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Protocol:

CLINICAL TESTING IN EL SALVADOR C.A.

Field testing of the Shape and Roll foot has been
completed in San Salvador, El Salvador C.A., in
collaboration with the Center for International
Rehabilitation (CIR) and Fundacién Teleton Pro-
Rehabilitacion (FUNTER). FUNTER is a Rehabilitation
Center in San Salvador that has been supported by
USAID.

Participants:

Twelve persons—four woman and eight men—with
unilateral transtibial amputations participated in the study.
Each used the Shape and Roll foot for a period of three
weeks. Their anthropometric data is listed below.

Anthropometric Data of the
El Salvador Participants

Variables Participants (n = 12)
30% (19 - 56 °)
1.60 (1.43 —1.78)
66 (53 — 91)

10.0 (0.5 — 43.0)

Age (years)

Height (m)

Weight (kg)
Post-amputated (years)

Amputation Reasons

Traffic Accident 6 (50.0) ©
Landmine 1(8.3)
Explosion Fragment 1(8.3)
Gunshot 1(8.3)
Shooting Accident 1(8.3)
Gangrene 1(8.3)
Osteomyelitis 1(8.3)

Current prosthetic feet
SACH 12

a Median; ® Minimum/Maximum; ¢ Frequency (Percentage)

A similar protocol to the clinical trial in the USA was used:

A copy of the current prosthetic socket was obtained
by using local available Polyurethane foam.

Testing prostheses were fabricated and fitted with the
Shape&Roll Foot (SR).

Eirst gait analysis session—three walking speeds—with their
current prosthetic foot (CF) was performed serving as a base
line; The DURS System (Weir and Childress, 1997) was used
to measure basic gait parameters; “In-house” questionnaire 1
was filled out regarding walking capability with CF; Switching
to testing prosthesis; Second gait analysis session with the
DURS System followed immediately after the initial fitting with
SR foot.

Participants were requested to wear the testing prosthesis
with the SR foot for three weeks.

Third gait analysis session with the DURS System after
completion of the three testing weeks; ‘“In-house”
questionnaire 2 was filled out regarding the walking
capabilities with SR and specific questions towards
SR.

Number of Resporees

Results:

Data analysis is ongoing. The results of the “In-house”
guestionnaire revealed that the participants were able to walk
significantly longer distances while wearing the SR foot.
Improvements were achieved with fast walking abilities and
with walking together with non-amputees. Analysis of the
DURS data will show if these results are also valid for the
guantitative walking measurements.
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Figure 1 —Questionnaire Results (n=10). ‘
p-value associated with Wilcoxon Signed Ranks Test
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