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Your progress. Our promise.®

The Biomet EBI Bone Healing System is indicated for the treatment  
of fracture nonunions, failed fusion, and congenital pseudarthrosis  
in the appendicular system.‡

Not actual patient or health care professional.
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When To Consider Using The Biomet® EBI Bone  
Healing System®

 

What is the Bone Healing System? 

The Bone Healing System is a proven, safe and effective device for  

the treatment of fracture nonunions and failed fusions. It consists  

of an anatomically configured therapeutic treatment coil, which is  

placed directly over the fracture nonunion or failed fusion to  

help promote healing. 

What is the Bone Healing System  
indicated for? 

The Bone Healing System is indicated for the treatment of fracture nonunions, failed fusions,  

and congenital pseudarthrosis in the appendicular system. A nonunion is considered to be  

established when there are no visibly progressive signs of healing.

The recommended daily treatment dosage is 10 hours per day. The maximum recommended 

therapeutic treatment period is nine months (approximately 270 days). This device system is a durable 

therapeutic electrical device intended for single patient use only under a prescription. 

How does the Bone Healing System work?

The Bone Healing System consists of an anatomically configured treatment coil that can be placed 

over a cast, clothing or directly onto the skin. When the Bone Healing System is  activated, the 

electronic controller sends a pulsating electrical signal to the treatment coil, which generates a 

pulsating electromagnetic field to the fracture nonunion for failed fusion site. Patients will be able  

to treat their fracture nonunion or failed fusion while going about their daily routine, relaxing  

or while sleeping.

Not actual patient or health care professional.



Biomet® EBI Bone Healing System®

Specifications:

Technology: Pulsed Electromagnetic Field (PEMF)

Delivery Method: 12 anatomically configured flexible treatment coils

Signal: 15Hz (20 pulses per burst, 200µs)

Recommended Treatment Time: 10 hours/day for 270 days

Device Weight: 6.7 oz. (controller only)

Original FDA Approval Date: November 1979 

Key Highlights:

• Over 600,000 Bone Healing Systems sold.1 

• More than 40 years of proven clinical use.2

• Patient compliance data download to monitor success in heal rates.3

Some benefits of the treatment coils are:

• Broad field of coverage 

• 12 coil types to treat different anatomical locations and patient sizes

• Can be worn over a cast – no need for windowing casts

3

Illustration depicts examples of coil placement. For full list, please refer  
to the coil placement guide and coil-specific package inserts:7

SFLX 2-1

SFLX 2

SFLX 3

SFLX XL Coilette

SFLX 4-4

SFLX Mini Coilette

SFLX 2-4

SFLX 4

SFLX 4-1

SFLX Coilette

SFLX 5

SFLX 1
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Biomet® EBI Bone Healing System®

The overall reported success rate for the 
patients treated with the BHS.4

Patients using the PEMF device for more than 9 hours per 
day achieved successful fracture repair an average of 76 
days earlier than patients who treated for an average of  
3 hours or less per day. (P < 0.001) 4

Linear regression analysis indicated a 6-day reduction 
in time to heal was achieved for each additional hour 
of average daily PEMF stimulation. (P < 0.001) 4,**

In A Follow-Up-In-Practice Dose Response Study, Treatment With  
The Bone Healing System Resulted In Significantly Earlier Healing 
When Used For 9 To10 Hours Per Day. 4,*

The data demonstrates a correlation between the average daily dose  
of PEMF and the reduction in time to heal for nonunion fractures.4,◊,†

•  Average reduction in days to heal shown for various daily doses (in hours) of PEMF treatment.  
•  The data demonstrates a correlation between the average daily dose of PEMF and the reduction in time  
 to heal for nonunion fractures.  
• Patients treated >9 hours/day exhibited a significantly earlier healing time  
 (76 days earlier) than patients treated for ≤3 hours/day.  
•  Zimmer Biomet recommends a daily PEMF treatment regimen of 10 hours per day.

Dose Response Relationship for Nonunion Fractures4

*P<0.001

* The data presented in this study was not part of the original PMA approval. Indicates significant difference (P<0.001) compared to ≤3 hours average daily  
dose treatment group.
**Results were dependent upon the different fracture nonunion characteristics of patients who treated with the recommended daily use of 10 hours per day.
◊Survival analysis of patient time to heal data demonstrated that increasing the average daily PEMF dose from 1 to 10 hours correlated with 35% to 60%  
reduction in time to heal in nonunion fractures of the scaphoid, tibia & tibia/fibula, which is why a daily PEMF treatment regimen of 10 hours is recommended.  
The statistical analysis and dose-response relationship presented within this follow-up-in-practice dose response study was not included in the original  
PMA approval.
 † The original PEMF clinical study under the supervision of C.A.L. Bassett, M.D., Sc.D. which led to PMA approval in 1979 yielded an overall functional union 
success rate of 76%.
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The Bone Healing System Is Supported By Clinical Results:

In one clinical study, heal rates as high as 92% 

were achieved when treating scaphoid nonunion 

fractures with Pulsed Electromagnetic Fields 

(PEMF), which was found to be a reliable alternative 

method of treatment.5, †,**

The Bone Healing System has proven success in Lower Extremities 

* These images are only representations of typical fractures which may progress to nonunions if certain comorbidities or risk factors are present.
**The original PEMF clinical study under the supervision of C.A.L. Bassett, M.D., Sc.D. which led to PMA approval in 1979 yielded an overall functional 
union success rate of 76% for patients studied in the US. The success rates for all investigative fracture types ranged from 57% to 89% - SSED P790002. 
† The original PEMF clinical study under the supervision of C.A.L. Bassett, M.D., Sc.D. which led to PMA approval in 1979 yielded an overall functional 
union success rate of 76%.

In the same clinical study 
the Average Heal Time  
Was 4 Months.6

After complete healing was achieved,  
there were no recurrences of  
refractures or of symptoms. The mean 
duration of follow-up was 39 months  
(range 24 to 60 months).6

Example of a fractured fifth metatarsal*

In the same clinical study, 
the mean duration of 
treatment to patients that 
healed was 4.3 months.5 
 
Study inclusion criteria required all 
patients to have a scaphoid nonunion 
fracture for at least 6 months.5

Example of a fractured scaphoid* 

The Bone Healing System has proven success in Upper Extremities

In another clinical study, heal rates as high as 

100% were achieved when treating fifth metatarsal 

nonunion fractures with PEMF.6, †,**



Zimmer Biomet – Offering Solutions To Your Patients 
Our goal is to heal each and every patient and get them back to their daily activities. 
 
No other company offers as many electrical stimulation technologies as Zimmer Biomet. In fact,  
no other company offers more than one technology. Zimmer Biomet currently offers three: 
pulsed electromagnetic field (PEMF), capacitive coupling (CC), and direct current (DC).*

Technology: PEMF

1. Data on File Zimmer Biomet – ZBDATA1_20
2. Data on File Zimmer Biomet – P790002
3. Compliance Data Download Software User Manual - PN 1067778-01
4. Murray HB, Pethica BA. A follow-up study of the in-practice results of pulsed electromagnetic field therapy in the management of nonunion   
 fractures. Orthop Res and Reviews. 2016;8:67-72
5. Frykman GK, Taleisnik J, Peters G, et al. Treatment of nonunited scaphoid fractures by pulsed electromagnetic field and cast. J Hand Surg Am.   
 1986;11(3):344-349.
6. Holmes GB, Jr. Treatment of delayed unions and nonunions of the proximal fifth metatarsal with pulsed electromagnetic fields. Foot Ankle Int.   
 1994;15(10):552-556. 
7.  BHS SFLX Treatment Coil Placement Guide - PN 1068625-00, SFLX 1 PN 1068318-02, SFLX 2 PN 1068318-03, SFLX 2-1 & 4-1 PN 1068318-04,   
 SFLX 2-4 & 4-4 PN 106813-05, SFLX 3 PN 1068318-06, SFLX 4 PN 1068318-07, SFLX 5 PN 1068318-01, SFLX XL Coilette PN 1068318-10,  
 SFLX Coilette for Clavicle Application PN 1068318-11, SFLX Coilette PN 1068318-08 & SFLX Mini Coilette PN 1068318-09. 
 

* For product information, please visit www.zimmerbiomet.com/bonehealing. 
‡ A nonunion is considered to be established when there are no visibly progressive signs of healing. 
 
The Biomet EBI Bone Healing System is indicated for the treatment of fracture nonunions, failed fusions, and congenital pseudarthrosis in the 
appendicular system – P790002/S028. A nonunion is considered to be established when the fracture site shows no visible progressive signs of 
healing – P790005/S041. The use of this device is contraindicated for nonunion fractures in which a synovial pseudarthrosis (fluid filled gap) 
exists. Under certain conditions, electromagnetic stimulation could inhibit the output of some demand pacemakers or implantable defibrillators; 
therefore, it is not recommended for patients with certain types of pacemakers or implantable defibrillators. Use of these device systems on 
pregnant patients has not been evaluated; therefore, it is not recommended in these cases. Federal Law (U.S.A.) restricts this device to sale by or 
on the order of a physician. Rx Only - Prescription Only - Single Patient Use Only - Do Not Reuse.  
 
FINANCIAL DISCLAIMER: In support of their research for or preparation of this work, one or more of the authors may have received remuneration 
from Zimmer Biomet.    

For complete prescribing information including indications, usage, contraindications, warnings and precautions, please visit  
www.zimmerbiomet.com/bonehealing or call 1-800-526-2579 extension 6000. This material is intended for health care professionals.  
Distribution to any other recipient is prohibited. BNS232092L 05/20 ©2020 Zimmer Biomet. 

To learn more about the Biomet EBI Bone Healing System, speak with your local sales 
representative.  You can also visit the website at  www.zimmerbiomet.com/bonehealing  

or call the customer service hotline at 1-800-526-2579 extension 6000.

Biomet® EBI Bone 
Healing System®

Technology: DCTechnology: CC Technology: CC

SpF® Implantable Spinal  
Fusion Stimulators 

Biomet® OrthoPak®  
Non-Invasive  

Bone Growth Stimulator System

Biomet® SpinalPak®  
Non-Invasive  

Spine Fusion Stimulator System


