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Call for the South African Health
Products Regulatory Authority to
revisit regulations relating to singleuse medical devices

CORRESPONDENCE

To the Editor: African countries face a well-recognised shortage
of essential medical equipment and surgical devices. To meet this
challenge, we will need context-specific solutions.
On 29 November 2019, the acting chief executive officer of the South
African Health Products Regulatory Authority (SAHPRA) issued a
directive that contained the following instruction: ‘Medical devices
intended by the original manufacturer for single use may only be used
once, may not be reprocessed and must be disposed of after use.’[1]
A letter from the first author (JL) to SAHPRA (4 February 2020)
appealing this mandate was unacknowledged, and later, after multiple
attempts to engage, SAHPRA said that the matter was non-negotiable.
Following this new rule, Groote Schuur Hospital has banned any
reprocessing of medical devices.
The practice of reprocessing single-use devices (SUDs) is widespread
across the globe. Many countries have specific regulations in this regard.
The widely recognised draft US Food and Drug Administration (FDA)
statement (2000) on reprocessing[2] describes a risk-prioritisation
scheme that addresses the combined risks of infection and device
performance. The FDA states that many SUDs ‘are low risk when used
for the first time and remain low risk after reprocessing, provided that
the reprocessor conducts cleaning and sterilization/disinfection of the
SUD in an appropriate manner’.[2] A review of FDA oversight reiterated
the safety of reprocessing in a 2008 article that stated: ‘available
information indicates that their use does not present an elevated
health risk’.[3] Over 8 800 hospitals use reprocessed devices in the USA,
Canada, Israel, Europe and Japan alone.[4] Yet the practice is outlawed
by SAHPRA in South Africa (SA), when the cost/risk benefit may be
far more advantageous in less developed economies, and especially in
the cost-constrained public sector in SA.
A recent editorial in the Annals of the Royal College of Surgeons of
England recognises that ‘the amount of single use equipment in the
operating theatre can be phenomenal … a simple tonsillectomy can
generate over 100 pieces of disposable plastic’.[5] Estimates suggest that
as much as 7 000 kg of landfill waste could be reduced annually by
reprocessing at a 200-bed hospital.[4]
Reprocessing SUDs is also a way to reduce the carbon footprint
of healthcare, which is 4.4% of global emissions or equivalent to
the annual greenhouse gas emissions from 514 coal-fired power
stations. [6] Operating theatres have a particularly huge environmental
impact. For example, ‘a typical cataract operation in the UK generates
182 kgCO2, but in India the same operation generates only 6 kgCO2 …
[while] a robotic hysterectomy [generates] over 800 kgCO2’.[5]
A Commonwealth Fund report has looked at the cost savings
inherent in reprocessing of SUDs. It is estimated that in the USA
alone, reprocessing would reduce healthcare costs by USD540 million
annually.[7]
We call on SAHPRA to engage with stakeholders and to reconsider
its 2019 directive. Our hope is that this process would result in the
drafting of guidelines to allow quality-controlled reprocessing of
selected SUDs to ensure patient safety by mandating strict cleaning,
functionality and sterility specifications. Such guidelines would lead
to substantial financial and environmental savings for SA, without
compromising patient safety.
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