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The development of the regulatory

framework in Oman
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Royal Decree No. 41/96 Royal Decree No. 99/2000

Issuance of Pharmacy Law

1977

® as per the Royal Decree No. 41/96
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Amendments of some provisions in the Pharmacy Law issued
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Royal Decree No. 35/2015
The Law on Regulating the Profession of
Pharmacology and Pharmaceutical Establishments

2020
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To establish the Directorate
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Ministerial Decree No. 73/2000
Licensing conditions for practicing as
Pharmacist or Assistant Pharmacist
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Amendment of Ministerial Decree No.

73/2000

P.O. Box 393, Muscat, Postal Code: 100, Sultanate of Oman. Tel: 22357627/22357620; Fax: 22357709; Email: dg-

padc@moh.gov.om; Website: www.moh.gov.om.
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Ministerial Decree No. 113/2020

Issuing the Executive Regulation of the Law
Governing the Practice of the Pharmacy
Profession and Pharmacy Entferprises
Medical device Bylaws establishments
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Medical device requlation iIs achieved through the
medical device control dept. . It Is part of the
DGPA&DC. Its Roles cover :

® Pre market control for medical devices.

® On market control of medical devices

® Post market control of medical devices.



Medical Device Dept DGPA&DC
Dept of Medical Device Control sections

High risk MD Low Risk MD
Registration Registration
section
In Vitro Medical Device
Diagnostics Vigilance

Registration Section




Medical Device ept. achlievements
Roval D WHO consultant Dept. added
oyal becree visit — Alan Kent with 4 sections
- Start the Draft Participation in
2 O 1 6 1 Staff joined for Bylaws GSO activities
Participation in .
Start of Vigilance
2 O 1 7 Total staff 2 GH(.Z cen’FraI section activities
registration

WHO consultant FIrS;emvi(ecilcal
Visit Dr.Nazih Al regulatory
Othmany Workshop

Awareness
Listing circular ( workshops for Hosting AHWP
2 O 1 9 Feb ) listing ( March 2019 Meeting Total Staff 13
and September)
. - Awareness IVD assessment Medical Device
Capacity building workshops for for Covid 19 and Bvlaws
with GHWP listing and v
. EUA pathway published!
import controls




Activation of Regulatory Measures of MD
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Started the Listing in Feb 2019

Pilot registration

* Receiving Quality Reports from health institutions
 Circulating Post market reports

« Awareness workshops on regulation and listing



Dept. Achievements

e Started Medical device listing for products and establishments since
Feb 2019. Listing is ongoing.

Creation of Data Base of Medical Device :




Capacity Building for MD Personnel @l gulao
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Information Exchange & participation with Health Authorities and organizations
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Hosting 24t_h annvual AHWP meeting in Oman
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Updates in Medical device Medical Device Bylaws are published
regulation in Oman In August 2020
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Started clearance of medical

device shipments as of 01-01-
2021




Milestones for
Regulation
Status In Oman

plan to start Registration of high risk devices in 2021

‘ Availability of fast track medical device registration

. Gradual implementation of regulatory measures



