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Orthosis, orthotic device or product:
Externally applied device used to modify the
structural and functional characteristics of the
neuromuscular and skeletal systems

:00J9 8] jlan
wailnall Jasil Uajld padiuy jlaa
duns)l dokill dioringlly dulayall

ulsiallg drla=llg

Orthotics:
Science and art of treating people by the use of
orthoses.
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Orthotist:

A person who has completed an approved
course of education and training and is
authorized by an appropriate national authority
to design, measure and fit orthoses.
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For example: walking stick, crutches,
walker, and wheelchair, etc.
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Prosthesis, prosthetic device or product:
Externally applied device used to replace
wholly or partly an absent or deficient limb
segment.
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Prosthetics:
Science and art of treating people by the use of
prostheses.
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Prosthetist Person:

Person who has completed an approved course
of education and training and is authorized by
an appropriate national authority to design,
measure and fit prostheses.
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Prosthetist and orthotist (P&QO):

Person who has completed an approved course of
education and training and is authorized by an
appropriate national authority to design, measure and
fit prostheses and orthoses.
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‘custom-made device’:

as any device that: — is specifically made in
accordance with a written prescription of any
person authorized by national law by virtue of
that person's professional qualifications; which
gives — specific design characteristics provided
under that person's responsibility; and — is
intended for the sole use of a particular patient
exclusively to meet their individual conditions
and needs.
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Category I:
Full professional prosthetist/orthotist.
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Category II:
orthopedic or Prosthetist technologist.
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Category III: Bench worker, needed to support
Category I and II personnel but are not
considered as service providers.
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a) Class I -Is (sterile) —Im (measurable), I (Non-sterile)
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d) Class III
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“ISO 13485/2016 Medical devices — Quality management systems — Requirements for

regulatory purposes “

6.2 Human resources:

Personnel performing work affecting product
quality shall be competent on the basis of
appropriate education, training, skills and
experience.

The organization shall document the process(es)
for establishing competence, providing needed
training, and ensuring awareness of personnel.
The organization shall:

a) Determine the necessary competence for
personnel performing work affecting product
quality.

b) Provide training or take other actions to
achieve or maintain the necessary competence.
c¢) Evaluate the effectiveness of the actions

taken.

d) Ensure that its personnel are aware of the
relevance and importance of their activities and
how they contribute to the achievement of the
quality objectives.

e) Maintain appropriate records of education,
training, skills and experience (see 4.2.5).

NOTE The methodology used to check
effectiveness is proportionate to the risk
associated with the work for which the training or
other action is being provided.
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World Health Organization. (2005). Guidelines for training personnel in developing countries for
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prosthetics and orthotics services. World Health Organization:

The prosthetics/orthotics professionals are
usually part of a multi-disciplinary
rehabilitation team. To ensure prosthetics
and orthotics service users get a quality
service, ISPO has taken several important
steps to facilitate and enhance the
education of all health care disciplines
involved with prosthetics and orthotics
throughout the world. The Society has
detailed appropriate education and training
programs for the full professional
prosthetist/orthotist  (Category 1),
orthopedic or Prosthetist technologist
(Category II) or bench worker
(Category III). The philosophy and
curricula are widely accepted by most of
the international governmental and
nongovernmental agencies in the field of
rehabilitation and prosthetics/orthotics
services. Category I and II personnel are
responsible for direct service. Category III
technicians/bench workers are also needed
to support Category I and II personnel but
are not considered as service providers.
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WHO standards for prosthetics & orthotics (partl standards)

The European Union Medical Device Regulation — MDR

WHO (Guidelines for training personnel in developing countries for prosthetics and
orthotics services World Health Organization 2005)

ISO 13485:2016 Medical device - Quality Management System

ISO 14644:2015 Cleanrooms and associated controlled environments
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