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Summary

Direct Socket prosthetic socket is a unique, efficient and effective method of providing a

prosthetic interface. This interface is fabricated directly on the residuum thus requiring specific

training to understand and effectively fabricate the interface directly on the residuum.

Introduction/ basics

Direct Socket for transfemoral (DS-TF) prosthetic interface system is a unique, efficient and

effective method of fabricating a laminated interface directly on the residuum.

Specialized training is required to understand the clinical requirements, concepts and process

to effectively and safely use this system. The service model is significantly different and more

efficient than most traditional prosthetic processes and may improve patient satisfaction by

enabling interface fabrication and delivery in one visit.

This study was conducted to evaluate patient satisfaction of the interface and the service

associated with the TF-DS system as compared to more traditional methods.

Material method; implementation/ process

: In this longitudinal study (from July 2018 to April 2020), the DS-TF was implemented in six

prosthetic clinics across the United States. Certified prosthetists (CP) and assistants were

trained using a standard protocol. 47 prosthetic users participated, both those in need of a new

socket and those without need. Two modules from the Orthotics and Prosthetics Users’ Survey

(OPUS), involving questions related to satisfaction with the Device and Services, was used

to evaluate each DS-TF user outcome vs. baseline. The only part of the prosthesis that was

replaced was the interface, except in 2 cases.
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Results

. Each DS-TF interface was fabricated, fit and delivered in a single clinic visit. At 6-months

follow-up, 38 users reported an average of 29.8% increase in satisfaction with their new

interface compared with original, and a 14.8% increase in satisfaction with the services they

received from the clinic in providing of the new prosthesis vs. their original prosthesis. The main

outcome increases were between baseline (initial fitting) and 6-week follow-up and remained

consistent after 6 months. This improvement was consistent irrespective if the user needed a

new socket for clinical reasons or not.

Discussion/ conclusion; conclusion for the practice

OPUS CSD questions related to the function of the interface for all subjects indicate a

significant improvement in user satisfaction with their DS-TF interface over their previous

interface in terms of weight, comfort, donning, appearance, durability, and reduced clothing

wear and tear. Results also showed significantly improved satisfaction regarding skin abrasions

and irritation, as well “pain free to wear”. All improvements were consistent between the 6-

week and 6-month study periods. At 6MFU the average CSS score was 93, or 14.8% higher, a

significant improvement compared with baseline.

One might think that amputees who need a new socket for clinical reasons may be more

dissatisfied with their existing socket than amputees who do not need a new socket for clinical

reasons and might therefore be more inclined to show greater satisfaction improvement

with a new prosthesis than the subjects who did not need a new interface. To identify this

potential influence, all completed subject data was analyzed together, as well as broken into

two separate cohorts- “with clinical need of new interface” and “without clinical need of new

interface

References

1.Eneroth M, Apelqvist J, Troeng T, Persson BM. Operations, total hospital stay and costs

of critical leg ischemia. A population-based longitudinal outcome study of 321 patients. Acta

Orthop Scand. 1996;67(5):459–465. DOI: 10.3109/17453679608996668



OTWorld 2022
Lecture scientific study/P&O contribution [8445] Abstract [2850]   | Topic: Prosthetics

Page 3 of 4

2.Miller T, Rajib P, Forthofer M, Wurdeman S. Impact of time to receipt of prosthesis on total

healthcare costs 12 Months Post-amputation. Am J Phys Med Rehabil. 2020;99(11):1026-1031.

DOI: 10.1097/PHM.0000000000001473

3.Spoorendonk JA, Krol M, Alleman C. The burden of amputation in patients with peripheral

arterial disease (PAD) in the Netherlands. J Cardiovasc Surg (Torino). 2019; 61(4):435-444

DOI: 10.23736/s0021-9509.19.10936-6 4.Fortington L V, Rommers GM, Geertzen JHB,

Postema K, Dijkstra PU. Mobility in elderly people with a lower limb amputation: a systematic

review. J Am Med Dir Assoc. 2012;13(4):319–325. DOI: 10.1016/j.jamda.2010.12.097

5.Hagberg K, Brånemark R, Hägg O. Questionnaire for persons with a transfemoral amputation

(Q-TFA): Initial validity and reliability of a new outcome measure. J Rehabil Res Dev.

2004;41(5):695–705.

6.Turner S, McGregor AH. Perceived effect of socket fit on major lower limb prosthetic

rehabilitation: A clinician and amputee perspective. Arch Rehabil Res Clin Transl.

2020;2(3):100059. DOI:10.1016/j.arrct.2020.100059

7.Fajardo-Martos I, Roda O, Zambudio-Periago R, Bueno-Cavanillas A, Hita-Contreras F,

Sánchez-Montesinos I. Predicting successful prosthetic rehabilitation in major lower-li



OTWorld 2022
Lecture scientific study/P&O contribution [8445] Abstract [2850]   | Topic: Prosthetics

Page 4 of 4

Image:  TD DS Material Kit and socket_203_203.jpg

Image:  TF DS IRB outcome article 1_204_204.jpg

Image:  TF Ds Irb Outcome graph pic 2_205_205.jpg


