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How Long Will A Prosthesis Last?
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Seems Like a Simple Question?

A simple and common question asked by Life Care Planners, Case Managers and patients with limb loss is; How
long will a prosthesis last?

The challenge to this question is that a mixture of an imprecise question, urban myth, good intentions, and
random internet postings have convoluted the facts to provide a blend of inaccurate, misleading and
unsupportable opinions and answers.

Magazine articles, on-line sites and editorials suggest that the life expectancy of a prosthesis can range from
months to years. The most common suggestion that a prosthesis will last 3-5 years to result in an average life
span of 4 -years.” The challenge with these statements is that they are anecdotal and lack any statistical,
scientific, medical or clinical evidence or data to support this 3-5 year conjecture.

Of greater concern, this estimation of 3-5 years is in direct conflict with industry standards and contradicts
substantial peer reviewed published data. Industry standards, historic evidence, studies and peer reviewed
publications all establish and validate that the Reasonable Useful Life (RUL) of a prosthesis is 5-years.

Initial Prosthetic Experience

One of the primary contributing factors to the confusion of answering how long will a prosthesis last is due to
the patient’s first experience when wearing an artificial limb.

During the prosthetic rehabilitation process the patient will be involved with therapy which can include flexibility
exercise, muscle strength and endurance, balance, cardiovascular conditioning in addition to prosthetic fitting.
For 18 -24 months after amputation surgery, the patient will commonly undergo physiological changes,
including, but not limited to, loss of post-surgical swelling in the residual limb combined with atrophy of muscles
within the residual limb as well as change in functional level and overall body weight.

During this 18-24 month transitional time, the patient will experience many changes to the residual limb and the
prosthesis, which will result in changes in components, sockets, liners and at times the complete prosthesis,
which is normal and expected. It is recommended that the patient should be seen for follow-up at least every 3
months for the first 18 months, acknowledging that visits may need to be more frequent if the patient is having
difficulties with prosthetic fitting, the residual limb, specific activities, or psychosocial adjustment.’,
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It is important to differentiate that the number of prostheses, socket replacements and supplies immediately
following amputation is not consistent with the life cycle of a prosthesis once the patient and the prosthetic limb
have become stabilized."

Therefore, If the question is; “how long will the prosthesis last right after amputation”, then in this case the
accurate and correct answer would be between 6-months and 2-3 years.

However, once the residual limb has healed, atrophied and matured and the patient’s weight and physiological
status has stabilized, from this point forward the reasonable useful life of a prosthesis is well established and
consistent at 5-years.

Warranty verses Reasonable Useful Life

Another mitigating factor that can cause confusion to the Reasonable Useful Lifetime of a prosthesis is related to
the warranty. A 3-year warranty is very common for major prosthetic functional components which directly
relates to the International Organization for Standardization.

ISO 10328:2006 structural testing for the safety of a prosthesis requires 3 million cyclical applications of load to
satisfy the required fatigue strength. German standards equate 3 million cycles with 3 years of prosthetic use
and the UK system equates it to 5 years. However, warranty does not equate to Reasonable Useful Lifetime,
simply because the warranty on a specific component has expired does not in any way set a standard of medical
necessity to replace said component.

Replacement Socket

A third contributing factor to a misunderstanding related to a prosthetic life expectancy is a replacement socket.
Although the prosthetic components have a reasonable useful lifetime of 5-years, due to normal and expected
changes in the residual limb, the prosthetic socket may lose appropriate fit and function while the prosthetic
components (foot, ankle, knee, hand, wrist, elbow etc.) are still functional and appropriate.

If there is a significant change in the patient’s residual limb, body weight or socket fit, the prosthetic socket may
require replacement, which in turn is secured to the existing prosthetic components. Although the socket is
considered a major component of the prosthesis, this can be confused and by some considered and counted as
a new prosthesis, which it is not. A replacement socket is a custom component which is secured to the existing
components of a prosthesis, so in these instances it is not a new prosthesis, but rather a replacement socket.

Studies and Peer Reviewed Published Evidence

Studies and science clearly establish overwhelmingly that 5 years is not only the reasonable useful life of a
prosthesis, it is also what historical evidence validates.

A retrospective study of 14,400 prosthetic wearers over a 25-year time period established “the average life of a
prosthesis is about 5 years”." It is important to note that this benchmark study was done in 1982, and since that
time the ISO standards for prosthetic components have increased and materials and technology for prosthetic

devices have significantly improved, making prosthesis stronger, more durable and longer lasting.
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Regulatory Standards

A prosthesis is classified by Medicare as Durable Medical Equipment, Prosthetics, Orthotics and Supplies
(DMEPOS) ¥ Vi,

Published regulatory standards for the replacement of a prosthetic device stipulate that a prosthesis that has
been in continuous use has a reasonable useful lifetime of no less than 5 years. ™ *

It is noteworthy that regulator standards provide exceptions to the 5-year RUL and provide guidance that the life
expectancy of the prosthesis can be negatively affected by, but not limited to: ™

e Achange in the physiological condition of the patient; or
e Irreparable wear of the device or a part of the device; or

e The condition of the device, or part of the device requiring repairs and the cost of such repairs would be
more than 60% of the cost of a replacement device, or of the part being replaced.

Conclusion, A Prosthesis Reasonable Life is 5-Years

The life cycle of a prosthesis over a patient’s lifetime is well documented in regulatory standards as supported
by historical, clinical and peer reviewed published evidence to be 5-years.

Although it is important to recognize that during this 5-year cycle that the patient will require supplies and
replacement of consumable items as well as consideration for a replacement socket.
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