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REGULATION OF ORTHOPAEDIC IMPLANTS IN KENYA

A majority of orthopaedic surgery will require
the use of implants. The implants will be a major
contributor of the success (or failure) of the
surgery. It is also important that the implants
used in a particular region are compatible with
the anatomical variations of the specific region.
The study by Lakati and Ndeleva (1) identified a
mismatch between some of the locally available
implants for TKR and the dimensions of the
proximal tibia in the local population.

Aside from this finding, something else that
was observed when conducting this  study
was that a large number of the implants used
locally are supplied by persons who lack detailed
understanding of the implants as well as the
appropriate  instrumentation. For instance,
some of the suppliers did not have the product
monographs and even when given time to get
this, they were unable to do so. This was the same
in a previous study on the dimensions of the distal
femur in comparison to widely used total knee
arthroplasty implants (2).

This problem is not unique to implants used for
arthroplasty but afflicts implants used for trauma
care as well. In a previous study on the anterior
curve of the femur in the local population and
comparison to available femoral nails, product
monographs for some implants were not available
and the investigators had to measure the radius of
curvature of some of the femoral nails themselves
as they could not get this information from the
local suppliers as the products documentation was
unavailable (3).

This brings to the fore gaps in the regulatory
framework in the local orthopaedic implant
industry. Itis expected that suppliers of any medical
device or implant would have all the requisite
documentation for their products. As per the
National Guidelines for the registration of medical
devices, this should include product specifications,
instructions on its use, batch numbers and
manufacturers contacts (4). Information on
product specifications and instructions on their
use ensures that the products are used correctly.
Product batch numbers and manufacturers’ details
enable product tracing should the need arise as
occurs when serious defects or adverse events
are noted occasioning a recall. Trends are heading
toward the use of human and machine readable
Unique Device Identifiers (UDI) for this (5,6).

After products have been approved for use
locally by the Pharmacy and Poisons Board,

random checks should be conducted to ensure
that requisite standards are maintained.

Additionally, we need a framework that allows
for feedback on non-compliance on the part of
the distributors as well as the performance of
approved implants. This is important because the
approval of devices is sometimes based on limited
desktop evaluation or trials in small populations
and the only true test of their efficacy and safety
is their function once applied to a large number
of patients (7,8). In other jurisdictions, post-
market surveillance is in-part the manufacturers’
responsibility with mandatory reports expected
whenever any device related deaths or serious
malfunction of the devices is identified (9,10).

Medical practitioners also have an important
role in this. They are expected to report any un-
toward events such as implant failure or any other
adverse events (9-11).

For arthroplasty, reports on implant survival are
also important. Registries would be of great use
in this regard. Integration of registries with post-
market surveillance systems further enriches the
post-market surveillance systems. For instance, it
is the report from the National Joint Registry of
England and Wales that indicated that the DePuy’s
ASR acetabular implant was replaced or removed
29% of the times after six years that ultimately
led to the recall of this implant (12-15). Similarly,
a large proportion of the 578 recalls of total hip
replacement implants that occurred between
2002 and 2013 were occasioned by information
derived from joint registries (12).

The registration of implants locally is a function
of the Pharmacy and Poisons Board. Neither
orthopaedic surgeons nor their representatives
(such as the Kenya Orthopaedic Association)
are involved in this process. The capacity of the
Pharmacy and Poisons Board to evaluate suitability
of orthopaedic implants would be greatly
enhanced by involving orthopaedic surgeons
as well. This is the case in other jurisdictions.
For instance, in the USA, the Food and Drug
Administration (FDA) which is tasked with the
responsibility of licencing orthopaedic implants
involves orthopaedic surgeons in the evaluation of
implants before they are approved for use (10).

All other conditions not withstanding, the
Kenyan orthopaedic fraternity should be actively
involved in all aspects of regulation of orthopaedic
implants used locally as they bear ultimate
responsibility for whatever happens to their
patients after the use of these implants (15,16).
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