healthcare workers and/orhome care

patients. Instructions for use s
that the 1ntended users may hav .

e appropnate for the leve "of trammg and educatlon ;

Intended Use and Indications for Use

You should provide a clear, concise mtended use statement (21 CFR 801 4) and the spec1ﬁc

5 Although final labeling is not reqilif for 510(k) cle e, final 1abeling must also comply
with the requirements of 21 CFR 801 before introduced into interstate
commerce. In addition, final labehng for prescription medic
801.109. Labehng recommendatlon in hlS guldance are con31stent with the requlrements of part
801. : ,

8

must comply with 21 CEfR
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indications for use of the device. You should
indications foruse.

Contraindications

You should identify any patient population for which the device ’isﬂhb /\ ‘ehcv(”)‘: men
example, the device could be contraindicated be

d p‘atiuent population in the

interpretation of output on a specific patient population. Similarly, the devicecouldbe

contraindicated in patients with cardiac pacemakers, if there is electromagnetic interfereﬁéé
with pacemakers. ‘ o o :

Precautions

There is no general consensus or established standar
e AR S R o e ey

egarding interpretation of the
V _of aco

ition or abnormality may result

output of these devices. Therefore, a misdiagnosis

in improper or unnecessary therapeutic intervention. 'You should include a precautionthat

the outputs of these devices are adjunctive to other diagnostic and therapeutic modalities.

10. Investigational Device Exemptions

The Class 1 Sonqgfaphy and Jaw Tracking devices are exempt from the requirements of 21 CFR

Part 812 Investigational Device Exemptions (IDE), as long as they meet the criteria set forthin

21 CFR 812.2(c)(3).

If a clinical study is needed to demonétrate substanti; élgggquiyalence, the requirements of the IDE
regulation (21 CFR 812) will apply to the study. FDA has determined the devices addressed by

this guidance document are non-significant risk, and therefore studies of these devices are subject

only to the abbreviated requirements of 21 CFR 812.2(b).




