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Placing a World of Possibilities in Your Hands



Special instructions for storage and use:

-

® Contraindicationg, the ITAL prosthesis BOTrecommended for use
under the following conditions.

Storage conditionsg the ITAL prosthesis may be safely stored and
transported in temperatures ranging from Z-6°C) to 186F (82C).

Packaging, each ITAL prosthesis is sealed in a polyethylene bag, pag
in a cardboard carton.

After recent surgery on theesidual limb, with the presence

of draining wounds or suture lines, which are not yet healed.
Compromised / endangered blood circulation, neuropathy,
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ability to feel contact with the prosthesis on their residual
limb, or sense the force of the mechanical load applied to
the residual limb by the prosthesis during use.

Physical conditions that render the user susceptible to
injury, e.g., reconstructive surgetg the neck

shoulder girdle or spine following physical injury that has
left the individual weakened or susceptible teirgury.




Introduction

The ToughWare ITAL prosthesis is an tadit, easyto-use upper extremity prosthesis designed to allow
upper extremity, belowthe-elbow amputees to perform typical activities of daily living and physical work
enabling full and productive lives.

Resistant to environmental extremes of temperature and humidity, and to corrosive biological and chemical
fluids ¢ the ITAL is made of resilient space age materigl&k S  Lsitnpld a@diingenious form and function
allow users to begin mastering its operation in as little as one hour.

Activities such as lifting, carryinfprceful gripand fine manual control are aMNithin the capabilities of the
ITAL usecg for work, sports, household chores and recreational activities.

Form and function

Each ITAL, or adjustable transradial prosthesiasists of four main components: 1) an adjustable upper arm
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below. Operating in unison, these components restore functional grasppromote the se of both upper

limbs for balanced upper body anatomical performaqe@2 Y LI S St & LI2gSNBR o0& (KS

Thex Ht n G S NI bffgrs GiserfRstk @b) did&ete levels of pinch forcamtoimizemuscular fatigue and
overuse syndrome permitting afull range of activitiesfrom those requiring minimal force for handling of
delicate or lightweight objects, to higher foréar tasks demanding poweful grip.

All ITAL components are fully adjustable for a comfortable, secure and stalgeafil optimal overall
function.

Requiring minimal training to fit users, the ITAL is suitable for distribution, at the point of care, through
health care providers, government assistance programs and humanitarian agencies worldwide. Field fitting
eliminates the needdr specialty clinics, making these assistive devices available to a wider audience of
amputee endusersc providing broader access to an improved quality of life.



Contents of your ITAL kit

EachITAL kit contains all of the components listed, and described below:
Forearm Section Upper Arm Cuff

V2P Terminal @
Device ! Control Cable

L

Harness

Hexible, costeffective and easy to use
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available. Following are just a few of its distinguishing features:

Fits virtually all body typesavailable insmall, medium and large Color selectioq black or browrn; custom
colors on request Open construction allows for improved skin hygie@espension design protects shoulder
muscless Can be used on left or right sid&ameday fitting and use Modular design for easy serviciag
Meets design standards for use of other terminal devédgght weights Adjustable lengths Adjustable wrist
design to allow position and taspecific functions
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Choosing the right device is critical to assure proper fitting and comfortable operation for the user. The
followingsizingguidelinesand accompanying residual limb imagesureselecton of the correct ITAL and
proper device settings for each user body type.

SMALL

/ UpperArm Circumferencg)\

7.0>9.0in./17.8>2.9cm
Forearm Lengtﬁ)
Greater than3.0in. / 7.6 cm
Forearm WidtH®
23>2.8in./58>71cm
ITAL Prosthesi$otal Weight

1.41bs. /6359
\_ /

MEDIUM

/ UpperArm Circumerence? \

8.0>10.5in./D.3>26.7 cm
Forearm Lengtﬁ)
Greater than3.0in. / 7.6 cm
Forearm WidtH®
25>3.0in./6.4>76cm
ITAL ProsthesiFotal Weight

1.81bs. /8% g
- /

LARGE

/ UpperArm Circumferencg)\

9.0>12.0in./2.9>30.5cm
Forearm Lengtﬁ)
Greater than3.0in. / 7.6cm
Forearm WidtH®
2.8>35in./71>89cm
ITAL ProsthesiFotal Weight

\ 191bs./8@&¢g /

" All ITAL prostheses are shipped from the factoryqoefigured for left or right side placement.
¥ Arm circumferenceshould be measureplist above elbow
4 To ensure adequate leveragamputeesshould have at least 3n./ 7.5 cm of residual limtbelow the

elbow.




Tools for fitting and adjustments

Each ITAL comes equipped with a complete set of hand tools for fitting and adjustments of the device:
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All tools and their use ardescribed below.

Ac¢ ¢hex nut driveris required to tighten or
loosen the 20 UNF nut that connects the
ot terminal device (V2P) to the forearm section

=g

Ao k o Hhandlg hex keys needed to adjust
the upper armsuspension cuff.

A1/16" hex L-keyis needed to install or
remove thecontrol cable balterminations.
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remove, or adjust the cufurthest from the
point of attachmenton the forearm section.

A5/64" hex L-keyis used to loosen the
swivel clamp screw to adjust and position
the control cable housing.




A#2 Philips screw driveis required to
adjust the sizing plate on theear of the
forearm section and &1 Philips screw
driver to install or remove the swivel caps.

A7/64" hex L-keyis used to loosen the
screws holding theear upper armcontact
halves together thaencasethe cable
swivel.




Adjusting and fitting the ITAL

Once the proper size ITAL has been selected, follow the simple steps below to complete -flitngre
adjustmentsof the prosthesisand the fitting process

With minimal experience and use, the entire process of initial adjustment and fitting of thprbstiesis
can be completed in one (1) hour, or less.

The Upper Arm Cuff

Step 1: Loosen the shaft collar:
g A UK | -hamddechaxskey ¢ Adjus
the space between thepper arm cuff
halvesby sliding thermon the stainless
steel rods.

Step 2: Estimate the distance
betweenthe contacts on the stainles:

steel rodsto allow placement of the
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above theelbow, to permit additional
adjustment, if needed.



Step 3: Slip the cuff onto the arm
from the side. Make sure the spac
between the contacts above the
elbow is wide enough to pass over tt
upper arm from the side.

Step4: Rotate the cuff to move the
back piece behind the back of th
arm. This positioning acts as a
mechanical lock on the rear portiol
of the upper arm and provides
suspension for the ITAL. Note:
Placement and removal of the cu
must be possible without loosening
the shatft collars.

Step 5: Turn the contacts on the
stainless steel rods just above th
elbow so that their padded surfact
is rotated to a slightly downwarc
angle, cushioning the  bon
prominences on either side of ths
elbow. Note: As the bony
prominences are not symmetrica
the outside contact above the elbov
is often higher than the inside
contact.



Step6: Once the cuff is in place, fin
adjustments can be made withou
removing it from the upper arm.
Adjust the cuff several times to
achieve the best fit. Have the use
flex and extend their arm betweer
adjustments

Step7: Have the user fully extend an
flex the elbow, looseningr tightening
the cuff, as necessary, to allo
unimpeded movement of the elbow.

Step 8: Lightly pull down on the
elbow straps to place a physical loe
on the upper arm cuff.Note: The cuff
will move and stabilize at a fixe
position on the arm.

Step 9: Adjust the heights of the
stainless steel rodcontacts so the

back contactof the upper arm cuff
aligns with the axis of the upper arr
and makes contact with the back ¢
the arm. Note: Mild initial contact
imprint patterns on the arm indicate
a good load distribution. Dpot fully

tighten the shaft collars.



Step 10: Users require time to
become fully accustomed to wearin
the ITAL. This is normalOptional:
The bicep strap may be tightenec
loosened, or removed, according t
user preference.

TheForearm Section

Step11: Soft sleeves on the stainles
steel rod contacts may be replaced
damaged or worn.

Stepl2: Adjust the length by selecting
the proper hole used to attach the
forearm shells to thendcup.

Step13:. Remove the straps on the toj
of the arm section.



Step 140 To check the forearm
section for correct length, hold i
beside the residual limb.Note: The
distance from the tip of the elbow tc
the rear edge of the width adjustmen
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(2.5 cm).

Step 16 For maximum strength,
screws should be installed with at lea
one hole separating thempnot in
adjacent holes.

Step15: The endcupis designed to
tilt the terminal device (V2P) towarc
the body midline.Note: If necessary,
remove the 4 screws from the sid
pieces secured to thend cup. Be
careful not to misplace parts. |
necessary, select a new hole positic
to achieve the corredength.

Step 17: Loosen the screws securin
the width adjustment plate and sprea
the sides as wide as possible.



Step18: Place the forearm section ol
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certain the tongue is positioned full
inside the forearm section, resting fle
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Step20: Keeping the adjustment plate
centered between the forearm shells
retighten the screws.

Step 19: Loosen the screws on th
underside of the widthadjustment
plate, to apply comfortable light
compression on the residual limb.

Step 21: Reinstall the top forearm
straps to increase or decreas
O2YLINBaarzy =2y
limb, as desired.Note: The control
cable attachment swivel is located o
the outer side of the ITAL, positione
in the opposite direction from the
terminal devie (V2P) tilt.






