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Supreme Council of Health
Decision No. (69) of 2024
Amending Certain Provisions to Decision No. (48) of 2020
regarding the Regulation of Quality Control over Medical Devices and Products
President of the Supreme Council of Health:
Having reviewed Decision No. (20) of 2016 regarding the Determination Of Fee Categories for Private Health Institutions, as amended by Decision No. (24) of 2021,
And Decision No. (48) of 2020 regarding the Regulation of Quality Control over Medical Devices and Products,
And upon the submission of Chief Executive Officer of the National Health Regulator Authority;
And after the approval of the Supreme Council of Health,
Hereby Decides:
Article One
The definition of the term “Establishment” set forth in Article (1) of Decision No. (48) of 2020 regarding the Regulation of Quality Control over Medical Devices and Products, as well as the texts of Articles (3), (6), (7), (9), and (10), Paragraphs One and Two, shall be replaced by the following definition and texts:
Article (1):
Establishment:  Any legal entity that carries out an activity in the Kingdom relating to medical devices and products, and laboratory and diagnostic devices and products, such as manufacturing, use, importation, marketing, distribution, storage, or representing the manufacturer in marketing or distributing the same. 
Article (3):
The provisions of this Decision shall apply to all establishments and medical devices and products that are to be marketed in the Kingdom, such as contact lenses and laser devices used for non-surgical cosmetic purposes and their accessories. 
Article (6):
All establishments shall be required to obtain a licence from the Authority, and it shall be prohibited to engage in any activity relating to medical devices and products except through an establishment licensed by the Authority.
Article (7):
Medical devices and products shall be used only in health establishments licensed by the Authority. No medical device or product may be manufactured, introduced into the Kingdom, placed on its markets, or used therein except after being registered with the Authority and after obtaining written authorisation for marketing therefrom. Nor may such devices or products be transported, stored, resold, disposed of, or exported without obtaining prior written approval from the Authority.
Article (9):
All establishments shall ensure the storage and transportation of medical devices and products in accordance with the instructions set forth in the manufacturer’s recommendations accompanying the device or product. In the event of non-compliance therewith, the Authority may cancel the registration of the medical device or revoke the establishment’s licence.
Article (10) Paragraphs One and Two:
With the exception of low-risk home medical devices and products, it shall be prohibited for any person to market, advertise, or promote any medical device or product except after obtaining a licence therefor from the Authority and after payment of the prescribed fees.
The marketing licence for medical devices and products that comply with international quality and safety standards shall be valid for a period of three years following payment of the total prescribed fees.
Article Two
A new definition shall be added to Article (1) of Decision No. (48) of 2020 regarding the Regulation of Quality Control over Medical Devices and Products, reading as follows:
Low-Risk Home Medical Devices and Products:  Medical devices and supplies used outside the healthcare environment, which do not require complex maintenance and do not require a medical prescription, such as digital thermometers and blood pressure monitoring devices.
Article Three
A new Article No. (7) bis shall be added to Decision No. (48) of 2020 regarding the Regulation of Quality Control over Medical Devices and Products, with the following text:
Article (7) bis:
“By way of exception to the provisions of Article (7) of this Decision, medical devices and products registered in any of the following reference countries shall be registered in the Kingdom of Bahrain:
1- The Kingdom of Saudi Arabia – represented by the Saudi Food and Drug Authority (SFDA).
2- The United States of America – represented by the Food and Drug Administration (FDA).
3- Australia – represented by the Therapeutic Goods Administration (TGA).
4- Japan – represented by the Pharmaceuticals and Medical Devices Agency (PMDA).
5- The United Kingdom – represented by the Medicines and Healthcare products Regulatory Agency (MHRA).
6- Ireland – represented by the Health Products Regulatory Authority (HPRA).
7- Switzerland – represented by the Swiss Agency for Therapeutic Products (Swissmedic).
8- France – represented by the French National Agency for the Safety of Medicines and Health Products (ANSM).
9- Germany – represented by the Federal Institute for Drugs and Medical Devices (BfArM).
This shall be effected on the basis of a registration certificate issued by any of the aforementioned countries, after payment of the prescribed fee.”
Article Four
A new phrase shall be added to the end of Article (12) of Decision No. (48) of 2020 regarding the Regulation of Quality Control over Medical Devices and Products, reading as follows:
“The costs of destruction or disposal shall be borne by the violator.”
Article Five
The definitions of “Importer” and “Distributor” set forth in Article (1) of Decision No. (48) of 2020 regarding the Regulation of Quality Control over Medical Devices and Products shall be repealed.
Article Six
The Chief Executive Officer of the National Health Regulatory Authority shall implement the provisions of this Decision, and it shall come into force from the day following the date of its publication in the Official Gazette.
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