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Newly issued EDA Guidelines

1-Guideline for Preclinical testing and clinical investigation for Medical devices

(10/24), which is aligned with the following IMDRF and GHTF documents :

« IMDRF MDCE WG/N57FINAL:2019 Clinical Investigation (formerly GHTF/SG5/N3:2010)

 IMDRF/IVD WG/N64 FINAL:2021 Principles of In Vitro Diagnostic (IVD) Medical Devices
Classification

« GHTF code: GHTF/SG5/N6:2012 Clinical Evidence for IVD Medical Devices

 GHTF code: GHTF/SG5/N8:2012 Clinical Performance Studies for IVD Medical Devices

2- Requlatory Guideline for importation of non-commercial samples.
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Revised EDA Guidelines

1- Minimum labelling requirements guideline, 2nd version (12/2024), which is aligned

with the following IMDRF technical document:

 IMDRF/GRRP WG/N52: Principles of Labelling for Medical Devices and IVD Medical Devices

2- IVD requlatory quideline, 2nd version (02/2025), which is closely aligned with the

following IMDRF technical documents :

« IMDRF/RPS WG/N13 FINAL:2019 (Edition 3). In Vitro Diagnostic Medical Device Market
Authorization Table of Contents (IVD MA ToC)
« IMDRF/GRRP WG/N47 FINAL:2018 Essential Principles of Safety and Performance of Medical

Devices and IVD Medical Devices
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EDA Guidelines Currently Under Development

1- Reqgulatory Guideline for manufacturing of medical devices and IVDs under
license.
2-Regulatory Guideline of Registration of Locally Manufactured Medical

Devices without International Quality Certificates (2nd version)
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Training Programs

EDA operates a Center for Continuing Professional Development (CPD) that
Is tasked with the ongoing development and execution of training programs for

EDA staff and pertinent stakeholders in the industry.

* No. of internal training programs for regulatory staff in 2025:19
« Total no. of trainees : more than 400

* No. of external training programs for Industry stakeholders in 2025:7
 Total no. of trainees : more than 250 Sl
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EDA’s International Harmonization Efforts

« EDA is the first African NRA to achieve WHO e @) O

Associate Member of General European Official v ~Observer of Intermational Cooperation on
Medicines Control Laboratory Network Cosmetics Regulation

ML3 for both Medicines and Vaccines — . & o Nov2021- Jume 202

(=}
Associate Member of WHO National &1 YCICH  Oserver then Member of the

Producing, March 2022, December 2024. e s R et Couclf

Harmonization
Dec 2023 / ' Mar2022
Observer of the European s Sxara Associate Member of the
Pharmacopeia Commission oS International Coalition of
: : : \ vt T
« Since its formal establishment, EDA, Egypt ... &

Harmonization Working Party May 2022; June 2024

has prioritized international engagements and o«

A_ﬁl‘liate Me’nbefofthé International %1MDRF
Medical Device Regulators Forum

IS currently an active participant in more than sep2023
10 international organizations.

IPRP_MC Member & Vice Chair

¢ i
\ | of the International
Pharmaceutical Regulators
Programme
icis

pics
Pre-Accession Applicant of the Pharmaceutical Inspection Cooperation Scheme

* June 2025, EDA, Egypt hosted the Global &
Harmonization Working Party (GHWP) TC #®
leaders meeting for the 15t time on African lands. G*
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EDA'’s International Harmonization Efforts | Regional Contribution |

| e ———

« June 2025, In Cairo, an eight-party MoU was signed between African (NRAS)
recognized by the WHO as Maturity Level 3 (ML3). The agreement includes Egypt,
Nigeria, South Africa, Ghana, Tanzania, Zimbabwe, Rwanda, and Senegal.

« April 2025, EDA, Egypt was elected as the Vice-Chair of the (AMDF) under the
umbrella of (AUDA-NEPAD), for a term of three years. And, in February 2025, EDA,

Egypt was elected as the President of the North African Medicines Regulatory
Harmonization Initiative (NA-MRH) for a term of three years.

-« September 2024, Egypt was chosen to host the Headquarters of the Arab §

Drug Agency (Waad). And, in April 2024, Egypt attained the Board
Membership of the African Medicines Agency (AMA).
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Nigeria (NAFDAC)

Zimbabwe (MCAZ)

Mutual Reliance Reliance on EDA, Egypt
South Africa (SAHPRA) Madagascar (MSANP)
Mutual Reliance

Reliance on EDA, Egypt

y . . . _ _
EDA’s International Harmonization Efforts | Bilateral Cooperation |
/\ Yemen (Aden)
@ United States Pharmacopeia Reliance on EDA, Egypt
Adoption Agreement
South Sudan

Reliance on EDA, Egypt

Rwanda (RFDA)
Reliance on EDA, Egypt

Cuba (CECMED) PRC (ACOREP)
Exchange of Experience Reliance on EDA, Egypt

Brazil (ANVISA) " | Senegal (ARP) Zambia (ZAMRA)
Exchange of Experience |\ Mutual Reliance | sl Reliance on EDA, Egypt
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Contribution to Harmonization Efforts in the Scope of Medical Devices

I M D R F African Medical Devices Forum (AMDF) @ Globsal Harmonization Working Party

gHwp Towards Medical Device Harmonization

Regulated Product
Submission (RPS)
Working Group (WG)

Pre-Market Sub WG

Aug

24 WG2 Pre-Market: IVDD

Adverse Event

Placing in the Market
Terminology (AET) WG

Sub WG
WG7 Quality
Management System

Clinical Evidence (CE)

for IVDs WG Post-Market Sub WG
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EDA’s IMDRF Activities Updates

I =
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1- Providing Experts 2- Implementation of 3- Providing Meaningful 4- Sharing in the Public
for Drafting and the IMDRF Technical Inputs to the Consultation Calls of
Revising IMDRF Documents in a Step- Developmental Work of IMDRF Technical

Technical Documents Wise Priority-Based the IMDRF through Documents & Engaging
Regular Surveys Stakeholders

Approach
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IMDRF

EDA’s IMDRF Activities Updates

June
2025
(n=34)

June
2024
(n=31)

Implementation Level

Implemented (IM) 2 4
Partially Implemented (PI) 9 )
Not Implemented (NI) 10 12
Not Applicable (NA) 10 6

IMDRF Documents Implementation Progress

With the issuance of EDA New Guideline for
Preclinical testing and Clinical Investigation for
Medical devices, and with more internal alignment
between the relevant departments,

« 5 previously NI documents were considered

(2 NI to IMP, 3 NI to PI).

« 3 previously Pl documents are now fully
iImplemented.

« 3 New Guidelines not yet implemented (NI).

« 4 Guidelines re-considered

applicable (NI).

were as
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/\_/_\/
Providing Inputs to IMDRF

EDA’s IMDRF Activities Updates Developmental Work & Sharing in

Public Consultation Calls
/\_/—\/

Foundational Documents Review

2025 Future Trainings Survey
—, Strategic Plan 2026-2030 Survey
Regulatory Question Box

Reliance Dataset Review
O Public Consultation: IMDRF/SaMD WG/N81 DRAFT: 2024 Medical Device
Software: Considerations for Device and Risk Characterization

Public Consultation: IMDRF/GRRP WG/N89 DRAFT:2025 - Playbook for | s
Medical Device Regulatory Reliance Programs 12
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miriam.boles@edaegypt.gov.eg
sondos.moshtohry@edaegypt.gov.eg

Thank you/Questions
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Direccion Nacional de Vigilancia
Sanitaria — DINAVISA

Regulatory Updates — IMDRF Affiliate Member

Y
W

&

DINAVISA

Q.F. Alison Iglesias
Medical and Dental Devices
Directorate — DINAVISA.
Sapporo, September 2025
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DINAVISA

The National Directorate of Health Surveillance
(DINAVISA) is an entity with legal status under public law,
with administrative autonomy, self-governance, and its
own assets, as established by Law No. 6788 of August
23, 2021.
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15 September 2025

The authority responsible for developing
appropriate strategies, regulating, controlling,
and inspecting health products such as
medicines for human use, drugs, chemicals,
reagents, medical devices, and any other
product used and applied in human medicine,
as well as products considered cosmetics,
perfumes, household and related products,
food, and those products whose regulation
and control are assigned to it by law, and may
sanction any violations detected.
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Regulation of Medical Devices - DINAVISA

Medical Devices it has an MD INSPECTION
DIRECTION, with two departments:

- Inspection of medical devices,

- Inspection of IVD.

Two Directorates operate with the General

Direction of Evaluation of Register:

- Medical and dental device registration
directorate

- Directorate of products for IVD

In addition to other areas with other functions such
as Technovigilance, etc.

Medical and dental device registration
directorate:

1-Department of Dental Devices

2-Low Risk Medical Devices Department
3-Department of Moderate and High Risk
Medical Devices

Directorate of products for IVD:

1-In Vitro Product Registration Department
2-Department of Validation of the performance
characteristics of the product
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Updates to the Medical Device Regulation - DINAVISA

0 September 2024 in Seattle, Washington:
DINAVISA was accepted as an Affiliate Member of the IMDRF.

O January 2024:.

A simplified procedure was established for in vitro diagnostic devices authorized and marketed in countries
regulated by PAHO/WHO Reference Regulatory Authorities, the Regulatory Authorities of IMDRF member
countries, and Regulatory Authorities with which bilateral agreements exist. This simplified process, under
these conditions, applies to all classes of in vitro diagnostic devices. Application approval takes 15 business

days.
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Updates to the Medical Device Regulation - DINAVISA

0 September 2024

v A simplified process is in place for granting marketing authorizations for Class Il, lll, and IV medical devices
(excluding IVDs) authorized by Strict Regulatory Authorities (ARES) and Reference Regulatory Authorities
with the highest level of maturity according to the WHO. In the pre-marketing authorization evaluation
process, a minimum number of the required documents are reviewed, as long as the conditions do not differ
from those authorized by the aforementioned Regulatory Authorities. These documents are: Letter of
Representation, Certificate of Free Sale or Sanitary Registration of the product, Label/Sticker/IFU. The
simplified process significantly reduces the time involved in the marketing authorization process for medical
devices.

v' Class | medical devices are issued by Mandatory Health Notification, which is an automatic process and by

sworn declaration of the applicant. 04
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Regulatory Convergence:

DINAVISA constantly reviews its standards and other
international standards with the goal of adopting them
and thereby harmonizing regulatory requirements and
approaches across different countries and regions.

This represents an important form of regulatory
cooperation that enables enhanced cooperation and
collaboration among regulatory authorities.
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Regulatory Confidence:

DINAVISA continues to work on the
COLLABORATIVE REGULATORY APPROACH,
iImplementing simplified and agile processes by
relying on regulatory decisions from other
reference authorities to accelerate the marketing
authorization of medical devices, improving
efficiency and access to medical devices without
compromising the rigor of the regulatory process.
This also allows it to concentrate its resources on
specific activities to strengthen public health
systems.
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Implementation of IMDRF documents:

As a member of MERCOSUR, DINAVISA
actively participates in the technical meetings of
the Medical Products Subcommittee
(SCOPROME), where MERCOSUR Resolutions
are updated and new Resolutions are
developed that adopt the concepts and criteria
established in the IMDRF working documents.

MERCOSUR

=
W

Y

—4

DINAVISA
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Implementation of IMDRF documents:

Some of these Resolutions approved and published by MERCOSUR are:

O GMC Resolution No. 25/2021 “MERCOSUR TECHNICAL REGULATION FOR THE
REGISTRATION OF MEDICAL PRODUCTS (REPEAL OF GMC RESOLUTION No. 40/00)”

In the development of the aforementioned Resolution, IMDRF documents were used as a reference.
Some of these are:

v IMDRF/SaMD WG/N10FINAL:2013 Title: Software as a Medical Device (SaMD): Key Definitions.

v' IMDRF/SaMD WG/N12FINAL:2014 Title: "Software as a Medical Device": Possible Framework for
Risk Categorization and Corresponding Considerations.

v' IMDRF/RPS WG/N19 FINAL:2016 Title: Common Data Elements for Medical Device Identification.
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Implementation of IMDRF documents:

Some of these Resolutions approved and published by MERCOSUR are:

0 GMC Resolution No. 07/24 “MERCOSUR TECHNICAL REGULATION ESSENTIAL
REQUIREMENTS FOR SAFETY AND PERFORMANCE OF MEDICAL PRODUCTS AND
MEDICAL PRODUCTS FOR IN VITRO DIAGNOSTICS (REPEAL OF GMC RESOLUTION
No. 72/98)” which has as Reference the document:

v' Essential Principles of Safety and Performance of Medical Devices and IVD Medical
Devices (IMDRF/GRRP WG/N47FINAL:2018)
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Implementation of IMDRF documents:

Draft regulations under development within the scope of MERCOSUR:

» Customized Medical Devices.

This project in development has the following documents as reference:

v IMDRF/PMD WG/N49 FINAL:2018). Title: Definitions for Personalized Medical Devices

v (IMDRF/PMD WG/N74 FINAL: 2023). Tittle: Personalized Medical Devices — Production
Verification and Validation.
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Implementation of IMDRF documents:

Draft regulations under development at DINAVISA, which aims to adopt the concepts and
criteria of IMDRF documents:

» Unique Device Identification (UDI)
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Benefits of participating as an IMDRF Affiliate Member:

= Regulatory Convergence

» Strengthening the regulatory system

» Facilitation of information exchange between regulatory authorities
= Access to high-level training

= Participation in IMDRF working groups

= Regional Positioning

= Promotion of innovation and patient access to safe and effective devices

12



)

International Medical Device AR - :‘-‘- PR
I M D R Regulators Forum : LD a0 v W A A ' 4
]

R “:ﬁsﬁﬁi Fi - T e =, -
mmit Egy < _E EE = \/ﬁm’“‘“ - il
o llI = e \ y L A “ A

lllllllllllllll n

Challenges encountered.:

= |Language
= Active participation in working groups

» Constant technical development
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Thank you

DIRECCION NACIONAL DE PARAGUAI

% VIGILANCIA | TETAYGUARA REKORESAIRA
'SANITARIA | NANGAREKOHA

PARAGUAY MOAKAHA

secretariageneral@dinavisa.gov.py

dispositivos.medicos@dinavisa.gov.py
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Medical Device regulation updates in Oman

Speaker: Eng. Faiza Al zadjali
Drug Safety Center, Ministry of Health- Sultanate of Oman
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Sultanate of Oman

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.
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Development of the regulatory framework for
regulating medical Device
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Medical Device dept Organization Structure

Ministry of Health
Drug Safety
Center

Medical device
control department

Medical Device
Registration

Section
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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.
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Medical Device regulatory system

Figure 6. Common stages of government regulations reutar o 153 /2023
WHO Global Benchmarking Tool plus ——
. , . CONCEPTION PACKAGING

MEdKal Dewces (GBT+MEd|Ca| DEVEngDMENT MANUFACTURE LABAETBNG ADVERTISING  SALE
devices) for evaluation of National —— REMARET ————» — PUCNG —» < POSTAARIT »

ON-MARKET SURVEILLANCE/

' VIGILANCE

Requlatory system of medical products

WP eLes | @ TR LT
Oman MD regulation has built its system based on WHO recommendations and by

adopting its framework , Medical device definitions, Classification ( A, B, Cand D). And
recently in engaging in WHO Global Benchmarking Tool ( GBT+MD) self assessment. Also
Oman has adopted the existing guidance documents from IMDREF. In addition a Reliance
agreement is in the pipeline. Actively participated in activities towards building a
convergent medical device regulatory system
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Basis of Medical Device Regulation
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Ministerial Decree No. 113/2020,

Issving the Executive Regulation of the Law Governing the
Practice of the Pharmacy Profession and Pharmacy Enterprises
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This service enables registered herbal medicine
companies to register a herbal medicine

View Details (3 Start Service

This service enables you to request the re-
registration of herbal medicines.

View Details

(3 Start Service

Media Center ™

This service enables you to register a herbal
pharmaceutical company.

View Details

(3 Start Service

Statistics & Documents ~

Update Medical device Services launched Online through MOH portal

EParticipation Contact Center

This service allows the beneficiaries to request
the re-registration of a herbal medicine
company

) View Details (3 Start Service

Request for a change in a registered herbal
company or its products

This service enables you to request making a
change in o registered herbal company or its
products.

(D View Details (3 Start Service

Register Health Products

This service enables you to register health
products

D) View Details 3) Start Service

Submit Pharmacovigilance Documents

This service enables you to submit drug safety
reports and other pharmacovigilance
documents for evaluation

() View Details Start Service

Activating the activity of selling medical
devices and supplies

This service enables you to activate selling
medical devices and supplies activity.

@ View Details (3 Start Service

Registration of Medical Device
Manufacturer

This service enables you to register medical
devices and supplies manufacturing
companies.

() View Details )Start Service

Request for re-registration medical device
and supplies Manufacturer
This service enables reviewing and evaluating

applications for registering medical device and
supplies manufacturers

View Details (3 Start Service

Register Medical Device
The service enables the registration of a
medical device.

View Details

(3 Start Service

Re-registration of Medical Device
This service enables you to re-registera
medical pharmaceutical device.

(@) View Details () Start Service

Request for Medical Device Variation

Request for Medical Device Variation

(D View Details (3 Start Service

Import Unregistered Medical Devices

This service enables you to import unregistered
medical devices.

View Details Start Service
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Medical device Online Services through MOH portal

approval process

Activating the activity of selling medical
devices and supplies

This service enables you to activate selling
medical devices and supplies activiby.

(i) View Details (>} Start Service

Register Medical Device

The service enables the registration of a
medical device.

(i) View Details (3 Start Service

=)

Pharmaceutical Facility License & Medical
Device Establishments Approval

This service enables you to get a license to open
a pharmaceutical facility, including: a public
pharmacy, internal pharmacy, drug warehouse,
a scientific office, pharmaceutical consulting
office, drug analysis laboratories,

(i) View Details (3)Start Service

Registration of Medical Device
Manufacturer

This service enables you to register medical
devices and supplies manufacturing
companies.

(1) View Details (=) Start Service

=)

2. Manufacturer and
Medical device
Registration process

|
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Circular No. 182/2021

Risk Classification of Medical Device

Implemented

Sultanate of Oman
Ministry of Health

Directorate General of Pharmaccutical

Affairs and Drug Control

b

‘b”‘) vmn l :ll .
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A e U _eladla o, o T
A SMaa Sl A oL 3, Sl

Muscat Jdo S
Circular No. | ¢ o 2 / 2021
od o3zi1saz 5 oy
} 3 -102021
Adall Ca 3laall s 336N Jlaee 3 Alalal) iliaupall 5 <lS LA (5 uda [ STla S SalEY)
To All Medical Device Establishments
After Compliments, o day g Agle dgad
Sub: Classification of Medical Devices Al 55429 ikalaal 1f _pain pall

As part of the Ministry of Health's endeavor to start
registering medical devices and supplies in accordance
with the law regulating the practice of the profession of
pharmacy and pharmaceutical institutions issued vide
Royal Decree No. 35/2015 and the executive regulations
issued for the Law as per Ministerial Decision No.
113/2020, this is to inform all concerned that we have
classified the medical devices into different category as
shown in the table below:

e JEd o35 5 diaS A el Aaall 350 3y pree ]
eyl 3 sl g A5 e 2Bl O A ol Ll T2k 5 Tk
A=l 5 2015/35 A3 Al sy ilall YR
4R 25 20200113 55 )5l JoAN s ol Laaeh
2T Sl b praie pall e Tkl 3 g V! gl doadic | Algae

Severity Class Risk Level
Low Class A Class 1 Devices
General IVD {other)V Exempt IVD
Low- Moderate Class B All Class 11/ Class 1la
Self-test IVD
Moderate-High Class C Class ITh/ Class 111
Annex II List B (IVD)
High Class D All other Class III/ Class IV/ AIMD
Annex I List A (IVD)

A LW e Sealill o s+ laiid U asmy i 3
For any querics, please ooutncl the following email: med-deviee@_moh.gov.om

\"'ﬁ-

J-_—_—-—

Director General

Dr. Mohman Al RJ&% /j 5!,‘

e S G T

pAD( : PPIFOAENS uSLS - PPIMOVINL <iila - Ve (gaspall 3oul - dua MAF o, o
i s @ PO Box 393 Muscat - Postal Code 100 - Tel: 22357111 - Fax 22358489

W dgpa_dc Emall dg-padc@emoh.gov.om
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Circular No0.161/2025

Commencement of Registration of High Risk
Medical device & Supplies Manufacturers & their
Products

Started receiving high
risk files

Sultanate of Oman

To All Medical Device Establishments

Afier Compliments.

ot 2 = YT

Ministry of Health A _oaldl 3,159
Drug Safety Center elga M A _adSeu 35S ,a
Muscat aid cu a

Circular No. |& | /72025
0 b-1-1447 H
o\ -07-2025
Caa_Sanall Applall Sl Slacall 3 3 552V Jiaa B Alalall Slecpall s SAS LA o uda S SR f RlEN)

cang s Aule Auas

| In reference to the Ministerial Decision No. 113/2020 and

O
P esc

Sub: commencement of Registration of High risk
Medical Devices and Supplies Manufacturers and
their products.

sl Sla 3Eedli s 356231 ailaaa Juas £ aull 1& sada gl
5shal) Alle LgSiatiay

in accordance with its provisions to regulate the Medical
Device and Supplies,

would like to notify all medical device establishments to
start the registration of Medical Devices and Supplies
Manufacturers and their high risk products and Shipment
release will not be allowed as of the date 01/07/2026.

Accordingly, we request all Medical Device
Establishments to do the needful for submitting

the Technical Files for high risk products through MOH
online portal at least two months prior to the arrival of the
shipment. The Drug Safety Center is not responsible for
any delay in custom clearance unless the registration
process is completed.

We would also like to inform you that medical device
registration scrvice is active, therefore, those who wish to
voluntary register are kindly requested to do so through the
Ministry of Health's Portal.

The registration requirements can be found at the
following link:
hitps://moh.gov.om/cn/hospitals-directorates/directorates-

il ASaY 138,55 20207113 235 sl 50 Al T alad
e 43t s 550 353 (ALl S Asadall e Sl 3 Seat g lkas
peae Jimes fan Aalall SilaShedly 3 5ea V) (53 5. anan
S O 0 sTad ] Tule LeSiatia Auadall ol Slall 3 e !

01-07-2026 Fa )5 e ) hisl Slia 2l Lle 21 4Y0

A e Aaadall Cola Nt 55 5ea VIl CiS 52 e s 5 aule
WGl sl B e e B daaltl Aulle Cilamn ) Al UEla i e
SO et AaaZl s g J8 Aa )l 350 G o) Al
VAV B als ol Ge Jaseee e el all AL S 5. o
el e e oL@V A0 Al Le SaaZl | le

e Asle 5 Adnia aadall 5 eV S daca sV o g laS
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and-centers-at-hg/drug-safetv-center/

For any queries, please contact the following email:

med-device@moh.gov.om
Ph. Ibrahim Na <er

Director Gener:

—ls Vi el s cida s JVhittps:moh. gov.om/ar
: T <o

PPWOAEAQ LSS - FPOVIL Lasla - 1-- Sapadl joull - Blcs A o
PO Box 393 Muscat - Postal Code: 100 - Tel 22357111 - Fax: 22358489
@ @DSCPHO Email: dscpho@moh.gov.om
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Sultanate of Oman Olb——as A& _alalen

Ministry of Health A ol 3,159
Drug Safety Center slga—Jl & aSeu 3S ,a
Muscat i a

Circular No. / & 2/ 2025
D b -1-1447 H
o1 -07-2025
Coia_Saall g@\;uwl,;x@vidb‘J&Mtah_,u\,auﬂ\_;,,a./qﬂu./_;.auyl

To All Medical Device Establishments

After Compliments., fo dmg g Anls Auas

1 [ Sub: Guidelines for the Innovative Medical Device Lolall 554250 Lalall LalZ Y ALY £ g gall |
I r C u ar O . Guidance and Guideline for Electronic Instructions 55430 S 9 0SSV andsadl Jals g 5SSt
. Aalall Gila 3heaadl g

for Use .

In reference to the Royal Decree No. 35/2015 which | s 5 =9l e o o el Ao all 55155 ae Ml &
\

promulgated the law regulating the practice of the Uyl e aalasi 5508 3 ola Lol Uy Akl ol ke

Guidelines for the innovative medical device D Rea e 2, it lnsitens | o 7 S a5 G e
executive regulations for the law regulating the practice ;s).. o ‘j“'é"a" s 3 ;“-,(i ,_l 3 k,;-; c .;,;T‘J): P
s 3 = <202 s f -2 -

Guidance for Electronic Instruction for Use of the profession of pharmacy and pharmaceutical | 27 S S o8 20207113 s a0

S ASIV aasildl (Ll 5 Shaldl Aghall B g

Towards the enactment of the medical device and Akl il Gl 93 e
equipment regulation in Oman in accordance with the
abov‘e mcnlioncq Minislcn'al Decision, . we h'avc Az IS e AISYY 234 ks le £ Sy Sy ay
published draft guidelines about the Innovative Medical colsal Jast I 1 <1 s s
Device Guidance and Guideline for Electronic ) L ik 222
Ilr:slrMug:’)ns f;:)r_Usc d The dm‘? ﬁ;’ldc.lncs is uploaded in | 4 .. ps://moh.gov.om/ar/-=diisaad
:nethe l_nkr\u site and it 1s available —ale -l gana S| yall 5y iy I/ 1,

e el gl AS S 5a/5 5l 5 JV/#Section |

https:/ moh.gov.om/en/hospitals-directorates/directorates-
and-centers-at-hg/drug-saftetv-center/#Section 1

For ind UStry and PUinC You can notify your comments, if any, on the draft

guideline within a period of two months from the date of
this Circular. Comments can be sent to this email: eV e

CO n s u Itatio n med-device@moh.gov.om

Thank you for your understanding and cooperation.

AW e Ciaay o) LeaaSia ol oSl Sy 3
1A S Oe et 58 JBA Sy, dualz gy
= | o3a Tl 3} SSas Sua asandll

-

Ph. Shrubing Nasses Al Rashdi
Director General
FPIOAEAQ LSS - PPROVIN Lasla - 1-+ Sanadl joudl - b o AW o
PO Box 393 Muscat - Postal Code: 700 - Tel 22357111 - Fax: 22358489

© @DSCPHO Email: dscpho@moh.gov.om

\/ DS

cloal Aoil.u j5io
Drug Saftety Center
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Circular No. 173/2025

Regulation of approval procedures for
medical device sale activities for local

establishments

Ongoing inspection and
compliance for local MD
establishment

Sultanate of Oman

o £ aiad

Ministry of Health Aol 3,159
Drug Safety Center slgu I & _adu S ,a
Muscat e

Circular No. | 7372025
26 _-1-1447 H an
2.1 -07-2025
Coia sl Akl Sila 3Tl 3 3 362 Jaa L Alalall Sileans gall 3 SAS 30 g suda f Sl U3

To All Medical Device Establishments

After Compliments,

Sub: R:-gul-(ion of approval procedures for medical devices
sale activities for local establishments.

Apdadl Sl Shad 5 5 gV aa AR e A2h1 gl Sils 1 o) apBis 1E paia gall
Alaa) Sl

| In line with the Drug Safety Center’s commitment to regulate the
procedures for practicing the wholesale and retail sales act ies of
medical devices and supplies . and in line with the provisions of
Ministerial Decision No. 113/2020, and based on the recent
applications submitted through the MOH Portal, we would like to
inform you of the following:

- All approvals for new license applications related to the
above-mentioned activitics will be suspended. Approvals
will be limited to commercial registrations that are 100%
owned by Omani nationals.,

- All establishments that have previously obtained approval
to practice the activity and wish to import medical devices
must regularize their status in accordance with the
Commercial Agencies Law, as it is one of the requirements
for registering medical device and supply companies.

- Companics that have been practicing the activity
previously without adding it in their commercial
registration are required apply for the activity approval
with the relevant evidence before 01-09-2025.

Accordingly. all concermned parties are required to comply with the
above, in alignment with the Center’s requirements, to ensure the
continued practice of such activities in accordance with the
applicable regulations.

To access the DSC services on Ministry of Health website:

centers-at-hqg/drug-safety-center

For any queries, please contact the following email:
Med-device@moh.gov.om

3oea ) aas JeliS A Sa Silel el mlat B o0 530l Aaths S e e s Sl A
Mo G AN JAN B oela Lo Ll el Al Apdall i sty
Sl 3 o0 4 T od e demal) il Y T casle ol Ley 20204113

s s aSallal 5 g

Sacall Wl el 5 Gl gres e A gal mle CElEd a3 e
Usladl CSladl e CdEE Al seamn O e aBel Leh LI
20100 iy Opiianmdl JASE S Ll

J@‘},muﬁ,\yiy,._,hm..w;mdlw,h -

A i ey geliay) ub 5 ciual Cia Nl 5 et ol al

S IS 5O e Cillal a1 dal e lioe U A el WIS N o 43S
Agalall e Nl

Joaall 3 aat 53 o ps Gipee SLZ e a3 30 s 00 e gl -
Sl L G ae A 00 AEN L e Jymmadl allas 4GSl g fadh
2025 aaiis 1 gy i3 i A1

an B e Ml sy L ) SN 5 5 e Bl gl e e S aile
e Jpemall ATt 1ah g SLEN 30 ) 3 3y 51 sl Sfanial ¢ 3S el Caglinie

;2.._:«5,\)'_,&,.,1 ISl Shasa AN Jgea s
=t a8 pall g i Vi paaall ptdisi M hittps://moh gov.om/ar
fel g A e 38 paim ) 5 Mople

A L e Jeal 5Tl s ¢ i 5 S se g R B
Med-device@meoh.gov.om

[ =

Ph. Ibrahim Nasser Al Rashdi

Director General 2 )

PPIOAEAD L uSLS - PPPOVIIL (5L -1 2h, Jl joull - badae PAK o
PO. Box 393 Muscat - Postat Code 100 - Tel: 22357111 - Fax 22358489
@ @DSCPHO Email: dscpho@moh.gov.om
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Thank you/Questions

Thank You

Email: med-device@moh.gov.om

Drug Safety Centre portal: https:/moh.gov.om/en/hospitals-directorates/directorates-
and-centers-at-hg/drug-safety-center/



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/

Medical Device Authority
Ministry of Health Malaysia

I M DR International Medical Device
Regulators Forum

AFFILIATE MEMBER UPDATES:
MEDICAL DEVICE AUTHORITY, MALAYSIA

Ms. Aidahwaty binti Ariffin @ M. Olaybal
Senior Director

Pre-market Control Division

16 September 2025
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Presentation QOutline

« Landscape Medical Device Registration in Malaysia
« Reliance Initiatives

* New Approach on Change Management
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Landscape Medical Device Registration in Malaysia (2019 — 2025)
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Landscape Medical Device Registration in Malaysia (cont’d)
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Landscape Medical Device Registration in Malaysia (cont’d)

Medical Device Category Type of General Medical Device In Vitro Diagnostic Medical Device
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Reliance Initiatives (Current) : Unilateral

Reference Agency
Relying Agency
Toh () MH HIMNU! UNILATERAL

Device
n AUTHORITY

MALAYSIA

(Y U.S. FOOD & DRUG :***: _
ADMINISTRATION ****

European Union

Health
Australian Gmernment * C an ada

Department of Health

Reference:
Circular Letter of MDA Nol Year 2025 — Conformity Assessment Procedures for Medical Device Approved by Recognised Countries



https://portal.mda.gov.my/images/DOC%20UPLOAD/DOC%20UPLOAD%202025/EN-Surat%20Pekeliling%20MDA%20Bil.%201%202025.pdf
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Reliance Initiatives (Current) : Reciprocal

‘ Reference & Relying Agency

v @ Reference & Relying Agency
“‘f H SA ' KEMENTERIAN

AN0WANENSSUMSOIMISIA . KESEHATAN

Food and Drug Administration
Device
AUTHORITY

NMPA
RGN EEE

National Medical Products Administration

; NDONESIA RECIPROCAL

MALAYSIA

2R

GOVERNMENT OF
M UNITED ARAB EMIRATES
{

Reference:

1. Malaysia—China Medical Device Reqgulatory Reliance Programme (Pilot Phase 1)

2. Malaysia And Singapore Sign Memorandum Of Understanding And Launch Medical Device Regulatory Reliance Pilot To Fast Track
Medical Device Market Access



https://portal.mda.gov.my/index.php/documents/ukk/3707-implementation-of-the-malaysia-china-medical-device-regulatory-reliance-programme-pilot-phase-i-30072025-2/file
https://portal.mda.gov.my/index.php/documents/ukk/3753-joint-statement-malaysia-mda-singapore-hsa-22aug/file
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Medical Device Regulatory Reliance Programme in Malaysia (MDSAP)

ey U.5. FOOD & DRUG ; - I* GDM’EI"I"Iment -I!I_ ANUISA M"!nl-ﬁlﬂlﬁlﬁ'ﬂlﬂtlill
’ - I-_.,..I,. Cmindi. Jidi —— J | [} | [T T

ﬂf Gaﬁada | ;_ ranlian Jeah Seretilance A noy

‘mmrz: SIFRGLAE ALIDIT Pﬂmﬂl\

Recognized Auditing Organization

-

Medical Device
Manufacturers

\DWIMISTEARICH

Single audit satisfies requirements from various
jurisdictions for market access
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Change Management (CM) - Malaysia

A streamlined regulatory approach that enables faster implementation of
changes to registered medical devices—especially pre-approved
software updates for Software as a Medical Device (SaMD)—based on
the manufacturer’s proven guality management systems.

This new framework allows manufacturers to make certain “pre-
specified” changes to SaMD after registration without needing to submit
a full change notification each time. Instead, they rely on their robust
guality management practices—such as ISO 13485 and IEC 62304
ﬁ)mplilance—to ensure safety and effectiveness throughout the product’s
Ifecycle

The framework draws upon the GHWP Guidance Document on Change
Management and has been customized to align with Malaysia’s
regulatory requirements and implementation context. o
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Type of Changes

nange in Manufacturing Process, Facility, and/or QMS (including QC)
nange in Design for GMD and IVD

nange in Sterilization Faclility and its Process

nanges to Software for Medical Device

nanges in materials for GMD

nanges in materials for IVD

nanges to Labelling

nanges to registered medical devices registration information

. Others

©ONO A WNPE
OO0OO00000O0
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Change Management (Improvement from current

International Medical Device
Regulators Forum

practice)

e ——

Title

2 Classification of Change
Category

3 Reporting of Changes

4 MDA Approval

5 Form and Documents

6 Bundling of Changes
-Multiple device ID

7 FSCA Related Changes

Change Notification

Three Category:

Category 1 — New registration application
Category 2 — Major Change

Category 3 — Minor Change

All category of change shall be reported to MDA

For all types of change

Changes not reflected in the initial registration
form

Summary table of change - manually upload in the
system

Change Declaration of Safety and Performance -
manually upload in the system

Multiple submission id only limited to -

Change in manufacturer name and address
Change in manufacturing site name and address
Change in sterilisation site name and address
Change in QMS information

Cannot identify FSCA related change application

Change Management

Two Category:

Significant Change — affect safety and/or performance of MD
Non-Significant Change - not affect safety and/or performance of MD
*Auto generated by the system based on the changes made to the
related section in the form

Significant changes — Reported to MDA for review & approval before
implementation of change

Non-Significant Change — Not reported to MDA. Change to be recorded
in QMS / Technical documentation of medical device

Non-Significant Change (required notification) — Notification to MDA. Can
be implemented immediately upon submission

Only for Significant change

Changes updated in the initial medical device registration form
Summary table of change — Info retrieved from the system
Change Declaration of Safety and Performance - provided in the system

Additional Multiple submission id for:
Change in brand / proprietary name
Change in labelling- e.g.EU MDR symbol, AR info

10
Can Identify FSCA related change application in system
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Positive Impact of the New Approach on CM

 Reduce in regulatory cost

MDA will implement new approach for Change Notification Framework that will reduce in the regulatory cost. Changes to
registered medical device will be categorised as significant and non-significant change according to the impact on the safety
and performance of the medical device. Most of the change notification Category 2 and Category 3 will be categorised under
non-significant change and do not required submission to the MDA. This approached will be significantly reduced in the
regulatory cost and the changes can be implemented immediately for market access.

» Patients earlier access to new technologies and treatments

Structured change management helps companies integrate new technologies and innovations into their product development
and manufacturing processes more effectively, driving innovation and keeping them competitive

« Eliminating or reducing differences between jurisdictions
Encourage harmonization initiative between the regulatory authorities which in line with GHWP guidance
« Enhanced Regulatory Compliance

By managing changes systematically, companies can more easily adapt to new healthcare regulations and keep their products
compliant with legal requirements, reducing the risk of non-compliance

* Increased Establishment Operational Efficiency

Streamlined processes and the adoption of new technologies like Industry 4.0 can automate tasks, improve workflow, and
boost productivity, making operations more cost-effective 11
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Thank you/Questions

CONTACT US

Medical Device Authority (MDA)
www.mda.gov.my
+603 - 8230 0300

Contact information:
Ms. Aidahwaty M. Olaybal
aidahwaty@mda.qgov.my

Ms. Norhafizah Mohd Salleh
norhafizah@mda.gov.my



http://www.mda.gov.my/
mailto:aidahwaty@mda.gov.my
mailto:idamazura@mda.gov.my
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Questions?
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