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Surgical Intervention

* Disease
* Typically, longer healing time due to circulatory compromise
* Health related co-morbidities
* Trauma
* Injury related co-morbidities
* Possibility of revision
* Congenital
* If no surgical intervention, technically not an amputation however treated as limb loss

Partial Foot Trans Tibial Knee Disarticulation Trans Femoral Hip Disarticulation

Ankle Disarticulation Hemi-Pelvectomy
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Prosthetic Design Structure

made from raw materials.
d and installed.
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1. Socket custom
2. Functional components acquire

3. Socket and components aligned, p
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Has the ability or pot
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Typical of the limited community

Has the ability or potential far
ambulation with variable cadence.

Typical of the community ambulator
who has the ability to traverse most
K3 environmental barriers and may have
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activity that demands prosthetic
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Rehabilitation Process

\n'\t'\a\/Preparat

. Socketshapes residual limb.

e Finetune prosthet'\c a\ignment.
. \mp\ement’mg gait dynamics.

rehabilitation process.

ory prosthesis

Re-estab\'\sh'mg skeletal alignment.

e Patient funct'\ona\ level may change during the
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Rep\acement Socket

. Accommodate residual limb shrinkage due to post
surgical edema and Atrophy.
o Modular components allow for efficient socket

rep\acement.
e Patientcan undergo numerous socket changes
depending upon the degree of change in the residual

limb.
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Advanced Technologies

Micro Processor Knee

Maior: .
jority of MPK are designed for K3 functiong| level

® One model on| i
y designed for K2 Functi
t
* On-board computer analysi “ional level.

resistance in the knee.

Micro Processor Foot

e Designed exclusively for K3 functional level.
e On-board computer analysis gait, movement and strain to adjust hydraulic resistance ;

in foot to control floor reaction and resistance. i
e Designed for ALD’s with a focus on gait symmetry and energy consumption.

prosthesis,

ith a ,
pathe Wi he prosthes's on.
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Experimental and Investigational
Technologies
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Prosthetic Life Care Considerations
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J Leg 3, K2 Temp $48,968
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Care Projection
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Life Care Projection Key Points

ADL prosthesis

e Plan to provi
comp

sis 10 enable

dea prosthe
s of Daily
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o LifeCar
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Replacement Socket

e Repl
res|:‘)dace|r|nent sockets accommodate for changes in th
idual limb and can be )
secured to prosthetic
components that are fully functional

Reasonable Useful Life

andards, published peer revi
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e Industry st
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published criteria establish t
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Resources

e VA/DoD Evidence-Based Clinical Practice Guideline for rehabilitation of Lower Limb Amputation, Department of
Veterans Affairs Department of Defense, Patient Guide, Version 2.0 — 2017

e VA/Dod Clinical Practice Guideline for Rehabilitation of Lower Limb Amputation. Department of Veterans Affairs
Department of Defense, Guideline Summary, January 2008

e  Medicare Supplier Manual, Chapter 3, Summer 2019, https://www.cgsmedicare.com/jc/pubs/pdf/Chpt3.pdf

e AETNA Lower Limb Policy, 07/12/2019, http://www.aetna.com/cpb/medical/data/500 599/0578.html

e Atallah R, Osseointegrated Transtibial Implants in Patients with Peripheral Vascular Disease: A Multicenter Case
Series of 5 Patients with 1-Year Follow-up, J Bone Joint Surg Am. 2017 Sep 20;99(18):1516-1523. doi:
10.2106/JBJS.16.01295

e Hebert, Jacquelin S, Osseointegration for Lower-Limb Amputation, A Systematic Review of Clinical Outcomes, JB & JS
Reveiws, October 217, Volume 5, Issue 10

e Loder, R, Long-term Lower Extremity Prosthetic Costs in Children With Traumatic Lawnmower Amputations, Arch
Pediatr Adolesc Med. 2004;158(12):1177-1181. doi:10.1001/archpedi.158.12.1177

e Hahn A, Sreckovic I, Reiter S, Mileusnic M. First results concerning the safety, walking, and satisfaction with an
innovative, microprocessor- controlled four-axes prosthetic foot. Prosthet Orthot Int. 2018 Jun;42(3):350-356.

e Delussu AS, Brunelli S, Paradisi F, et al. Assessment of the Effects of Carbon Fiber and Bionic Foot During Overground
and Treadmill Walking in Transtibial Amputees. Gait & Posture. 2013; 38(4):876-882.

e Alimusaj M, Fradet L, Braatz F, Gerner HJ, Wolf SI. Kinematics and kinetics with an adaptive ankle foot system during
stair ambulation of trans-tibial amputees. Gait & Posture. 2009; 30:3:356-363.

e Agrawal, Vibhor, etal. “Symmetry in external work (SEW): A novel method of quantifying gait differences between
prosthetic feet.” Prosthetics and orthotics international 33.2 (2009): 148-156

e Chang-Youg Ko, et al, Biomechanical features of level walking by transtibial amputees wearing prosthetic feet with
and without adaptive ankles, Journal of Mechanical Science and Technology 30 (6) (2016) 2907-2914

e Agrawal V, Gailey RS, Gaunaurd IA, O’Toole C, Finnieston AA. Agrawal V, Gailey RS, Gaunaurd IA, O'Toole C,
Finnieston AA. Comparison between microprocessor-controlled ankle/foot and conventional prosthetic feet during
stair negotiation in people with unilateral transtibial amputation. J Rehabil Res Dev. 2013; 50 (7): 941-950.

e  Fradet L, Alimusaj M, Braatz F, Wolf SI. Biomechanical analysis of ramp ambulation of trans-tibial amputees with an
adaptive ankle foot system. Gait & Posture. 2010; 32(2): 191 - 198.

e Local Coverage Determination (LCD): Lower Limb Prostheses (L33787), https://www.cms.gov/medicare-coverage-
database/details/Icddetails.aspx?LCDId=33787&Contrld=140&ver=17&ContrVer=2&CntrctrSelected=140*2&Cntrctr
=140&name=&DocType=2&bc=AAACAAQAAAAAL
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