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GENERAL DEVICE CLASSIFICATION QUESTIONNAIRE

FORM APPROVED: OMS NO. 0910-0138
EXPIRATION DATE: fanuary 31, 2003
{Sue OMB Statement on Page 2)

PANEL MEMBER 7 PETITIONER
RS Medical

DATE
22003

GENERIC TYPE OF DEVICE CLASSIFICATION RECONBIENDATHON
Non-invasive Bone Growih Stimulator ‘Class U (Special Controls} |

1. IS THE DEVICE LIFE-SUSTAINING OR LIFE-SUPPORTING ?

Jves

Kne | cownem2

2. IS THE DEVICE FOR A USE WHICH IS OF SUBSTANTIAL IMPORTANCE I
PREVENTING WPAIRMENT OF HRUIMAN HEALTH ?

B ves

Cvo Go'to Hem 3,

3 DOES THE DEVICE PRESENT A POTENTIAL UNREASONABLE RISK OF #LLNESS
OR INJURY 2

[lves

Xino Goto hem 4.

4. DID YOU ANSWER “"YES” TO ANY OF THE ABOVE 3 QUESTIONS ?

Kves

DNO ’ #"Ves" goloflem 6.
#"No.” go fo tem 5.

5. IS THERE SUFFICIENT INFORMATION TO DETERMINE THAT GENERAL
CONTROLS ARE SUFFICIENT TO PROVIDE REASONABLE ASSURANCE OF
SAFETY AND EFFECYIVENESS 7

Jves

DNO #"Yes.” Classify in Class L
11"No,” go to flem 6.

8. IS THERE SUFFICIENT INFORMATION TO ESTABLISH SPECIAL CONTROLS IN
ADDITION TO GENERAL CONTROLS TO PROVIDE REASONABLE ASSURANCE
OF SAFETY AND EFFECTIVENESS 7

Ryves

¥ “Yes,” Classifyin Class It and
Mno gotoltem?.:
1"No.” Classifyin Class I,

7. IF THERE IS SUFFICIENT INFORMATION TO ESTABLISH SPECIAL CONTROLS TO
PROVIDE REASONABLE ASSURANCE OF SAFETY AND EFFECTIVENESS

IDENTIFY BELOWTHESPEGIALO&“ROL(S)MEH)EDTOPRW!DEW

REASONABLE ASSURANCE.

8. IF A REGULATORY PERFORMANCE STANDARD 1S NEEDED TO PROVIDE
REASONABLE ASSURANCE OF THE SAFETY ANDEFFECTIVENESS OF A CLASS
1 OR Jl DEVICE. IDENTIFY THE THE PRIORITY FOR ESTABLISHING SUCH A STANDARD.

] Low Proity
[ medium Paority
[ vigh Prioeity
Not Appicable _ Standard already established (21 CFR Part 898)

9. FOR A DEVICE RECOMMENDED FOR RECLASSIFICATION INTO CLASS 1, SHOULD
HE RECOMMERNDED REGULATORY PERFORMANCE ST, ANDARDBF;N
U\CEBEFORETHEHECLASSIFICAWTAKESE‘FECT?

B ves

[ I nor appiicasle

o

10. FOR A DEVICE RECOMMENDED FOR CLASSIFICATION / RECLASSIFICATION INTO
CLASS 18, IDENTIFY THE PRIORITY FOR REQUIRING PREMARKET APPROVAL
APPLICATION [PMAY SUBMISSIONS.

[ Low Priority
] vediom priority
) +igh priosity
NO! rr.. )

FORM FDA 3429 (6/02) PSC Medka Arts (104) £43-1090 EF
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1. IDENTIFY THE NEEDED RESTRICTION(S)

Only upon the wiitien or oral authorization of a praciitioner licensed by law to administer or use the device
DUseuﬂybypasonsmspedﬁctrakﬁmoremﬁmhﬁsuse
7] use onty in certain facaities

71 otier ¢specay)

13. COMPLETE THIS FORM PURSUANT TO 21 CFR PART 860 AND SUBMIT TO:
Center for Devices and Radiological Health
Office of Health and Industry Programs (HFZ-215)
1350 Piccard Drive
Rockville, MD 20850

OMB STATEMENT

Pumktewmmmfwm&wmdeaﬁwisesﬁnabﬂwmeZMpamsponse.hd;uﬁmﬂembr\reviewing
Send comments regauding this burden estimate or any olher aspect of this collection of information, inciuding sugpestions for reducing this burden to:

Depariment of Haalth and Human Services
Food and Brug Administration, {(HFZ-215)
2004 Gaither Road

Rochvitle, MO 20850

An agency may sol conds 2 3 PrSon s e 10 w.a - b0 LYBesS & dis & Corrpnty valid OME control aumber.
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