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SFDA 4th 
Strategic Plan
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SFDA Medical Devices 
Regulation Framework

✓ Support innovation and medical devices 
technology development.

✓ Enhance the Kingdom’s leading role 
internationally in the medical devices field.

✓ Protect the public health & patient’s 
safety in KSA.

✓ Support investments &  encourages 
manufactures to launch branches in the 
Kingdom.

✓ Effective economic impact for the Saudi 
market.
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SFDA Medical Devices 
Regulation Framework 
(MDS - Requirements)

REQ 
number Scope

MDS-REQ1 Medical Devices Marketing Authorization

MDS-REQ2 Clinical Trials of Medical Devices

MDS-REQ3 Safe Use of Medical Devices

MDS-REQ4 Medical Imaging and Accelerators Used for Medical Applications

MDS-REQ5 Shipments Clearance and Importation

MDS-REQ6 Radioactive Materials Used in Medical Applications

MDS-REQ7 Unique Device Identification (UDI)

MDS-REQ8 Advertising of Medical Devices 

MDS-REQ9 Establishments Licensing

MDS-REQ10 Inspection and Quality Management System

MDS-REQ11 Post-Market Surveillance

MDS-REQ12 transportation and storage of medical devices 
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SFDA Medical Devices 
Regulation Framework 

(MDS-Guidance Documents)

✓ Medical devices Cybersecurity

✓ Software as a Medical Device

✓ 3D printing in medical devices 

✓ Innovative Medical Devices

✓ Artificial intelligence (AI)

✓ MD Biotechnology

• In addition, several guidelines covering MD Advanced 
Technology and Applications
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➢ Local and Overseas MD Manufacturers Shall establish, document and 
maintain an effective Quality Management System (QMS).

Reference:  SFDA MDS-REQ 10

Requirements for Obtaining a Medical 
Device Marketing Authorization (MDMA)

➢ Overseas Manufacturer shall assign Authorized Representative (AR) 
established within the KSA (By a written mandate from the manufacturer 
to act on his behalf for specified tasks).

➢  Local Manufacturer shall obtain an Establishment License from SFDA

Reference:  SFDA MDS-REQ 9
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Requirements for Obtaining a Medical 
Device Marketing Authorization (MDMA)

Device Description and Specification, and Accessories1

Information to be Supplied by the Manufacturer2

Design and Manufacturing Information3

Essential Principles of Safety and Performance4

Benefit-risk Analysis and Risk Management5

Product Verification and Validation6

Post-market Surveillance Plan7

Periodic Safety Update Report (PSUR) and Post-market Surveillance Report8

➢ Submit Technical File for Scientific Evaluation including the followings:

Reference:  SFDA MDS-REQ 1

Class 
A

Class 
B

Class 
C

Class 
D

3
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4

➢ Overseas MD Manufacturer’ Account

➢ UDI Compliance Timeframe

➢  Guidance Documents Published in 2023

➢ Post-market Surveillance

➢ Clinical Trials

➢ Standards
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4

Overseas MD Manufacturer’ Account

Do you want to Delegate an AR to act on behalf of you submit 
products technical files and all related confidential 
information? 
      YES: Select one or many from the ARs of the Manufacturer.
      NO: no action
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4

Overseas MD Manufacturer’ Account
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4

SAUDI-DI
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4

SFDA-MD Regulations, Requirements 

and Guidelines 
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4

Safety Alerts 
 

Adverse Events & Complaints

➢ Postmarket Surveillance Updates (Jan- Nov 2023)

# Safety Alerts 357

Action Types
Correction Removal

255 102

# Medical Devices Affected +6 millions

Received AE & 
Complaints reports

11800

Type of Reports
(Adverse 
Events)

(Complaints)

Maintenance 
Reports, 

Inquiries, and 
Others
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4

➢ Since 2015, the SFDA has evaluated more than 

200 applications for MD Clinical trials (39 

applications in 2023). 

➢ A total of 112 approval letter has been issued to 

conduct clinical trials located within different 

cities around Saudi Arabia. 

All the requirements are clearly specified in 

SFDA MDS-REQ 2.
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4

➢ Currently, SAUDI ARABIA  participates (P- member) in 18 
international technical committees for MD standards in ISO  and 
IEC.  In addition to Advisory Groups:
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2023 Updates : Announcements, 
Documents, Procedures and Statistics

4

WHO Collaborating Centre for medical devices 
regulations at SFDA

➢ The main aim of the center is to build capacities in medical 
devices regulations regionally and globally.

➢  The center became a global center in 2022 to support 
Eastern Mediterranean region (EMR) and African countries.

➢  Two training programs in medical devices regulations are 
conducted annually by the center for regulators from EMR 
and African countries 
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2011

The Establishment 
of the SFDA

SFDA law

2003 2007

National Center 
for medical 

Devices 
Reporting 
(NCMDR)

2008 2009

Medical 
Devices 

Regulation

2010

Medical Device 
Marketing 

Authorization 
(High risk)

Medical 
Device 

Marketing 
Authorization 
(Medium risk)

Medical Device 
Marketing 

Authorization 
(Low risk S/M)

Full Technical 
File 

Assessment

MD Law & 
Executive 
Regulation

• Innovative path
• Local manufacturers 

support

UDI

2014 2015 2016 2017 2018 2019 2020 2021 20222012

National 
Diagnostic 
Reference 

Levels 
(NDRLs)

Establishments 
Licensing & 
Inspection

2023

GHTF Study Group 3 -  QMS 
(2008-2011)

AHWP Chair (2011-2014)

IMDRF Personalized Medical Devices (PMD) (2018-201x)

GHWP Chair  (2018-2022)

GHWP 
TC Chair 
(2023-

xx)
AG SNAIG

(2022-202x)

ISO & IEC Technical Committees (2013-202x)

AHWP TC Chair (2014-2018)

AHWP TC Co-Chair 
(2011-2014)

WHO Strategic 
and Technical 

Advisory Group
(2022-202x)

• Artificial 
Intelligence (AI)

• Point of Care 
(POC)

A Summary of SFDA-MD 
Regulations & Efforts
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THANK YOU

W W W . S F D A . G O V . S A

شكرا ً

To access SFDA-MD Regulations and Requirements 
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