For Your Physician
BioniCare Knee System With A Brace
STEP 1

STEP 2

Review and discuss
STEP 1:
with patient

Review the clinical evidence and
benefits in the MD Brochure and
Clinical Summary and see how
the BioniCare System fits into
your current treatment protocol
to enhance the patient’s outcome.

STEP 3

Fill out a
prescription

Fill out a prescription.
• Example: “BioniCare Brace for
right knee OA” or “OActive Knee
Brace with BioniCare System”
• Make sure to include “left” or
“right” and “medial” or “lateral”
compartment and diagnosis

Fax prescription to
866.439.8063

Fax the prescription along with chart
notes and patient demographics to
VQ OrthoCare at 866.439.8063.
Chart notes are needed to bill the
patient’s insurance for the brace.
Chart notes for brace must include:
• Diagnosis
• Test for knee instability
(e.g. “varus +, valgus -” for medial
OA OR “varus -, valgus +” for
lateral OA)
• Brace mentioned in treatment
plan
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For Your Physician
BioniCare Night Wrap System Only
STEP 1

STEP 2

Review and discuss
STEP 1:
with patient

STEP 3

Fill out a
prescription

Review the clinical evidence and
benefits in the MD Brochure and
Clinical Summary and see how
the BioniCare System fits into
your current treatment protocol
to enhance the patient’s outcome.

Fill out a prescription
• Example: “BioniCare Night Wrap
System”

Fax prescription to
866.439.8063

Fax the prescription along with
patient demographics to VQ
OrthoCare at 866.439.8063.

• Make sure to include “left”
or “right” compartment and
diagnosis
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PROVEN NON-INVASIVE TREATMENT FOR OA
According to its FDA clearance, BioniCare® is the only treatment available that provides an overall improvement to the osteoarthritic knee as assessed
by the physician’s global evaluation. More than 5,000 physicians have treated over 80,000 osteoarthritis patients with the BioniCare Knee System and the
results have been outstanding. While the peer-reviewed, published scientific evidence supporting the efficacy of BioniCare is compelling, the positive patient
outcomes speak for themselves.

The knee joint’s lack of a blood, nerve, or
lymphatic supply led researchers to hypothesize
that an electrical impulse is the body’s mechanism to maintain joint health.

The BioniCare pulsed electrical stimulation

Due to the physical changes in the osteoarthritic
knee, the endogenous electrical impulse is
diminished. BioniCare supplements this weakened signal with an external one thatis clinically
proven to reduce pain and restore function.

the knee and for overall improvement of the

Clinical studies have shown significant
improvement even when severe osteoarthritis is
present. BioniCare is indicated for uni, bi, and
tri-compartmental osteoarthritis.

signal received FDA clearance in 2003 “as an
adjunctive therapy for reducing the level of pain
and symptoms associated with osteoarthritis of
knee as assessed by the physician’s global
evaluation (see clinical studies).”

This image is a reproduction of a computergenerated model of the electrical field delivered
by the BioniCare generator in a virtual human
leg (courtesy of the University of Auckland).

BIONICARE TECHNOLOGY
The patented BioniCare Knee System delivers an imperceptible pulsed electrical signal that was designed specifically for the treatment of pain,
symptoms and the overall improvement of the osteoarthritic knee.
•
•
•
•

Indicated specifically for knee osteoarthritis - FDA clearance received in 2003
Non-drug, non-invasive treatment lowers cost and avoids side effects and risks associated with other treatments
Testimonials show that BioniCare works for patients and gets them back to the activities that they enjoy
Advanced technology electrodes eliminate the need for messy conductive gel while delivering the patented BioniCare signal

UNLIKE ALL OTHERS
The unique BioniCare signal should not be confused with other types of stimulators that only block the body’s pain signals and do not improve
the knee. A healthy knee produces an electrical impulse upon weight-bearing, while in an arthritic joint the strength of that impulse is significantly
diminished. BioniCare delivers an electrical signal that mimics the natural impulse and is clinically proven to be effective.

PATIENT COMPLIANCE AT A GLANCE
Personalized patient data and outcome responses can now be
tracked online.
• The NEW BIO-2000 device records usage data and patient outcome responses and
wirelessly uploads the information via Bluetooth to our website.
• Patients can print progress reports that can be shared at office visits
• Review usage and efficacy to assist in treatment planning

www.bionicare.com

BIONICARE DELIVERY SYSTEMS
The BioniCare® System is offered in conjunction with the OActive® or Eagle
OATM knee braces to provide the immediate benefit of a proven mechanical
unloading approach. A night-wrap is provided with each brace system to
use BioniCare while sleeping. The combination of bracing and BioniCare
allows patients to achieve greater results in a shorter period of time than
any other treatment option.

BIONICARE OACTIVE® SYSTEM:

TWO ELECTRODES
BioniCare’s clinically proven
signal is delivered through
advanced technology electrodes that avoid the need
for messy conductive gel.
Extensive computer analysis
has demonstrated targeted
signal penetration into
the joint.

BIONICARE EAGLE OATM SYSTEM:

• Single upright osteoarthritis knee brace
• Unique angle adjustment to optimize pain relief
• Low-profile, light weight design enhances comfort
and compliance
• Unique design provides necessary leverage for
medial or lateral compartment unloading
• Lateral application avoids contra-lateral limb and
tibial crest pressure issues
• Quick release buckles for easy removal
• Available in custom or off-the-shelf versions
• Includes BioniCare Night-Wrap to achieve
additional hours of use while sleeping

• Double upright osteoarthritis knee brace
• Active Thigh Cuff moves with muscles
and soft tissue to maximize suspension
and comfort
• Maximum stabilization and correction
provided by double upright frame
• Light-weight design enhances comfort
and compliance
• Available as custom only
• Includes BioniCare Night-Wrap to
achieve additional hours of use while
sleeping

INDICATIONS FOR BIONICARE

INDICATIONS FOR OACTIVE AND EAGLE OA

The BioniCare Knee System is indicated for use as an adjunctive therapy in reducing the
level of pain and symptoms associated with osteoarthritis of the knee and for overall improvement of the knee as assessed by the Physician’s Global Evaluation (clinical studies).

• Mild to severe unicompartmental knee osteoarthritis.
• Medial or lateral compartment.

CONTRAINDICATIONS

If you experience pain, swelling, sensation changes, or unusual reactions while using this
product, contact VQ OrthoCare’s Patient Care department at 800.452.7993 or consult a
physician.

• Do not use the BioniCare Knee System for any electrode placement that applies current
to the carotid sinus (neck) region.
• Do not use the BioniCare Knee System for any electrode placement that causes current
to flow transcerebrally (through the head).
• Do not use the BioniCare Knee System when pain syndromes are undiagnosed until
etiology is established.

WARNINGS

CAUTION
Federal law restricts this device to sale by or on the order of a practitioner licensed by
the law of the State in which he/she practices to use or order the use of the device.

PRECAUTIONS
Isolated cases of skin irritation may occur at the site of electrode placement following longterm application.
ADVERSE REACTIONS
Skin irritation and electrode burns are potential adverse reactions. Patients with skin irritation / reactions should be monitored.
WARNINGS
• The BioniCare Knee System must be used only as prescribed and applied only to the knee.
• Patients with demand style cardiac pacemakers should consult with their physician
prior to use of this system.
• The safety of the BioniCare Knee System for use during pregnancy or birth has not
been established.
• The BioniCare Knee System is not effective for pain of central origin (including headache).
• Use only under the continued supervision of a physician.
• Keep out of reach of children.
• Electronic monitoring equipment (such as ECG monitors and ECG alarms) may not
operate properly when the BioniCare Knee Device is in use.

www.bionicare.com
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CLINICAL RESEARCH SUMMARY
Hungerford DS, Maclaughlin EJ, Mines CM, Deveshwar S, Elliott C, Tuber JS, Principe JR, Ford TL, Schechtman J, Zizic TM. Synergistic effect of
using a transcutaneous electrical joint stimulator and an unloading brace in treating osteoarthritis of the knee. Am J Orthop (Belle Mead NJ).
2013 Oct;42(10):456-63.
Medical treatments and less invasive surgical approaches for knee osteoarthritis are variably effective, and total knee arthroplasty (TKA) is generally reserved for the most severe cases. The
care gap between more conservative treatments and TKA leaves many patients with unresolved pain and loss of function for long periods. We conducted a study to determine if incorporating
the BioniCare stimulator into an unloading brace would produce more rapid improvement and result in increased adherence and efficacy. Two hundred eighty-nine patients treated only with
BioniCare served as historical controls and were compared with 225 patients treated with BioniCare combined with an unloading brace. Means and standard deviations of the changes in
scores for pain intensity in the past 48 hours, pain and associated symptoms, patient global assessment, pain on going up or down stairs, and pain on walking on a flat surface and the effect
sizes at 1, 3, 6, and 12 months, as well as the percentages of patients achieving at least 20% improvement, and at least 50% improvement, demonstrated that treatment with stimulator and
unloading brace combined was significantly superior to treatment with the stimulator alone.

Change from baseline over time for walking pain and stair pain.

Change from baseline over time for physician and patient global assessment.

Garland D, Holt P, Harrington JT, Caldwell J, Zizic T, Cholewczynski J. A 3-month, randomized, double-blind, placebo-controlled study to evaluate the safety and efficacy of a highly optimized, capacitively coupled, pulsed electrical stimulator in patients with osteoarthritis of the knee.
Osteoarthritis Cartilage. 2007 Jun;15(6):630-7.
OBJECTIVE: To investigate the efficacy and safety of a capacitively coupled, pulsed electrical stimulation device in treating knee osteoarthritis (OA). DESIGN: Fifty-eight outpatients with
moderate to severe OA of the knee entered a 3-month, double-blind, placebo-controlled trial, using either an active or placebo device at home for 6 to 14 h/day. Outcome measures included
a patient global evaluation, a patient report of knee pain severity, and the Western Ontario and McMaster Universities (WOMAC) questionnaire. RESULTS: Active treatment provided superior
outcomes between baseline and 3-month follow-up measurements: 50.6% greater improvement than placebo in patient global (P=0.03), 31.2% in patient pain (P=0.04), 25.1% in WOMAC stiffness (P=0.03), 29.5% in WOMAC function (P=0.01), 19.9% in WOMAC pain (P=0.11), and 27% in total WOMAC (P=0.01). The percent of patients who improved by more than
50% was 38.5 active vs 5.3 placebo in patient global (P=0.01), 43.6 vs 15.8 in patient pain (P=0.04), 38.5 vs 10.5 in WOMAC pain (P=0.03), 28.2 vs 5.3 in WOMAC stiffness (P=0.08),
23.1 vs 5.3 in WOMAC function (P=0.14), and 23.1 vs 5.3 in total WOMAC (P=0.14). Twenty-one percent of placebo and 18% of actively treated patients developed a transient rash at the
electrode sites. No other adverse device effects were reported. CONCLUSION: A highly optimized, capacitively coupled, pulsed electrical stimulus device significantly improved symptoms and
function in knee OA without causing any serious side effects.

Farr J, Mont MA, Garland D, Caldwell JR, Zizic TM. Pulsed electrical stimulation in patients with osteoarthritis of the knee: follow up in 288
patients who had failed non-operative therapy. Surg Technol Int. 2006;15:227-33.
BACKGROUND: Optimized pulsed electrical stimulation (PES) regulates chondrocyte genes, enhances production of cartilage matrix materials, and inhibits production of matrix catabolic
factors. METHODS: This prospective, cohort study examined the use of a PES device in treatment of knee osteoarthritis (OA) in patients who had failed non-operative therapy. Primary outcome measures were patient and physician global evaluation, and patient assessment of knee pain. RESULTS: This study included 288 (95 men, 193 women) patients who used the device
from 16 to more than 600 days (mean: 889 hours). Improvement in all efficacy variables (p < 0.001) occurred. A dose-response relationship between effect size and hours of usage was
observed as cumulative time increased to more than 750 hours. Improvement in patient or physician global occurred in 59.0% of patients who used it less than 750 hours, and for 73.0% of
those who used it more than 750 hours. An economic analysis of a sub-group of patients showed that 45.3% reduced nonsteroidal anti-inflammatory drug (NSAID) use by 50.0% or more.
CONCLUSIONS: A highly optimized PES device successfully attenuated knee OA symptoms in patients who had failed non-surgical therapy. Less than 250 hours of therapy provided relief, but
improvement increased in a dose-response manner after 750 hours of cumulative use.

Zizic TM, Hoffman KC, Holt PA, Hungerford DS, O’Dell JR, Jacobs MA, Lewis CG, Deal CL, Caldwell JR, Cholewczynski JG, et al. The treatment of
osteoarthritis of the knee with pulsed electrical stimulation. J Rheumatol. 1995 Sep;22(9):1757-61.
OBJECTIVE: The safety and effectiveness of pulsed electrical stimulation was evaluated for the treatment of osteoarthritis (OA) of the knee. METHODS: A multicenter, double blind, randomized,
placebo controlled trial that enrolled 78 patients with OA of the knee incorporated 3 primary efficacy variables of patients’ pain, patients’ function, and physician global evaluation of patients’
condition, and 6 secondary variables that included duration of morning stiffness, range of motion, knee tenderness, joint swelling, joint circumference, and walking time. Measurements were
recorded at baseline and during the 4 week treatment period. RESULTS: Patients treated with the active devices showed significantly greater improvement than the placebo group for all
primary efficacy variables in comparisons of mean change from baseline to the end of treatment (p < 0.05). Improvement of > or = 50% from baseline was demonstrated in at least one
primary efficacy variable in 50% of the active device group, in 2 variables in 32%, and in all 3 variables in 24%. In the placebo group improvement of > or = 50% occurred in 36% for one,
6% for 2, and 6% for 3 variables. Mean morning stiffness decreased 20 min in the active device group and increased 2 min in the placebo group (p < 0.05). No statistically significant differences were observed for tenderness, swelling, or walking time. CONCLUSION: The improvements in clinical measures for pain and function found in this study suggest that pulsed electrical
stimulation is effective for treating OA of the knee. Studies for long term effects are warranted.
Physician Global Evaluation: improvement from baseline over first four weeks, 53 time
compliant completers

Patient Evaluation of Pain and Symptoms: improvement from baseline over first four
weeks, 53 time compliant completers
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Mont MA, Hungerford DS, Caldwell JR, Ragland PS, Hoffman KC, He YD, Jones LC, Zizic TM. Pulsed electrical stimulation to defer TKA in patients
with knee osteoarthritis. Orthopedics. 2006 Oct;29(10):887-92.

Lippiello L, Chakkalakal D, Connolly JF. Pulsing direct current-induced repair of articular cartilage in rabbit osteochondral defects. J Orthop Res.
1990 Mar;8(2):266-75.
Osteochondral defects in the distal femoral condyles of rabbits exposed to a pulsing direct current exhibits an enhanced quality of repair. The signal, with a peak value of 2 microA repeating at
100 Hz, imposed an electric field in the tissue of 20-60 mV/cm2. Maximum efficacy was seen with a shorter period of exposure (40 vs. 160 h) initiated 48 h after surgery for 4 h/day. Repair
tissue originated primarily from metaplasia of subchondral elements although hyperplasia of pre-existing chondrocytes at the margins of the defect could be detected. Defects in treated joints
contained Safranin O staining material that was histologically similar to a disorganized hyaline cartilage. Central areas of the defects in control animals contained Safranin O-negative material that generally extruded over the surface as a pannus. The edges of nontreated defects also had characteristics of cartilaginous healing, stressing the importance of using serial sectioning
techniques in this model of cartilage repair.
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