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Bio-Standards was established in 2010 as a regulatory consultant
specialized in product registration with the Saudi Food & Drug
Authority (SFDA) and Saudi Standards Organization (SASO), and
local market access for international manufacturers of Medical
Devices, Pharmaceuticals, Cosmetics, Food, Feeds, and Pesticides.
Bio-Standards also provides matchmaoking services between
international manufacturers and local distributors. We are proudly
serving more than 700 clients and has registered more than 120,000
poroducts.
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Unique Device |dentifier.
Device Identifier.

Production Identifier.

Automatic Identification and Data Capture.

Direct Marked UDI.

Soudi Arabia UDI Dotaobase.
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% Overview

MEDICAL DEVICE REGISTRATION WITH SAUDI FDA

The Saudi Food and Drug Authority (SFDA)
was established under the Council of
Ministers resolution no (1) dated 07/01/1424 H,

as an independent body corporate that

directly reports to The President of Council

of Ministers.

The Authority's mission is

protecting the community

through regulations and Therefore, if foreign manufacturers,
SiCOUVCRelelpelCRICHCRENIEE || manufacturers, importers, or
the safety of food, drugs, distributors wish to market cosmetic
uClelieelyelSVeEleNINCNIEE - oJuct in Saudi Arabia, they must

pesticides, and feed. register it in the SFDA database.

The main purpose of the
SFDA is to regulate, oversee,
aond control food, drug, and medical devices,
as well as to set mandatory standard
specifications thereof, whether they are
imported or locally manufactured. Moreover,
the SFDA is in charge of consumers
awareness on all matters related to food,
drug, and medical devices and all other

products and supplies.
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Introduction
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The Unique Device Identification (UDI) system is a
cornerstone of regulatory efforts aimed at improving the
traceability, identification, and management of medical
devices. By standardizing device identification, the UDI
system supports numerous public health initiatives,
including the detection of fraudulent devices, efficient
recalls, and enhanced reporting of adverse events. This
paper focuses on the requirements outlined in the SFDA’s
MDS-REQ-007-V220524/4 guidance document and highlights
the critical steps for manufacturers and Authorized
Representatives (ARs) in ensuring compliance.
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UDI Requirements
Overview

General Requirements

* Manufacturers must adopt standards from recognized issuing agencies
(GS1, HIBCC, ICCBBA).
The UDI consists of two parts: Device |dentifier (UDI-DI) and Production
Identifier (UDI-PI).

The UDI must be presented in two formats: Human-Reodable

Interpretation (HRI) and Automatic Identification and Data Copture (AIDC)
technology.

Placement on the primary label ond higher-level packaging is mandatory.

(01)12345678912345(10)202501(17)1234AB
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|
UDI-DI UDI-PI :
|
|
|

Direct Marking (DM)

Devices intended for multiple uses with reprocessing between uses must bear
a direct marking (DM) UDI unless technical or safety constraints make it

unfeasible.
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GS1-Data Matrix
Code (Machine
readable)

(012345 )1234A8

678912345(10)202501(17)1:

GSl-Linear Barcode
(Human readable)
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UDI-DI Lifecycle Management

Partners in Compliance

A new UDI-DI is required whenever there are

changes in device attributes, such as model

varionts or branding, that may offect

traceability or identification.

Saudi-DI Database

The Soudi-DI database ensures centralized data management. Key requirements include:
Submission of UDI-DI data before market entry.
. Timely updates to reflect changes.

Annual validation and periodic data confirmations.

Exceptions and Alternatives

Manufacturers may request exemptions or propose alternatives to UDI
requirements if standard compliance proves infeasible. These requests must be

supported by detailed justifications.
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Additional
Requirements

Software as a Medical Device (SaMD) UDI must be displayed on
physical labels and digitally accessible screens. Major updates to

software functionality or safety necessitate a new UDI-DI.

Implantable Devices Implantable devices must include their UDI
information on implant cards. For active implantable devices, serial

number tracking is required.

Configurable Devices These devices require a configurable UDI that

remains accessible either physically or electronically.

Components, Sub-systems, and Accessories Each component or
accessory that can be marketed separately must have its own unique
UDl.

Single-Use Devices For single-use devices packaged together, the UDI

is required only on the package level.

Kits and Procedure Packs Kits must have a unique UDI Internal

components may be exempt based on usage context.

Compliance Deadlines

Compliance with UDI requirements is phased based on device risk classes. Pre-complionce devices

may remain on the market for up to one year following the compliance deadline.
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Conclusion

The implementation of the UDI system by the SFDA marks a significant step towards strengthening medical
device traceability and ensuring patient safety in Soudi Arabia. By adhering to these requirements,
manufacturers and Authorized Representatives can enhance operational transparency and contribute to
public health initiatives. Understanding and integrating UDI requirements into device design, labeling, and
data management processes will not only ensure complionce but also support broader global

harmonization efforts in medical device regulation.
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Let Bio-Standards Help You

Our regulatory experts at Bio-Standards are equipped to:
Assess your product’s classification potential
Prepare complete and compliant PCS files

+ Communicate directly with SFDA on your behalf

+  Save you time, avoid rejections, and reduce risk

Let's talk

Bio-Standards - Medical Device Regulatory Experts
= info@bio-standards.com

x wwwbio-standards.com

in Bio-Standards

¢ Riyadh, Saudi Arabia
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Disclaimer

Bio-standards declare that the information provided in this E-Book gathered from
the official Saudi Food and Drug Authority (SFDA) website and supported with the
issued SFDA's guidelines and regulations. You must not rely on the information in
this E-book as an oalternative to the Saudi Food and Drug Authority (SFDA)

published regulations.

1. Licence to use this E-Book

Subject to your compliance with the restrictions below and the other terms of this
disclaimer, we grant to you a worldwide non-exclusive non-transferable licence to
download a copy of this E-Book. You must not in any circumstances:

() Sell, license, sub-license, rent, transfer, distribute or redistribute this E-book or
any part of it.

(b) Edit, modify, adapt, or alter the E-book or any part of it.

(c) Use of this E-Book or any part of it in any way that is unlawful or in breach of any
person’'s legal rights under any applicable law, or in any way that is offensive,
indecent, discriminatory, or otherwise objectionable.

(d) Use of the E-book or any part of the E-book to compete with us, whether directly
or indirectly.

(e) Use the E-book or any part of the E-book for a commercial purpose.

You must retain, and must not delete, obscure, or remove, all or any copyright
notices and other proprietary notices in this E-Book.

The rights granted to you by this disclaimer are personal to you, and you must not

permit any third party to exercise these rights.

2. Limited Warranties

Whilst we endeavour to ensure that the information in this E-Book is correct, we do
not warrant or represent its completeness or accuracy.

We do not warrant or represent that the use of this E-Book will lead to any
particular outcome or result.

To the maximum extent permitted by aopplicable law and subject to Section 3 below,
we exclude all representations, warranties, and conditions relating to this E-Book

aond the use of this E-Book.
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3. Limitations and exclusions of liability

Nothing in this disclaimer will:

a) limit or exclude our or your liability for fraud or fraudulent misrepresentation.
b) limit any of our or your liobilities in any way that is not permitted under
applicable law.

c) exclude any of our or your liabilities that may not be excluded under applicable
law.

d) The limitations and exclusions of liability set out in this Section and elsewhere in
this disclaimer.

e) We will not be liable to you in respect of any losses arising out of any event or
events beyond our reasonable control.

f) We will not be lioble to you in respect of any loss or corruption of any dataq,

database, or software.

4, Trademarks

a) Bio-Standards, our logo, and tagline are trademarks belonging to Bio-Standards
LLC. We give no permission for the use of these trademarks, and such use may
constitute an infringement of our rights.

b) The other registered and unregistered trademarks or service marks in the
E-book are the property of their respective owners. Unless stated otherwise, we do
not endorse and are not affiliated with any of the holders of any such rights and as

such we cannot grant any license to exercise such rights.

5. Digital rights management
You acknowledge that this E-Book is protected by digital rights management
technology, and that we may use this technology to enforce the terms of this

disclaimer.

6. Pirate copies
If you have received a copy of this E-book from any source other than us or, then
that copy is a pirate copy. If this has happened to you, please let us know by email

to info@bio-standards.com

7. Governing law

This disclaimer shall be governed by and construed in accordance with Saudi law.
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Bio-Standards

Bio-Standards® has the right skillset and technical
knowledge to support you with your regulatory and
registration needs with the Saudi Food & Drug Authority

(SFDA.

Q@ Kingdom of Saudi Arabia = info@bio-standards.com

& +966 558 100 990 A www.bio-standards.com
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