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Medical Device Post Market Surveillance and Vigilance

Medical Devices: Developing Effective Post Market Surveillance and
Complaint Handling Systems

Medical Device Adverse Event Investigation

Managing and Reporting for Medical Devices

EC Medical Devices Vigilance System and Post Marketing Surveillance

Introduction to Regulatory Affairs for Medical Devices

Global Medical Device Regulatory Affairs Professional

Processing of incident notifications, recalls, FSCA and FSN

Introduction to iSO 14971 Risk Management for Medical Devices

Clinical Evaluation of Medical Devices: The Clinical Evaluation Report

An Introduction to the Medical Device Regulation

EC Medical Devices Vigilance System and Post Marketing Surveillance

CAPA (Corrective and Preventative Action)

150 13485: Quality Management Systems for Medical Devices

Regulatory Requirements and Adverse Event Reporting

" Medical Device Regulation
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“Announcement”
Saudi Food & Drug Authority - Medical Devices Sector
Dear Local manufactures and / or their Authorized representatives
Dear Authorized representatives for foreign manufactures

Further to the previous Announcement concerning the
Saudization of the authorized person in all Medical devices
establishments, published on 26 September 2015, and referring
to the Announcement concerning "the obligation to inform SFDA
about all medical devices Adverse events and Field safety Notices
" published on SFDA website on 8 March 2018, which emphasize
that the National Center for Medical Devices Reporting (NCMDR)
must be informed by the Authorized Representative of all medical
devices Adverse Events and Field safety Notices as soon as they
are aware of them. Also with reference to the Implementing Rule
on post-marketing Surveillance (MDS-IR7), medical Devices
sector announce that all authorized representative shall
designate a qualified Saudi citizen responsible for Medical
Device regulatory affair and post-marketing Surveillance
activities according to the attached provision and qualification

Thank you for cooperation
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Qualifications of Responsible Person for Medical Device Surveillance to deal with Saudi
Food & Drug Authority

First: Requirements for the establishment for appointing Authorized Person for Medical
Device post-market Surveillance activities:

¢ The Authorized representative shall assign a full time responsible person who has an
experience in requirements on post-marketing surveillance and regulatory aspects in the
Kingdom of Saudi Arabia, as well as fulfill what in Second figure below {Requirements for the
responsible person for the post market surveillance).

* Availability of a sufficient number of qualified employees in consideration of the
Establishment activities volume, for executing regulatory affair and post market surveillance
activities in order to comply with SFDA regulations and provisions.

e The responsible person (s) for post-marketing surveillance shall receive continuous and
appropriate training for their needs and maintain training records at the facility and make
them available upon Saudi Food & Drug Authority request.

¢ Theresponsible person (s) shall prepare Standard Operating Procedures (SOP) related to all
reguilatory affair including post-marketing surveillance, that is includes:

o Finding a uniform and systematic method to deal with all complaints and adverse
events that related to medical devices received by establishment.

o Provide methods of tracking all complaints and adverse events related to medical
devices and how communicate them to the medical devices surveillance Authorized
Person’s, and explain how to deal with the reports in terms of assessment and
recording.

o Clarify the mechanism and methods used to report complaints and adverse events to
the National Center of Medical Devices Reporting in the Saudi Food & Drug Authority
through the website (https://ncmdr.sfda.gov.sa/Default.aspx) or e-mail
{(NCMDR.MD@sfda.gov.sa).

o Fast handling and response with the National center for Medical Devices Reporting —
NCMDR in regards of safety communications which sent for reviewing the content
and confirming corrective action before it is published to the public or specialists,
within the specific time frame.

o The responsible person of regulatory affair and post-marketing surveillance of
medical devices shall constantly maintain effective communication with the National
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Center for Medical Device Reporting at SFDA, updating all contact information’s and
providing SFDA in written with the backup name and contacts information.

Second: Requirements for the responsible person for post-marketing Surveillance:
1. Qualifications and Experience:

The responsible person must be qualified to deal with the medical devices regulatory affair and
post-marketing surveillance, in accordance with the following requirements and criteria:

A- Saudi nationality.

B- Holds the university certificate, diploma, or equivalent of recognized qualifications granted
upon completion of the degree or course, , in the following fields:

* Biomedical / Electronic / Electrical engineering.

¢ Biomedical technology.

* Natural Sciences.

* Human Medicine.

¢ Pharmaceutical sciences.

s Applied Medical Sciences (various disciplines).

» Administration science.

» Specializations related to the nature of the work of the establishment.
C. Proficiency in English at the professional level.

D - Has the skills to deal with the computer applications.

E) Attending one of the training courses programs mentioned in Appendix 1, as well as
workshops held by the SFDA, or any recognized party by the SFDA,
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e List of suggested programs and courses

Medical Device Post Market Surveillance and Vigilance

Medical Devices: Developing Effective Post Market Surveillance and |
Complaint Handling Systems

Medical Device Adverse Event Investigation

Managing and Reporting for Medical Devices

EC Medical Devices Vigitance System and Post Marketing Surveillance

Introduction to Regulatory Affairs for Medical Devices

Global Medical Device Regulatory Affairs Professional

Processing of incident notifications, recalls, FSCA and FSN

Introduction to 1SO 14971 Risk Management for Medical Devices

Clinical Evaluation of Medical Devices: The Clinical Evatuation Report

An Introduction to the Medical Device Regulation

EC Medical Devices Vigilance System and Post Marketing Surveillance

| CAPA fCorrective and Preventative Action)

| 150 13485: Quality Management Systems for Medical Devices

Regulatory Requirements and Adverse Event Reporting

Maedical Device Regulation

2. Tasks:

a) Represent the establishment in regards of adverse events reporting, field safety
notices/recalls, corrective actions, alerts and all related tasks to post-market
surveillance.

b) Ensuring that the Medical Devices Regulation provision are met by manufacturers, their
authorized representatives, importers and distributors, including pre- and post-
marketing requirements.
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c) Knowledgeable of the medical devices sector Regulation provision and the latest
regulatory updates.

d) Knowledgeable of the activity of the establishment and the medical devices deals with.

e) Maintain effective Communication with the SFDA, and attending meetings scheduled
with the SFDA.

Third: Documents required to register the Responsible Person for Medical Devices regulatory
affair and post-marketing Surveillance:

1) A certificate from a recognized and accredited party with an endorsed copy, as well
as an equivalency for the certificate from the local authorities if the degree has
granted outside the KSA.

2} A copy of the national ID.
3) Delegation letter from the establishment endorsed by the Chamber of Commerce.
4) The letter of delegation must specify the tasks of the responsible person.

5) The backup names of who will cover the Responsible Person for Medical Devices
Surveillance during the absence period and they must meet the aforementioned
requirements and documents.

6) Registration can be done through contacting the Executive Department of
Surveillance and Biometrics via the following:

Phone: +966112038222 Ext. 2412

Email: SBED.MD@sfda.gov.sa

Fourth: The timeframe for obligating establishments:
7 March 2019

The implementation plan should be taken into account and this will be included in the
establishment inspection list.
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