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DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED: OMB P:IO. 09100138
PUBLIC HEALTH SERVICE — FOOD AND DRUG ADMINISTRATION EXPIRATION DATE: January 1, 2000

SUPPLEM ENTAL DATA SHEET {See OMB Statement on Page 2)

1. GENERIC TYPE OF DEVICE ]
Data acquisition devices for CAD-CAM dental restoration

2-ABVHBORY PANEL _ 3. 1S DEVICE AN IMPLANT ?
Dental Devices Panel [ Yes No

4. INDICATIONS FOR USE PRESCRIBED, RECOMMENDED, OR SUGGESTED IN THE DEVICE'S LABELING THAT WERE CONSIOERED BY THE ADVISORY
The types of devices included in this reclassification petition are used to record the topographical

characteristics of teeth, dental impressions, or dental molds by analog or digital methods for use in the
computer-aided design and milling of dental restorative prosthetic devices. These systems may consist of a
camera, scanuer or equivalent type of sensor, and a computer with software.

5. IDENTIFICATION OF ANY RISKS TO HEALTH PRESENTED BY DEVICE

General_Ltra-oral camera: Cross-c inati if not cleaned sufficiently between patients,

electrical safety and electromagnetic compatibility risks. Risks are to patient and operator.

Laser Scanner: Risks of exposure to Class 11 laser radiation 1f safety mnterlocks fail, electrical satety and
electromagnetic compatibility risks. . Risks are to aperator only

Both types: Risk to patient of improper restoration design or fit. Risk is mitigated because design,
~manufactiire afid Tifing oI restoration 1s done under the supervision of a wained dentist or dental techmcian ™

Specific Hazards to Health Characteristics or Features of Device Associated with Hazard

a Cross-contamination a.Adequate cleaning and disinfection instructions can be provided

p,_Llectrical satety and electromagnetic compatibility p, AC powered. Can be manufactured to UL or IEC standards

c Laser ¢.Class IT diode laser. Safety interlocks reduce exposure levels to Class L.

g, Improper data 4. Design, manufacture and fit of restoration done under control of trained
6. RECOMMENDED ADVISORY PANEL GLASSIFICATION AND PRIORITY personnel.

Class I, exempt from 510(k) premarket notification
Classification Priority (Class 1 or i1l Only)

7. {F DEVICE IS AN IMPLANT, OR IS LIFE-SUSTAINING OR LIFE-SUPPORTING AND HAS BEEN CLASSIFIED IN A CATEGORY OTHER THAN CLASS M, EXPLAIN
FULLY, THE REASONS FOR THE LOWER CLASSIFICATION WITH SUPPORTING DOCUMENTATION AND DATA

Not applicable .

8. SUMMARY OF INFORMATION, INCLUDING CLINICAL EXPERIENCE OR JUDGMENT, UPON WHICH CLASSIFICATION RECOMMENDATION IS BASED
See Section 9 and Appendix E of reclassification petition.

9. IDENTIFICATION OF ANY NEEDED RESTRICTIONS ON THE USE OF THE DEVICE
The device should be available by prescription only, sold by or on the order of a licensed dentist or dental

technician.
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1A IF DEVICE (S IN CLASS {, RECOMMEND WHETHER FOA SHOUWD EXEMET (T FROM

Joeeflacation 70 amurt e mbs
Rata it tl ot FRP 1t o]

(3 « Rogistration 1 Dovios Ustiag
‘ Risks associated with this type of device are low, well-understood and similar to other CIassT
6. Promacka totscation _dental products exempt from premarket notification. Device used under control of trained dentist
or dental technician.

Dc.ﬂm\kmdw

(3 o Good Mantacturing Bractica

11. ©USTING STANDARDS APPUCABLE TO THE DEVICE, BEVICE BUSASSEMBUES (Carponatts] OR DEVICE MATERIALS (Prrts #nd Acoateorios)
TIEC 60601-1 (Electrical safety)

IEC 609601-1-2 (Electromagnetic compatibility)
UL 2601 (Electrical safety)

21 CFR Subchapter J, section 1040 (Laser safety, for devices with laser scanners)

12: COMPLETE TH(S FORM PURSUANT TO 21 CFR PART 860 AND SUSMIT TO:
Food and Orug Adminis{ralion
‘ Center for Devices and Radiological Health
Office of Health and Industry Programs (HFZ-215)
1350 Piccard Diive
Rockville, MD 20850

OMB STATEMENT

Public repocting burden for this colicction of {nformation s estimaled o aversge 1-2 hours pa response, induding the time for revewing

istruclions, searching existing data souroes, gatheriag and maitaining the data odod, and completing and reviewing the colloction of nformation.
Send comments tegarding this burden estimate or any other aspect of this oollection of information, induding suggesticas for reducing this bucden to:

OIS Reports Clearance Officer, Papervod: Roduction Projoct (0310-0138)
Hubed K. Humplvey Bulding, Room S31-4(

200 ndependence Aveaue, S.W.
Wastiaglon, OC 20201

Please 00 HOTRETUR Ihix torm 10 this ackdcesc)

. An agoncy way X 0onda o Epansor, and & parsa I aol foquired & cospond o, & ok ol ik wokass K daplays & cumrcntly velid OB contol auadsar,
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