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Statison V

Statison V is a veterinarymedical device which
has not yet been FDA approved for human use.

This device is for veterinary use only.

Introduction:

Your veterinarian has prescribed the use of StatisashMe al 6 s t herapeuti c ul
device the Statison V. This device employs lowmtensity ultrasonic pulses which have

been clinically proven to heal fractur@8% faster, healelayed union and nonion

fractures more than 86% of the tinges well as draatically acceleratand improve the

healing of diverse injuries tendons, ligaments, cartilaged nervesThese low

intensity ultrasonic pulses have also been shown to stimulate the maturation and

differentiation of stem celfs

Questions regarding yor a n i maahddhe progregsorr oy healing should be
directed to your veterinarian.

Please contact Statison Medical regarding any questions or problems with the use or
operation of youStatison V device that cannot be resolved after consultiigjrnanual.
You may contact Statison Medical at:

(800) 8068756

techsupport@statison.com

or by mail at: 1843 Stone House Rd.
Arcadia, CA 91006

Copyright Statison Medical, Inc. 2007

*See refeences
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Please be sure to read thisntire manual before using the
Statison V device

Any use of this device other than for the veterinary condition
for which it was prescribed invalidates our warranty and
discharges Statison Medical from all liability.

Indications For Use:

The Statison Vis indicated for the nemvasive treatment of fresh as well as delayed
union and nounion fractures anithjuries to tendon, ligament, cartilage, muscle and other
softtissues Low-intensity pulsed ultrasound (LIPUS) Haesen clinically provemto
accelerateand improve healing inwide variety of tissue types witliverse injuries.

Use of theStatison Vwith stem cell therapy may result in improved healing by
stimulating the maturation and differentiation of the imptdrgtem celfs

Traditional medical and/or surgical therapy of fractures and injuries to soft tissue
structures should always precede the use of this device. Stability of the injury site via
surgical intervention, casting (hard or 3p&nd bandaging iequired to achievthe best
reaults of Statison Vtherapy LIPUS has been demonstrated to be safe and effective in
the presencef surgical implants (screws) and fracture stability is always indicated prior
to the use of this device.

Contraindicatios And Warnings:

There are no established contraindications to the use of this device or LIPUS in general.

Theuse of this devicaeas well as all ultrasonic devices the area of the skull and
vertebraas well as the reproductive organs should loédad.

Warnings:

The safety and effectiveness of this device and LIPUS in general have not been
established in the following conditions:

e Use on factures of the vertebra and skull
e Use on or near the growth plates of skeletally immature animals
e Use on tle reproductive organs

* See references



As with all electrical devices, cell phones and other emitting sources such as radios, x
machines, etc. may cause interference with the proper operationSiattson V device.
Please avoid using cell phoneadios, xray machines, etc. in close proximity of this
device while it is operating.

Recent research has demonstrated a-dependant response of injuries to LIPUS. For
this reason, th8tatison V comes with a prset default treatment time of 40 mias.

This treatment time has been established by our clinical trials as well as-eyieeared,
scientific papers. This 40 minute default treatment time is twice the 20 nieateent
time which hasepeatedly ppvenLIPUS to be effective in acceletiag fracture and soft
tissue healing.

Statison Medical recommends the use of&tatison Vfor one (1), forty (40) minute

treatment dailyor a minimum of sixty days (60)Treatment for more than 40 minutes

and/or more than once per day should béepdy safe and may improve effectiveness
although these extended treatment times and use session combinations have not yet been
clinically proven.

Medications adversely effecting bone and cartilage metabolism such as steroid-and non
steroidal antinflammatoriescalcium channel blockers, diphosphonate therapy, etc. may
have a negative influence on the effectiveness of this device. Treatment with such
medications should be under the guidance of your attending veterinadanust be
considered priora the use of th&tatison V.

Human and animal studies to date do not suggest any lostigrm adverse effects
from the useof LIPUS or devices employing such waveforms




Statison V Description:

The Statison Vdeviceis a norinvasive therapy to acaate and improve the healing of
fresh, delayed union and nonunion fractuesswell as tendon, ligament, cartilage,
muscle and other soft tissue injuries. Biatison Vmay also accelerate and improve
the healing of tissues treated w#tem cell thenay by stimulatinghe maturation and
differentiation of the stem cells.

TheStatisonVi s t he worl dés first and only veterin
is applied to the patient ingationaryfashion This stationary application allows the

device to be applied by the owner/caregiver of the animal rather than requiring the

service of a skilled technician or veterinariafou administer th&tatison Vtherapy

once daily for 40 minutes, or as prescribed by your veterinarian, untivgterinaian

determines that the injury being treatexs inealed sufficiently to discontinue the therapy

Statison Medical suggestsranimum tr eatment period of60 days-- once daily

treatments of 40 minuteseach dumg this period should produce a significant

acceleration an@mprovement of healingFracture instability will necessitate a longer

treatment period.

This device transmits a lemtensity pulsed ultrasound signal to 8ie of injury through
coupling gel. Thétatison Vis the only therapeutidtwasound device in the world to

utilize variable wave technology. This unique energy delivery system allows us to
utilize multiple waveforms (mulvariant waveforms*) to stimulate the healing
processesScientific studies have demonstrated that défieultrasonic waveforms are
capable of accelerating and improving the healing of injuries to a wide variety of tissues
such as bone, tendon, ligament, cartilage, muscle, etc. It has also been demonstrated that
injuries respond differently to different waforms based updissue type antlow old
(chronic) the injury is. Rather than utilize just one of the ultrasonic waveforms that
science has proven to be effective at accelerating and improving healingyiabte

wave technologyenables th&tatison Vto utilize numerous healing waveformgring

each therapeutic sessiaiith the touch of a single button

Ultrasound waves are high frequency sonic pressure w&as/enional therapeutic
ultrasound waves are powerful enough to cause tissue heatirsgocthrs as energy
from the ultrasonic wave is transferred to the tissue being treated. These thermally
inductive (heating) waveforms have intensities in the 1{08@00 mW per square
centimeter range and are most often utilized in a continuous fashiw&tatison V
cycles through prprogrammed waveforms that vary in a number of characteristics. All
of the waveforms utilizedre of a pulsed nature and have intensities in the880mwW
per square centimeter range. This intensity (power) rangenparable to that used in
diagnostic ultrasound and is approximately 1% to 8% of the intensities used in
conventional therapeutic udisound devices. Due to the lavtensity of the ultrasound
utilized and its delivery in a pulsed fashion, our animalepdsi feel little or no sensation
during therapy. The intensities utilized wilbt cause any significanissue heating
during therapyallowing for the unique stationary application of our ultrasonic device.



How it Works:

The Statison V causes no sensati or tissue heating durirg use. There is no
analgesiafollowing treatment with the Statison V.

Active research continues to elucidate the mechanisms by which LIPUS has such a
dramatic effect upon the rate and quality of healing. Currently it is leelithat stable
cavitation and micratreaming cause the uipgulation of numerous cellular processes.

By increasing cell and nuclear membrane pore formation, as well as increasing
cytoplasmic streaming, mMRNA production and protein synthesis are enhakdestinct
increase in growth factor concentrations has also been documented in tissues undergoing
LIPUS treatment. These cellular and environmental changes lead to angiogenesis and
neovascularizatianA reverse piezoelectric effect has also been dootededuring
micro-movement of the fracture edges. The electrical currents generated signal for the
influx of inflammatory and other cells necessary for healidllj of this results in an
improvement in the qualitgnd acceleration in the raté healing.

Technical Specifications:

e Ultrasound Frequency 1.5megahertz (MHz)

e Modulated signal pulse width Variable: DO usec 2 msec

e Repetition rate Variable:166- 1,000 Hz

e Effective radiating area 3.88 square cm

e Temporal average power Variabde 117- 310milliwatts (mW)
e Peak power 1.52 Watts

e Spatial Avg.-Temporal Aig. power Variable 30- 80 mW per square cm
e Average SATA power 44 mW per square cm

e Beam noruniformity ratio (BNR) 4.0 maximum

Traditional therapeutic ultrasound machidesiver only one fixed and nevarying

waveform during any treatment session. The waveform characteristics can often be
varied by the operator, but once the device is in operation, the single waveform entered
by the operator is delivered until the treatrhis completed. Th&tatison Vemploys
variable wave technology which creates oumulti -variant waveform* output. This
variability of waveform intensity and pulse characteristics allowsthgson Vto

deliver a wide variety of ultrasonic waveforthgt scientific studies have proven
accelerate and improve healing.

*Patent Pending



Statison V System Components:

The Statison Vdevice is composed ofraain control unit with connection sites for up

to three single transducers and orteahigiucer array. The single transducers may be
employed with only one transducer or up to all three being connaatkdtilizedat the
same time (to treat multiple areas simultaneousfgu mayNOT opeate the array at
the same timas the single transduse Please choose to operatd HER the array or

1-3 of the single transducer®0O NOT connect both the array and any of the single
transducers to the main control unit at the same. tikreerror message will be displayed
if both types of transducerseaconnected at the same time and the device will not
operate

The connections for the single transducers are different from the connection on the
array.

The cables used to connect the single transducers to the main control Ud®Wilork

with the aray. Please be sure to use the proper cable for the transducer type you are
connecting. The cables used to connect the single transducers to the main control unit
will have three (3) holes in the connecting etdcomparison, the array connecting
cablewill have six (6) hole#n its connecting end

Included with the main control unit are thi@3 single transducerswith connecting
cables one 5transducer array with connecting cable, wrapgo apply the single
transducersonesurcingle, one protectivesatchelused to hang the main control unit
from thesurcingleor stall wall during therapy, or®attery charger, andtwo (2)

Statison gel bottlescontaining high viscosity coupling gel’he entire system comes in a
hard case and includes a soft case &siex transportPlastic transducer mountsare

also included tde utilized with the single transducers and their attaching wraps



These mounts are employtxbetter ensure continuous positive contact of the transducer
with the patierds injury site.

Themain control unit is powered by a rechargeable NiMyattery pack. When first
received from the factory, the battery pack will contain a partial charge battery
should be fully discharged prior tore-charging. While operating properly, thmain
control unit will haveagreen light over the power buttoand the display will show the
waveform group currently being delivered.

Statison V

Any disruption in proper operation will result in the device operating light changing from
agreen taed light and arerror messagewill be displayed detailing the problem.

Statison V




Error Messagessuch adow battery,notransduer connectedetc will be displayed
when any such malfunction is detectellist of error messages is included in
Appendix 1.

PLEASE NOTE: The device MUSTbe attached to the patient with ample

conducting gel covering the transducepatient contact surface BEFORE the device
is activated (powered on).All patient injury sites should be clipped prior to device
usageto ensure proper transducerpatient contact. The patient treatment site and
all device contact surfaces should be cleaned after each use.




