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▪ Sultanate of Oman country located on the southeastern coast of the 
Arabian Peninsula. 

▪ Oman has developed a comprehensive and robust healthcare system 
and aims for large scale strategic development in the healthcare 
sector with Oman vision 2040. 

▪ The Ministry of Health (MOH) Drug Safety Center is the primary body 
responsible for overseeing medical device regulations. And has been 
actively involved in following updates in international initiatives and 
forums of medical device regulation and convergence.

Sultanate of Oman



2015

2019

2020

بدء الافراج على الاجهزة واللوازم الطبية 
Start of Import control for medical 

devices 

2021

2022

Development of the regulatory framework for 

regulating medical Device

Pharmaceutical Affairs & Drug Control Regulations

للاجهزة الطبية بالتقييم الفني البدء 
Starting assessment of medical devices 

2023

2024

بإصدار قانون 35/2015مرسوم سلطاني رقم 

ت تنظيم مزاولة مهنة الصيدلة وتنظيم المؤسسا

الصيدلانية

Royal Decree No. 35/2015
The Law on Regulating the 

Profession of Pharmacology and 
Pharmaceutical Establishments

2020/113قرار وزاري رقم 

دلة بإصدار اللائحة التنفيذية لقانون تنظيم مزاولة مهنة الصي

و المؤسسات الصيدلانية شاملة فصل تنظيم المستلزمات 

الطبية
Ministerial Decree No. 113/2020

Issuing the Executive Regulation of the Law 

Governing the Practice of the Pharmacy 

Profession and Pharmacy Enterprises

Medical device Bylaws establishments

بدء الادراج على الاجهزة واللوازم الطبية 
Start o listing for medical devices  بدء اعمال اللجنة الفنية لتسحيل الاجهزة والمستلزمات

الطبية 
Starting Medical device registration 

committee

ونيةتفعيل بعض الخدمات الالكتر
Activate some Electronic 

service

2025

إصدار تعميم لبدء تسجيل الأجهزة 

عالية الخطورة 
Issuing the Registration 

Circular for High risk MD

C

C

تنظيم إجراءات الموافقة على أنشطة بيع الأجهزة

 Regulation ofالطبية للمنشآت المحلية

approval procedures for medical 
device sale activities for local 

establishments



Medical Device dept Organization Structure



Responsibilities of Medical Device Control department 

Registration Sections

Responsibilities:

1- Listing Medical Device Establishment. Started
2- Listing Medical Device/IVD Manufacturers & Products. 
started
3- Registration of Medical device establishment. Started for 
High risk (Class D)
4- Registration of Medical device/IVD Manufacturers & 
products. Started for High risk (Class D)
6- Medical Device Manufacturer Audits. ( started and ongoing )

Vigilance Section

Responsibilities:

1. Building a database including all reports related to 
the Post Market Surveillance. Started 
2. Circulation of Medical Device Safety alert. ongoing
3. Evaluation and investigation of adverse, incident 
events and complaints received. started
4. Activating focal points in different healthcare 
institutions in Sultanate of Oman. started 
5. Exchanging information related to medical device 
issues with relevant authorities in other countries.



Medical Device regulatory system

Oman MD regulation  has built its system based on WHO recommendations and by  
adopting its framework ,  Medical device definitions , Classification ( A, B, C and D).  And 
recently in engaging in WHO Global Benchmarking Tool ( GBT+MD) self assessment. Also 
Oman has adopted the existing guidance documents from IMDRF. In addition a Reliance 
agreement is in the pipeline. Actively participated in activities towards building  a 
convergent medical device regulatory system

Reliance & 
recognition 



Basis of Medical Device Regulation



Update Medical device Services launched Online  through MOH portal  



2. Manufacturer and 

Medical device 

Registration process

1. Local 

establishment 

approval process

Medical device Online Services through MOH portal 



Circular No. 182/2021

Risk Classification of Medical Device

Implemented



Circular No.161/2025
Commencement of Registration of High Risk 

Medical device & Supplies Manufacturers & their 

Products

Started receiving high 
risk files



Circular No. 162/2025

Guidelines for the innovative medical device 

Guidance for Electronic Instruction for Use

For industry and Public 
consultation 



Circular No. 173/2025

Regulation of approval procedures for 

medical device sale activities for local 

establishments



Thank you/Questions

Thank You

📧 Email: med-device@moh.gov.om

https://moh.gov.om/en/hospitals-directorates/directorates-

and-centers-at-hq/drug-safety-center/
🏢 Drug Safety Centre portal:

mailto:med-device@moh.gov.om
https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center
https://moh.gov.om/en/hospitals-directorates/directorates-and-centers-at-hq/drug-safety-center/

