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CLINICAL EVALUATION SUMMARY - ces sTrF of

This summary has been compiled from the results of a number of returned Clinical Evaluation forms completed
by both prosthetists and patients, and shown in an abbreviated form overleaf. It is an attempt to give an
overview of the product based on our experience to date and needs to be read in conjunction with the product

literature supplied by the manufacturer

STREIFENEDER -

WARRANTY PERIOD -1 YEAR
WEIGHT LIMIT — 125kg

EVALUATION SUMMARY

This foot has proved to be a good alternative prescription for a patient requiring a Dynamic
SACH Foot similar to that most commonly prescribed in the UK. It appears to have a slightly
stiffer forefoot, which some patients may benefit from, along with the reported improvement

in energy return.

DYNAMIC SACH NMA30A27
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INDICATIONS

CONTRAINDICATION

Exoskeletal and water activity prostheses. Patients weighing more than 125kg.

A desire for an improved cosmetic appearance

over alternative foot prescriptions.

with uneven terrain.

All patients who would benefit from a SACH Hi activity/impact levels of use.

Dynamic foot design.

Patients who require a high degree of compliance

EVALUATION PATIENTS

PATIENT DETAILS

Patient 1 Transtibial 105kg
Patient 2 Transtibial 67kg
Patient 3 Transtibial 90kg
Patient 4 Transtibial 90kg

41 year old male Prosthetist

57 year old female  Administration Assistant
41 year old male Unemployed

69 year old male Retired

Sigam F
Sigam F
Sigam F
Sigam C

RSLSTEEPER, Leeds Manufacturing Centre, Unit 7, Hunslet Trading Estate, Severn Rd, Leeds, LS10 1BL
Fax: 0870 240 4779 Website: www.rslsteeper.com

Sales Desk Tel: 0870 240 4133




EVALUATION RESULTS Dissatisfied (& F——t——t=est==t= (& Satisfied
CURRENT PRESCRIPTION

Patient 1 Laminate Iceross socket with silicone pin liner suspension and 1D10 Otto Bock Dynamic foot.
Patient 2 Exoskeletal prosthesis with 1D10 Otto Bock Dynamic foot

Patient 3 Laminate Socket, Contex Gel Sleeve with valve and 1D10 Otto Bock Dynamic foot

Patient 4 P.T.B. Polypropylene socket with pelite liner, Multiflex foot and ankle and Juzo suspension

PROSTHETIST'S COMMENTS

Patient 1 — The Prosthetist chose this foot to perform a direct comparison with the Otto Bock Dynamic 1D10 foot.
The technical literature was found to be easy to understand and the foot was found to be both easy to fit and align.
The Prosthetist described this foot as being a “more rigid 1D10 equivalent”.

Patient 2 — This patient was chosen because she had had this style of foot before. It was noted that she was small
in stature at 1.4m (4'7”). The Prosthetist stated that due to an underlying medical condition alignment was
challenging. This combined with the increased forefoot stiffness caused the patient to reject the foot at fitting stage.
The Prosthetist did continue to comment that he felt that this foot was a suitable alternative prescription, but that
due to a combination of circumstances, as outlined, it was not suited to this patient’s unique requirements. An
overall score of 3 was allocated.

Patient 3 —The Prosthetist involved stated that the foot was chosen as an alternative to a 1D10 Dynamic foot
prescription. The foot proved to be easy to fit and align and the technical literature was found to be easy to
understand. The Prosthetist highlighted that he felt that the foot was appropriate for patients of a low to moderate
activity level. During the time of the trial no maintenance was required. The Prosthetist stated that he would
routinely prescribe the foot given the same clinical scenario.

Patient 4 — The Prosthetist chose this foot as part of the prescription of a prosthesis intended for use in the
shower. It was noted that the foot had not been supplied with any supporting literature, but the foot had been found
to be easy to fit and align and was deemed to be cosmetic in appearance. The foot did not require any
maintenance during the evaluation period. The Prosthetist indicated that the design may benefit form having
improved grip on the sole surface for wet conditions.

PATIENT'S COMMENT

Patient 1 — This patient is a practicing Prosthetist and this was therefore reflected in his comments. He stated that
the foot was “adequate for everyday use” and found the stiffer forefoot “reduces the need to control limb with
quads.” He also stated that it had a “better energy return than 1D10 (more bouncy)”. He described the foot as an
“improvement on the 1D10 - but not significantly”. He awarded a score of 2.

Patient 2 — Described the foot as being stiffer than the foot which she had become accustomed to and awarded a
score of 1.

Patient 3 — At fitting stage the patient stated that the foot was “good” and found the cosmetic appearance the
same as his previous prescription. At first and second reviews the patient reported that the foot performed in the
same way as his previous prescription, but stated that he was now able “to do as much or more than before”. An
overall neutral score of 0 was awarded.

Patient 4 — This patient had not experienced wearing a water activity prosthesis before and was therefore only
able to compare its performance with his standard prescription prosthesis. Nonetheless it was stated that he was
“getting used to it” and that he liked the “cushion heel at heel strike”.




