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BACKGROUND

Reprocessing single-use medical devices involves regulatory, safety and moral issues
that can put patients and healthcare providers at risk of infection or breakdown. Single-use
medical devices durability to endure the reprocessing procedure has not been tested or
evaluated since it is intended by the manufacturer to be used only once. It is crucial to
differentiate between reusable and single-use medical devices, as reusable devices are designed
to tolerate repeated disinfection and sterilization procedures.

The compliance of the Saudi healthcare facilities to the SFDA decision of prohibiting
the re-use of single use devices has been tested, as revealed by the evaluation of 46 facilities.
Additionally, the result was compared to a former study, which was conducted by SFDA in
2014 with a similar purpose, to highlight the progress in the topic over the previous five years
[1]. In this study, we aim to test the progress of the Saudi hospitals compliance for developing
a single-use medical devices policy and procedure, and to compare the results with the previous

results that were obtained in 2014.

RISKS AND COMPLICATION

Single-use medical devices characteristics and design might be altered during
reprocessing, which will affect the functionality, safety and efficacy of the medical device [2].
It is also possible that full decontamination of single-use devices cannot be achieved due to the
complex shapes and forms of these devices, which will keep patients and healthcare providers
at risk of cross-infections [3]. According to the Joint Commission International (JCI), the
following risks might be caused as a result of reprocessing single use devices [4]:

- The characteristics of single-use medical devices will possibly get altered during the
reprocessing procedure, which will affect the performance and value of the device leading
it to fail to achieve its main purpose.

- Single-use medical devices are not validated nor tested for reuse or reprocess by the
manufacturer.

- Some single-use medical devices are made of materials that can absorb the sterilization

agents or corrode after the reprocessing procedure.
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- Some single-use medical devices are made of materials that may fail, break, or stretch when

undergo a reprocessing procedure.

EVALUATION OUTCOMES

Part I: Methodology
A sample of 46 Saudi healthcare facilities were evaluated on-site for having a clear policy

and procedures to prevent the re-use of single-use medical devices. The level of compliance
will be then compared with previous results of a survey obtained in 2014, to highlight the

progress in compliance to the SFDA safe-use requirements that relate to single-use devices.

Part I1: Results
In 2014, SFDA has formed a survey that was distributed over 463 healthcare facilities, to

study the situation of applying single-use medical devices policy in KSA. The results revealed
that 23% (104) of SHCFs have a written policy regarding the reuse of single-use medical
devices. [1] However, the results of evaluation in this study, which was conducted in 2019,
indicated a compliance level of 50% (23). Despite the achieved progress of 27% in between
2014-2019, the level of compliance is still very low, as half of the Saudi healthcare facilities are

still in none-compliance to the SFDA requirements for the safe-use of single-use devices.

Compliance of HCF

= Compliant HCF = Non-comphiant HCF

FIGURE 1 GRAPHICAL ANALYSIS OF THE COMPLIANCE OF SHCF TO DEVELOP A SINGLE-USE MEDICAL DEVICES POLICY.
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Part I11: Conclusion
Despite the fact that reusing single use medical devices lead to serious safety events, this

study indicated that nearly half of the Saudi healthcare facilities have not yet developed a clear
policy to prevent such a practice. With this in mind, the primary finding of this study comes to
suggest doing more efforts to increase the awareness of the risks associated with re-using single-

use devices throughout the available channels.

SFDA Recommendation

In reference to the findings of this study, the following actions are recommended:
- Raise the awareness of the threats associated with reusing single-use medical devices to
patient safety among healthcare providers
- Further efforts are needed to ensure the compliance of Saudi healthcare facilities to the safe-

use requirements of single-use medical devices

SFDA ACTIONS

The following actions were taken by SFDA to ensure the safe-use of single-use
medical devices:
- Non-compliance hospitals were directed to follow the safe-use requirements of single-use

medical devices, and followed-up to check the status of compliance to develop a clear
procedure for preventing re-using single-use medical devices.

- A number of webinars were conducted to increase the awareness of the Saudi healthcare
providers of the necessity to prevent the re-use of single-use medical devices.
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For further information or inquiries related to this study, you may contact us at:

cia.md@sfda.gov.sa
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