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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE — FOOD AND DRUG ADMINISTRATION

GENERAL DEVICE CLASSIFICATION QUESTIONNAIRE

X |

FORM APPROVED: OMB NO. 0910-0138
EXPIRATION DATE: January 1, 2000
(See OMB Statemert on Page 2}

PANEL MEMBER / PETITIONER

Sirona Dental Systems GmbH

DATE

July 29, 2002

GENERIC TYPE OF DEVICE . . CLASSIFICATION RE
Data acquisition devices for CAD-CAM COMMENDATION

dental restoration systems Class I, exempt from 510(k) premarket notification
7. 1S THE DEVICE LIFE-SUSTAINING OR LIFE-SUPPORTING 7
Oves Ko Ga 1o ftem 2.
2. 1S THE DEVIGE FOR A USE WHIGH 1S OF SUBSTANTIAL IMPORTANGE W —

PREVENTING IMPAIRMENT OF HUMAN HEALTH ? O ves NO Goto Rem 3.
3. DOES THE DEVIOE PRESENT A POTENTIAL UNREASONABLE RISK OF ILLNESS

OR INJURY Oves Rno Go to ltem 4.
4. 0ID YOU ANSWER "YES* TO ANY OF THE ABOVE 3 QUEBTIONS 7 Oves Rno  es," go to ltem 7.

If *“No," go to ltem 5.

5. 18 THERE SUFFICIENT INFORMATION TO DETERMINE THAT GENERAL
CONTROLS ARE SUFFICIENT TO PROVIDE REASONABLE ASSURANCE
SAFETY AND EFFECTIVENESS ?

ves [Ono if "Yes," Classify in Class |,

1 "No* go to ttam 6.

6. IS THERE SUFFICIENT INFORMATION TO ESTABLISH AL CONTROLS TO
PROVIDE REASONABLE ASSURANGE OF SAFETY AN

D YES O no I *Yes," go to Item 7.

NA | it Mo Classify in Class I

7. {S THERE SUFFICIENT INFORMATION TO ESTABLISH SPECIAL CONTROLS TO
PROVIDE REASONABLE ASSURANCE OF SAFETY IVEN
IF YES, CHECK THE SPECIAL CONTRO| 8 NEEDED TC PROVIDE SUCH
REASONABLE ASSURANCE. FOR CLA

Postmarket Surveillance

Performance Standard(s)

Patient Registries

Device Tracking

Testing Guidelines

Other (specify)

OD0000K

D YES D N NA if “Yes,” Classify in Class Il

1f "No." Classify in Class {ll

8. IF AREGULATORY PERFORMANCE STANDARD IS NEEDED TO PROVIDE
REASONABLE ASSURANCE OF THE SAFETY AND EFFECTIVENESS OF A CLASS
1l OR Il DEVICE, IDENTIFY THE PRIORITY FOR ESTABLISHING SUCH A
STANDARD.
D Low Priority
O Medum Priority
3 High Priorty
1wt Applicable

NA

70.FOR A DEVIGE RECOMMENDED FOR CLASSIFICATION / RECLASSIFICATION INTO

9. FOR A DEVIiCE RECOMMENDED FOR RECLASSIFICATION INTO CLASS I,
SHOULD THE RECOMMENDED REGULATORY PERFORMANCE STANDARD BE IN
PLACE BEFORE THE RECLASSIFICATION TAKES EFFECT ?

D YES D NO NA
[ noT Appiicabie

il, IDENTIFY THE PRIORITY FOR REQUIRING PREMARKET APPROVAL’
APPLICATION [PMA) SUBMISSIONS,

O ow Priorty
O Medum Priority
O wigh Priority
O net Appiicaty

NA
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o o

e, CANTHERE OTHERWISE BE REASONABLE ASSUCANCE OF (TS SAFETY ANO
EFFECTIVENESS RESTRICTIONS ON (TS SALE, O(STRIBUTION oa Use, | (X Yes o
mosmm@mﬁc mm%xepeecroamcom o

MEASURES NECESSARY FOR it DD USE 1

€Yot go o Kom (2.
U HNa'™, 0o L fom 116,

‘ 1. I0ENTIEY THE NECODED RESTRICTIONS] (I fom T4 was chackod TO.T

[T Oddy wpon ra wridan o acsl euttrodzation of ractianec boonsed by law b
adavisior oc use the devioe ‘

1 Uce onty by pecsont with specite raming o expecience b ks use
0 Uee oy 1 coctain tacities
(1 otec soecityt

12. COMPLETE THIS FORKM PURSUANT TO 2ECER PART 863 ANO SUBMT YO:
Food and Drug Administration
Center foc Devices and Radiological Health
Office of Health and tndustry Programs (HEZ-21S)
1350 Piocard Drive
Rockville, MD 20850

OMB STATEMENT
Public cepodding bucden focr this coliection of lalormiztion & aft ated ge 1-2 hours pec response, dncduding the tme for ceviewing
nstruch cching existing data go , gathedag and maintaining the dafa ded, and complating and ceviewing the colfaction of information.
Sot\dmen(sregardingwsbwdenaﬁmo(myw\«upeddﬂs floction of Information, including suggestions foc reducing this bucden to:

OHILS Repods Clearanoe Offioer, Papecwark Roduction Project (03 10-0138)
nw« . Humplwey Budding. Room S31-H

200 (ndq;endencc Avenue, SW.

Washiagtoa, OC 20201

Mease 0Q KOT ACTURH tws tomm € tiis edkezsy

AR 8900y ey Al 03AFAX O SpaNs0c, 8nd 4 Porson {5 At coquiced  tex30nd $3, & cokection o bk wuslcss K displays & vty valid OO coneal aumvérat.
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