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Course Overview

This course has been designed to help individuals build up a solid and a comprehensive framework in the
medical device’s regulatory affairs, and to provide a basic understanding of the medical devices including
IVDs., addressing market information, technical documents, and guidelines of the related authorities

in MENA region.

We are a leading provider of professional trainings for the medical and pharmaceutical industry.

Relying on our extensive training portfolio with expert instructors and recognized certifications.

If you want to understand the rules that govern the Regulation of medical devices in the middle

east Market place this course is perfect for you.

Course Outcome

Upon completion of this course, participants should be able to:

1. Gain an extensive understanding about the important rules and regulations

of the medical devices and the related authorities in the MENA region.

Get an overview of the EU medical device regulations.

Understand the need of the medical device regulations.

Gain a comprehensive knowledge about the medical devices’ Market in the MENA region.

Learn the steps and procedures of the MD registration in each country separately.
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Understand the technical dossier requirement and required certificates and how to obtain them
(such as CE and ISO)

7. Get an overview of the importation procedures of the medical devices as per the competent
authority.
8. Understand the medical devices quality standards for the MENA region




Educational Partner

On behalf of Dubai Pharmacy College and Professionals Regulatory
Affairs, we would like you to take part in our "Medical Device Regulation
Masterclass - MENA " at Dubai Pharmacy College.

The Dubai Pharmacy College is the first pharmacy institution in the
United Arab Emirates, established in 1992 by Dubai philanthropist

Haji Saeed BinAl Lootah.

In 2005, it won the Dubai Quality Appreciation Programme award
for education presented by Sheikh Mohammed bin Rashid Al Maktoum,
Crown Prince of Dubai.

Course Methodology

Our course is designed to equip participants with the real-world skills and knowledge
required to be effective Regulatory Affairs professional in the medical device field.

Our course relies on a variety of training and facilitation methodologies and techniques
used whenever applicable; these methods aim to enhance participant interaction while
maximizing the learning journey.

Some of these methods are:

e Interactive presentations

¢ Individual and team exercises

¢ One-to-one and group discussions

e Case studies




Course Structure & Duration

¢ One or Two taught modules will be delivered by the speaker from industries

and academia at the Dubai Pharmacy College.

e The course is conducted once a year, only on Fridays for 2 months.

e Participants will be evaluated based on individual module assessments that
will be conducted online.

e The certificate will be issued one month after the course end.

e Course is available online.

Who Should Attend

This course is ideal for medical or science bachelor degree holders who would like to start
their RA career in medical devices and for newly joined employees to the RA departments
in @ medical device company, it can also be useful for the below:

e For a professional RA who will newly start working in MENA region and wants to know
more about the MENA region’s regulations and guidelines of MD sector.

¢ Fresh graduates with pharma, biomedical engineering, Pharmaceutical science, or any
medical background who wants to start their career in medical device industry.

e Regulatory Affairs Professionals who would like to enhance their knowledge in the
Medical Device sector.

e Operation Managers within the medical device industry.

e Marketing & Business Development Professionals within the medical device industry.

e Internal and external audits of the medical device Industry.



Experience & Prerequisite Experience

This course doesn’t require previous experience in regulatory affairs; howeuver, it requires a
relevant experience/ knowledge and/ or a bachelor’s degree in the pharma, biomedical engineering,
Pharmaceutical science, or any medical background which qualifies you to benefit from the training.

We also consider applicants with different background on a case-by-case basis.

Why to Join

e Network, and share experiences with other industry colleagues.

e Get certified from Dubai Pharmacy College as a RA specialist in medical devices for MENA.

e Get the know-how, regulations, and guidelines in Medical devices sector.

¢ Understand the certifications and technical documents that is usually medical device manufacturer prepare.
e A gate way for a new career opportunity.

e The attendees will be supported by a letter from the college to find an internship opportunity.

¢ PRA consultancy will guide the participants whenever needed.

Course Timings

Registration will be at 08:00 am on Day One of the course. Sessions will start promptly
at 08:00 am and end at 12:00 pm every Friday. There will be one short break for

refreshment at 10:00 am.



Modules

1- Introduction to Medical Device (IVDs)
e Introduction
¢ Medical device definition

¢ Terminology

¢ Classification and Certification to comply with as per USA, EU and ME and
Covering the GHTF

2- EU Medical device regulations / (IVDs)( MDD and new MDR)
e Market access
e Registration requirements
e Importation requirements
¢ Case studies

3- GCC Medical Device registration (part 1) - KSA
e Market access
e Registration requirements
e Importation requirements
¢ Case studies

4- GCC Medical Device registration ( Part2) — UAE , Oman , Bahrain , Qatar, and Kuwait
e Market access
¢ Registration requirements
e Importation requirements
¢ Case studies

5- "Egypt and Sudan Medical devices regulation
e Market access
e Registration requirements
e Importation requirements
¢ Case studies

6- Morocco, Algeria, Libya, and Tunisia Medical device regulations
7- Levant Medical device regulations

(Syria , Jordan , Palestine, Lebanon, and Iraq)
8- Materiovigilance in EU & and QSR in ME




REGISTRATION FORM

Medical Device Regulation Masterclass - MENA
Starting : 20 August 2021
Venue : Dubai Pharmacy College, Dubai, UAE

First Name @ Last Name : __________________
Education . . Job Title: D e
Company . e Mobile S
Country ! emmmmmmm e e City e
Address t e —mmmmmmm—————— Post Code ! s
E-mail

Note: Please send the registration for along with a copy of the required documents below:

= CV
= National ID
= Passport

Pricing excludes 5% VAT, charged where applicable,

CANCELATION POLICY AND T&C

All registrations are subject to our terms and conditions which are available at www.pra-me.com
Please read them as they include important information. By submitting your registration, you agree to be bound by the
terms and conditions in full.
Payment Terms:
» The payment shall be conducted either in cash, credit/debit card, bank transfer or online.
» The stated amount is exclusive of Withholding Tax and other duties, taxes and transfer related charges which if
applicable are payable by the client in addition to the stated amount.
» The above-mentioned investment is VAT exclusive.
* A confirmation letter and invoice will be sent upon receipt of your registration. Please note that full payment must be
received prior to the Course.
* Only those delegates whose fees have been paid in full will be admitted to the Course.
2. Cancellation Policy
* If you are unable to attend, a replacement delegate will be welcomed in your place.
« If you cancel your registration or if you fail to attend the course a 100% of your total amount
will be charged.
* Due to unforeseen circumstances, PRA Consultancy reserves the right to cancel the course,change the programme,
speaker or topics.
* Selection of the trainer shall be at the discretion of PRA Consultancy. Every effort shall be made to maintain continuity,
but if necessary, PRA Consultancy can change the trainer any time prior to commencement of the course.



