Attachment 2



DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED: OMB NO. 0910-0138

FOOD AND DRUG ADMINISTRATION i
SUPPLEMENTAL DATA SHEET (oo O3 Susmat e 2]
Panel Recommendation:

1. GENERIC TYPE OF DEVICE
Non-invasive Bone Growth Stmulator

2. ADVISORY PANEL 3,15 DEVIGE AN IMPLANT {21 CFR 860.3)7
Orthopedic and Rehabilitation Devices Panel o ves BHno

4. INDICATIONS FOR USE INTHE DEVICE'S LABELING
The device is intended for use for 1) the treatment of established nonunion fractures acquired secondary to tranma (excluding
vertebrae and flat bone); and 2) as an adjunct lo the treatment of lumber spinal fusion surgery for one or two levels.

5, IDENTIFICATION OF ANY RISKS TO HEALTH PRESENTED BY DEVICE
General

Electrical Shock

Bum

Skin hrritation and/or Allergic Reaction
Inconsistent or Ineffective Treatment

6. RECOMMENDED ADVISORY PANEL CLASSIFICATION ANDPRIORITY

mm Class 1l {Special Controls) _ Priority {Class 1l or B Qnly)

7. IF DEVICE IS AN IMPLANT, OR IS LIFE-SUSTAINING OR LIFE-SUPPORTING AND HAS BEEN CLASSIFIED INA CATEGORY OTHER THAN CLASS Itf, EXPLAIN
FULLY, THE REASONS FOR THE LOWER CLASSIFICATION WITH SUPPORTING DOCUMENTATION AND DATA

Not applicable

8. SUMMARY OF INFORMATION, INCLUDING CLINICAL EXPERIENCE OR UDGMENT, UPON WHICH CLASSIFICATION RECOMMENDATION IS BASED
The petitioner conducted 2 literature search to describe the benefits and risks of the Non-invasive Bone Growth Stimulator. The
literature available on the Non-invasive Bone Growth Stimulator is comprehensive and establishes the benefits of device use for
nonuions and as adjunct to lumbar spinal fusion. The literature review also establishes that the risks #ssociated with the device do
notpmntanums(mblemkofﬂm or injury. The identified adverse events are typically transient, rarcly meeting the
definition of a scrious injury, and can be addressed by either terminating or modifying ‘device usage.. Further, the faiture modes for
these devices are well-understood, aliowing for the application of Special and General Controls to provide for a reasonable
assurance of safety and effectiveness,

9. IDENTFIFICATION OF ANY NEEDED RESTRICTONS ON THE USE OF THE DEVICE (e.q., speciaf Iabeling ning, oF iption use}
Prescription use
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10. W DEVICE 1S RECOMMENEDED FOR CLASS |, RECOMMEND WHETHER FDA SHOULD EXEMPT IT FROM
Justification / Comments

[ a. Registsation  Device Lisking

[T b Premarket Notification

[T} ¢ Records and Reports

[J ¢. Good m ing P

11. IF DEVICE IS RECOMMENDED FOR CLASS i, RECOMMEND WHETHER FDA SHOULD EXEMPT 1T FROM PREMARKET NOTIFICATION
] o Exempt
B4 v. Mot Exempt

tustifications/C pnt

12 EKIS}NGSFMSWTOTPEMM SUBASSEMBLIES (Components) OR DEVICE MATERIALS (Pads and Accessories)

2t CFR Part 898 Performance Standards for Electrode Lead Wires and Patient Cables

ISO 10993: Biological Evaluation of Medical Devices: Part 1: Evaluation and Testing

IEC 60601-1: Medical Electrical Equipment, Part 1- General Reguirements for Safety

IEC 60601-1-2: Electromagnetic Compatibility for Medical Equipment: Requirements and Tests

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

OMB STATEMENT
PMcmporﬁughndenhmmdmmﬁmseﬂmwmamage t-zm.vsperrwpmse Mmmfmwwm
instructions, searching ewdsting data sources, gathering and maintaining the data dedd, and ipteting and nevi g the collection of informalion.
Send comments regarding this burden estimate or any other aspec of this collection of inf ion, including sugg ipr duch _,mis‘ to:

Department of Health and Human Services
Food and Drug Adeinistration, (HFZ-215)
2094 Gaither Road
Rockviile, MD 20850
An agency may oot Londct OF Sponsor. and 3 person is nol teqired 1. .8 X ion uniess 4 dit 8 cxurently vaid OMB controf number,
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