Alpha Control Fitting Liner
Instructions For Use

The Alpha Control Fitting Liner aids in selecting the appropriate SKU for Alpha Control Liners. It is intended
that the Coapt Gen?2 Pattern Recognition Evaluation Kit be used for myo-site selection prior to using

the fitting liner. The fitting liner serves as a visual guide that allows practitioners to correlate the optimal
locations for electrode placement and therefore the appropriate lead length for the final Alpha Control Liner.
The lead length corresponds to the placement of the most proximal row of electrodes.

Instructions for Use:

1. Electrode Site Selection: Perform myo-testing and electrode site
selection following Coapt's Planning EMG Electrode Sites Instruction (Click Here).

2. Marking potential electrode sites on the residual limb: Practitioners can
mark the position of promising myo-sites on the patient's skin.

3. Size determination: Determine the appropriate size for the patient using two measurements -
distal measurement (4cm from distal) and proximal measurement (30cm from distal), and the Alpha Control Liner Size
Chart. (Fig. 1.

s
Liner Sizing: Alpha Control System Part Numbers:
Proximal Measurement Leads Extra Small Small Medium
Measured 30 cm (12 in) from the distal end
734 0m 50 43em o454 om 6om ACLS-049-X06 ACLS-049-506 ACLS-049-M06
(651361 B-1in) 95-2125m) 8om ACLS-049-X08 ACLS-049-508 ACLS-049-M08
10cm ACLS-049-X10 ACLS-049-510 ACLS-049-M10
12cm ACLS-049-X12 ACLS-049-S12 ACLS-049-M12
o 14 ACLS-049-X14 ACLS-049-514 ACLS-049-M14
3(% e ; cm Electrodes
| 16cm ACLS-049-X16 ACLS-049-S16 ACLS-049-M16
: 18cm ACLS-049-X18 ACLS-049-518 ACLS-049-M18
: 20 cm ACLS-049-X20 ACLS-049-520 ACLS-049-M20
4cm - *: - ' 22.cm ACLS-049-X22 ACLS-049-522 ACLS-049-M22
(15in) S\ / Pattern Length
Extra Smal Medium *Liner is only available in a 3 mm Uniform Profile
12-18cm 1B5-24cm 20-30cm
(475-7in) (6-95in) (8-12in)
Distal Measurement
\Fig 1. Measured 4 cm (15 in) from the distal end Fig 2. Fig 3.
4. Have the patient don the appropriately sized Alpha Control Fitting Liner as selected in step 3 -

NOTE: WillowWood recommends that the practitioner trim the liner if and only if they expect the final liner to require trimming,

slight differences in electrode placement can occur as a result of trimming the liner.

NOTE: WillowWood does not recommend casting over the fitting liner as the
lack of electrodes in the liner may introduce inconsistent volume for socket

fitting.

FOR MORE INFORMATION CALL 800.848.4930

OR 740.869.3377 OR VISIT WILLOWWOOD.COM

PN-2756-C



https://coaptengineering.com/wp-content/uploads/Coapt%20Gen2%20Myosite%20Planning.pdf

Instructions for Use (cont.): (Fig4. Example: )

Medium 10cm Lead Length (ACLS-049-M10)
b Determining the appropriate lead length for ordering:

NOTE: Lead Length (or Pattern Length) is defined as the topographic distance
measured along the surface of the limb from the center of the distal end to the
location of the proximal row of electrodes (Fig 3.).

Method 1: Place sticky back foam, or similar, on limb to mark desired proximal
electrode placement, as determined by myo-testing. Carefully don the fitting
liner to not move the foam. Once donned, palpate for foam and discern
corresponding lead length based on labeled electrode circles printed on fitting
liner fabric.

Method 2: Once the liner is donned, locate the approximate desired proximal
electrode position as indicated on the surface of the fitting liner. Apply
pressure with fingertips on the printed circle indicating electrode placement,
expected to be close to the proximal myosites marked on the patient. Slowly
roll down the liner and compare finger pressure location with proximal myosite
marks. Repeat as necessary to identify the best corresponding liner lead
length.

NOTE: The placement of the electrodes on the fitting liner corresponds to the
most proximal electrode row on the corresponding Alpha Control Liner (Fig 4.). *Fitting Liner shows placement of proximal row
Liner Size and Lead Length are used to build Alpha Control Liner System SKU | of electrodes only Y,
(Fig2.)
6. Visualizing electrode array: Once the liner size and lead length (distance to proximal row of electrodes) are

determined using the fitting liner, practitioners can use the diagram (Fig 5.) below to visualize the remainder of the electrode array

on the respective Alpha Control Liner.

4 Fig 5. h

- /

T Cleaning the Alpha Control Fitting Liner: The liner should be cleaned then sanitized after each use. Apply body soap by hand
or using a soft cloth or sponge on the side of the liner without the graphic then rinse off all soap. Next, place a small amount of ethyl or
isopropyl alcohol on a soft, clean cloth. Gently wipe the gel side of the liner for two minutes. Rinse off excess alcohol with water then dry
the liner with a clean, lint-free cloth. The liner can be dried (with the logo side facing outward) on a drying stand or clean/flat surface.
Never use a liner in direct contact with open sores or non-intact skin. If the liner must be worn over open sores or non-intact skin,
wear a bandage or other appropriate covering over the wound to prevent direct contact between the wound and the liner.

/Reporting a Serious Incident A

In the event of a serious incident occurring as a direct consequence of using this medical device, which either directly, or indirectly caused
(a) the death of the patient/user or another person, (b) the temporary or permanent serious deterioration of the patient's, user's or other
person’s state of health or (c) a serious public health threat, please immediately report the incident by contacting WillowWood Global or, if
in the EU, the authorized European Union representative and the competent authority within the member state in which the patient/user is
established.

Retention of Rights
WillowWood retains all intellectual property rights reflected in its physical products, regardless of the transfer of the physical products to

another party or parties.
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