Announcement (6 ) 5/2019

2019 /5 (6) cd<)

SUBJECT: Implementations of additional requirements
for breast implant devices

ADDRESSES: Local and Overseas Medical Devices
Manufacturers and Authorized Representatives of
breast implant.

Effective date: Sept 1, 2019

In order to ensure the safety and efficacy of breast
implants, SFDA is imposing additional requirements on
such products. That includes additional labeling,
documentation, and Post-Market Clinical Follow-up
requirements, as clarified below:

Labeling requirements:

e Label of breast implants products shall clearly
identify texturization information including degree
of the texturization. (outer surface roughness).

Required documentation from breast implants’
manufacturers upon (applying for/renewing) Medical
Devices Marketing Authorization (MDMA):

e Essential Requirements Checklist.

e All relevant evidence of compliance to Essential
Requirements including but not limited to Tests
Reports, and Verification & Validation Reports.

e Clinical Evaluation Report, and copies of
referenced articles.

e Clinical Investigation Plan(s) and Report(s).

e Complete Biological Evaluation Reports with all
biocompatibility testing data.

e Risk Management File (RMF).

e Manufacturing Process.

e Post-Market Surveillance (PMS) Plan and Report.

e Post-Market Clinical Follow-up (PMCF) Plan and
Report.

For breast implants devices which have obtained valid
marketing authorization, it is required to update their
marketing authorization applications with the here
mentioned documentation within above defined
period.

Post-Market Clinical Follow-up Requirement:

e SFDA might request conducting Post-Market
Clinical Follow-up (PMCF) studies from breast
implants’ manufacturers to address raised safety
and efficacy concerns.

For further enquiries regarding this announcement,
please contact md.rs@sfda.gov.sa or call 19999
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