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Glossary of Terms
Guidance Document

A statement written to give broad advice on
procedures instead of precise requirements and
standards

Appropriate technology

Systems that provide fit and alignment to suit the
needs of the individual and can be sustained by the
country at the lowest price. Proper fit and
alignment should be based on sound biomechanical
principles.

Component

The hardware elements commercially
manufactured that make up a custom-made
prosthesis or orthosis, not including the customised
element of socket or plastic shell.

Device

Simple name for Orthotic and Prosthetic (O&P)
Assistive Technology (AT). Externally applied to
modify the structural and functional characteristics
of the neuromuscular and skeletal systems.1

Low income country (LIC)

Country with GNI per capita of $1035 USD or less.2

Low to middle income country (LMIC)

Country with GNI per capita between $1035 to
$4035 USD.2

Upper middle income country (UMIC)

Country with GNI per capita between $4046 and
$12,535 USD.2

High income country (HIC)

Country with gross national income (GNI) per capita
of $12,536 USD or more.
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Abbreviations and Definitions
ISPO

International Society for Prosthetics and Orthotics

ANMS ISPO

Australian National Member Society of the International Society for
Prosthetics and Orthotics

ISPO Australia

International Society for Prosthetics and Orthotics Australia,
colloquial name for ANMS ISPO

O&P

Orthotics and Prosthetics

TGA

Therapeutic Goods Administration

WHO

World Health Organization

LIC

Low income country

LMIC

Low to middle income country

UMIC

Upper middle income country

HIC

High income country
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Background
The Australian National Member Society of the International Society for Prosthetics and
Orthotics (ANMS ISPO) referred to as ISPO Australia, supports the provision of prosthetic and
orthotic services in Australia, and in low income countries (LIC) and low to middle income
countries (LMIC) within the Pacific and Indo-Pacific region via the ISPO Australia Outreach
program.
The World Health Organization’s (WHO) Standards for Prosthetics and Orthotics (2017)1 and
the accompanying Implementation Manual3 outline the minimum standards that the
Orthotic and Prosthetic (O&P) profession should meet globally in the provision of prosthetic
and orthotic devices and services.
In order to provide services in some LICs and LMICs, donated items from upper middle
income countries (UMIC) and high income countries (HIC) are at times a welcome resource.
However, inappropriate donations can be problematic and at times harmful to the receiving
country, departments and individuals.

Purpose
The purpose of this Guidance Document is to provide advice for organisations, businesses
and individuals who are currently involved in donated O&P component supply chains, or
who are considering donating O&P components and devices for use in LIC and LMICs. It is
not to discourage or prevent the donation or use of donated items, but to ensure the longterm safety and sustainability of the emerging health services in the recipient’s states (or
countries).
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International Standards for Second-hand Prosthetic and Orthotic
Components and Devices
Standards 20 and 22 of the World Health Organization’s Standards For Prosthetics and
Orthotics (2017) state: ‘Reuse of prosthetic and orthotic components should be regulated by
a designated authority or group of experts with no conflict of interests and involve proper
quality control and documentation’ and ‘Prosthetic and orthotic products should be tested
structurally for compliance with ISO or equivalent standards before being sold on the
market’.1
The WHO advises ‘Prosthetic and orthotic components are sometimes reused in order to
reduce costs and assist more people. When this practice is allowed, it should be regulated by
the State, and the safety of users must not be jeopardized. Used products should be
refurbished by a licensed operator under controlled conditions, and the items must be
decontaminated and approved before they are reused. The process should be documented,
and users must be informed when reused components are integrated into their prostheses or
orthoses’.1
The Standards for Prosthetics and Orthotics offer criteria for determining the
appropriateness of technology. In O&P, the principal definition of appropriate technology is
that of the International Society for Prosthetics and Orthotics: ‘Appropriate technology is a
system of providing fit and alignment which suits the needs of the individual and can be
sustained by the country at the most economical price. Proper fit and alignment should be
based on sound biomechanical principles’.1, 4
As per the WHO standards1, O&P services should be provided by tertiary trained Orthotists
and Prosthetists, within a relevant service and as part of a multi-disciplinary team. For a
successful outcome, it needs to be a client-centred approach. These principles apply for
both second hand and newly manufactured items. It is important to ensure the final
provision of a device is appropriate for needs of the client and their day-to-day activities.
The componentry used for the end device must also be sustainable on all levels i.e. available
componentry, appropriate technology, and service provision are all within the parameters of
the country and the WHO Standards.
Anecdotally, the most commonly donated items are: components which have previously
been used in a custom-made O&P device; and products which are determined to be ‘single
use only’ under the Australian Therapeutic Goods Administration (TGA)5, which are surplus
supply and unused – typically refabricated devices and componentry. Another area to be
considered with emerging technology is the recycling of materials from a non-O&P product
to be used in additive manufacturing for O&P devices.
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The donated orthotic and prosthetic components market
Awareness of the need for donated components
There is a world-wide unmet demand for O&P services, which is far greater in LIC and LMICs.
Associated with this is a demand for O&P components. There is a lack of data quantifying
this demand. In some circumstances, although demand for services may be evident, the
donation of the related O&P components may have implications for local markets, market
development, and competitive neutrality within a market.
Consideration of supply to meet demand
To consider the provision of recycled O&P components to LIC and LMICs, it is necessary to
understand why these components are not re-used in Australia. In Australia, the use of O&P
components within a custom-made or patient-matched medical device is governed by the
TGA through its legislated framework the Therapeutic Goods Act 1989 (TGA)5.
The purpose of the legislation is to protect the Australian community by regulating the use
and re-use of therapeutic goods, including orthoses and prostheses. This regulation
includes: pre-market assessment, post-market monitoring, the enforcement of standards,
licensing of Australian manufacturers and verifying overseas manufacturers’ compliance
with these regulations.6
The standards apply directly to the provision of orthoses and prostheses as ‘custom-made’,
‘patient-matched’ or ‘adaptive medical devices’ in the updated TGA personalised devices
framework.7 The Act only applies in Australia. This is one reason why some people look
outside of Australia to donate their used O&P components.
Observance of International Consensus Statements and Guidelines
Organisations in donated O&P component supply chains should provide public information
that demonstrates their compliance including how their practices are integrated and
collaborative, and how they observe relevant technology guidelines and legislation.8, 9
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Principles to observe in the donated orthotic and prosthetic
components market
Do no harm
Ensure client safety is first and
foremost through the entire
service provision.
Respond to unmet need
Engage in opportunities to support
service provision in other
countries by providing resources
and training to support current
needs and accessible service
provision and device technology.
Sustainability
Ensure the service and received donations can be sustained (i.e. ensuring staff are adequately
trained, technology is accessible and regularly maintained and componentry would be able to
be sourced should donations cease). The ability for the client to continue receiving quality
devices with limited disruption to their day-to-day activities is paramount.
Appropriateness
When donating and receiving goods, ensure the products are relevant for the context
(i.e. don’t provide high technology components if the technology and knowledge of fitting
devices is not available), and acknowledge the cultural requirements of the individuals
receiving the donations.
Do not disrupt markets
If there is an already established market, donations should supplement the existing market
only if there is a supply gap. They should support local markets rather than compete and only
provide resources which cannot be accessed or provided locally.
Transparency
All stakeholders i.e. clients, donors, service facilitators, should understand what the process of
service provision will entail, including any financial implications and an individual’s ability to
access appropriate service levels.
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Consideration of clinical risks
When donating O&P components to LIC and LMICs, consider the following factors:
Quality
Individual testing of each donated component provides greater surety that components are of
the required quality and standard. Were a component to fail, due to fatigue, wear or
manufacturing defect, there is a risk to the person who is using the donated component.
Donations should ideally be tested by qualified prosthetic and orthotic services, and personnel
who understand the needs of the recipients and facility.
Sustainability and ability to access replacement components
When a service in a LIC or a LMIC provides a client with a donated component or device which
otherwise could not be sourced or replaced locally, there is potential for the client to be unable
to access the same component should it ever require replacement. The fabrication of a new
orthosis or prosthesis may incur unanticipated costs for the client.
Local capacity to fit/ service/ maintain components
When a service in a LIC or a LMIC is provided with a component that is not commonly used in a
country, there may be no orthotist/prosthetist available who is familiar with the technology to
undertake any review or adjustment that may be needed. This has the potential to result in
surplus stock due to lack of staff able to appropriately prescribe, fit or repair the items. It may
leave clients without mobility or require fabrication of a new orthosis or prosthesis, incurring
costs to the client or public health system.
Local capacity to provide clinical services
Many O&P technologies require specific training and follow-up support from the
manufacturer. The alignment and functioning of some prosthetic components require the
orthotist/prosthetist, physiotherapist and other team members to be familiar with the
technology. The presence of appropriate local expertise may also be difficult to confirm,
depending upon the component’s complexity.
Suitability to local needs and environment
Components provided in Australia are not always suitable for certain countries, due to
environmental factors (e.g. high salt water or high humidity environments). For example, a
hydraulic prosthetic knee may be suitable for an active client in an urban Australian setting,
but for a fisherman in Vanuatu, this may not be a suitable prescription.
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Safety for use
Orthotic and prosthetic components used in LIC or a LMIC should be as safe to use as those
available in Australia. This includes their capacity to consistently perform the function they are
designed for, to be structurally sound, to be durable, and to not pose health and safety risks to
the client using the device or to the personnel involved in their fabrication and maintenance.
Assurance of structural stability is also essential, particularly in circumstances whereby
recycled goods have been used to construct O&P components, such as using 3D printing /
additive manufacturing technology. In Australia, this technology is subject to TGA legislation
and therefore products and materials must meet requirements of the Act7. If similar structures
do not exist in other countries, a duty of care still applies.
Certainty of business arrangements to ensure transparency and integrity
Prior to donating:
a) There should be assurance that donated components are not being on-sold
commercially.
b) Implications for existing or developing local markets of introducing no-cost donated
components must be understood.
c)

Capacity to freight, store and dispose of unused components must be explored, along
with nominating who will meet these associated logistical expenses.

Alternatively, a donation of funds may contribute to the ongoing funding of a service.
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Position Statement of the Australian National Member Society
of the International Society for Prosthetics and Orthotics
ANMS ISPO does not support donation of orthotic or prosthetic components for clients’
everyday use unless organisations involved in this supply chain comply with all relevant local
and international regulatory requirements.
The donation of recycled orthotic and prosthetic components intended for clients’ personal
use should only be made in the following cases:
•

When the practices are regulated by the State, and the safety of clients or device users
will not be placed at risk.

•

When components have been tested for quality and safety and have been
decontaminated by suitably qualified and accredited operators. In the absence of local
regulatory agencies, services must be provided by prosthetists/orthotists trained to
international standards.

•

When the customised aspects of the prosthesis/orthosis have been removed, for
example, a prosthetic socket.

•

When the client has been informed and consented to the use of re-used or donated
components.

•

Where there is local capacity to maintain and service components.

•

When the client can be offered a repeat supply of the component if necessary.

•

When the appropriateness of the components has been established for the
environment and the recipient’s intended use.

•

When integrity of the supply chain is guaranteed.

•

When the recipient country’s relevant regulatory and clinical agencies have been
consulted and have consented to receiving the items.

•

When the health and inclusion policies of the recipient country have been considered
and applied if possible.

ANMS ISPO supports the donation of orthotic and prosthetic components for clinician and
technician education and training. However, all quality, safety and hygiene practices listed
above should still be observed.
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How can you safely donate your orthotic and prosthetic components?
At the time of writing, Australia does not have a legislative framework governing the
appropriate use of recycled or donated orthotic and prosthetic components. Until such a
framework is in place, any organisations or individuals donating components should follow the
above principles and only donate to services staffed by tertiary qualified
prosthetists/orthotists.

ISPO Australia representatives Cath Matthews
and Peter Lendfers preparing O&P surplus donations
to Republic of Kiribati, 2019
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