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Annex (1): Applicati

on Form for Clinical Trials of Medical Device

Saudi Food and Drug Authority DATE RECEIVED: SFDA USE ONLY

Medical Devices App|icati0n APPLICATION NUMBER: SFDA USE ONLY

Aim of Study

O Pre-market approval for a new device
O Pre-market approval for new claims

O Post-market study
O Non-market study

O No
O Yes, Brief description:

O Manufacturer

O AR

O Hospital

O Independent individual

Name of sponsor:
SFDA account:

Address:

Is this a first-in-human study?

Type of sponsor

O Foundation
O University or Institution
O Other, please specify:

Phone:

STUDY INFORMATION
Will the investigational device be imported to

Type of Study KSA?

O Observational study O Yes (SFDA importation license is required)
O Interventional study O No

Is there a Data and Safety Monitoring Committee (DSMC)?

O No
O Yes

SPONSOR INFORMATION
Type of sponsorship Type of aid

O Material support

O Commercial O Funding support
O Non-commercial, specify: O Other, please specify:
Email:
oo VY dmige

MDS-REQ-002-V5/240611




Contact person name: Contact person phone:

AUTHORIZED REPRESENTATIVE INFORMATION
Is the sponsor located outside KSA? O No O Yes, complete the following information:

Name of AR:

SFDA license: Phone:
Address:
Contact person name: Contact person phone:

CRO INFORMATION

Is any part of the clinical study to be conducted by a Contract Research Organization (CRO)?

Name of CRO:
SFDA license: Phone:
Address:
Contact person name: Contact person phone:
INVESTIGATIONAL DEVICE INFORMATION

Is the Investigational device authorized by SFDA?
O Yes, Medical Device Marketing O No, but registered in: O Not registered anywhere.
Authorization (MDMA) license No.: O Australia

O Canada

Y\ oo Waxipe
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Contact person email:

Email:

Contact person email:

O No O Yes, complete the following

information:

Email:

Contact person email:

Investigational Device Name




O Japan
O USA Manufacturer Name:

O EU
O Other, specify:

The intended purpose of the investigational device

Device category

O Active implantable devices O Single use devices
O Anesthetic and respiratory devices O Assistive products for persons with disability
O Dental devices O Diagnostic and therapeutic radiating devices
O Electro mechanical medical devices O Complementary therapy devices
O Hospital hardware O Biologically derived devices
O Non-active implantable devices O Healthcare facility products and adaptations
O Ophthalmic and optical devices O Laboratory equipment
O Reusable devices O Other:
Is the device implantable? Will the device be used for cosmetic rather than medical purposes?
O No O No
O Yes, brief description: O Yes, Select:
O A non-corrective contact lens
O Is the device intended to remain permanently in patient? O An implant for augmentation, fixation, or sculpting of body parts
O No O A facial or other skin filler
O Yes O Equipment for liposuction

O Surgical laser equipment

Does the device incorporate tissues or
cells, or their derivatives of animal
origin?

Does the device contain or incorporate
an ancillary medicinal substance?

Does the device incorporate tissue, cells, or Does the device incorporate cells or
their derivatives, of human origin? substances of microbial origin?

¥V o0V Amige
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ON
O No °

O Yes, name of medicinal substance:
substance:

Scientific title:

Clinical Investigation Plan (CIP)

O Yes, type of tissue, cell, or

O No
O Yes, type of microbial cells or
substances:

O No
O Yes, type of tissue, cell, or substance:

STUDY INFORMATION

Abbreviated title:

Clinical Investigation Plan information

CIP number CIP date
. O Open-label

O Rand d
andomize O Single-blind

O Non-randomized O Double-blind

Other study design:

Does this study include vulnerable subjects? O No 0O Yes

Number of subjects involved in the clinical study in KSA:

Is the clinical study conducted in other countries?
O No
O Yes, specify:

Number of study sites in KSA:

Name:

Study

CIP version start date

Study completion date

Study Design
O Controlled study
O Parallel study
O Crossover study
O Uncontrolled study

O Experimental arm

O Active comparator arm
O Sham comparator arm
O No intervention arm

Total number of subjects involved in the clinical study:

Is the clinical study conducted in multiple sites in KSA?

O No
[ Yes, a separate application shall be submitted for each study site.

STUDY SITE IN KSA

ARV R -RE S92
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Address:

Name of principal investigator: Email: Phone:
Name of Ethics committee (EC):

EC Address:

EC registration number at National Committee

EC email: EC phone: of Bioethics:

DECLARATION
By signing below, I certify that:

I will i) accept responsibility for the scientific and ethical conduct of the study, ii) conduct the study in accordance with the regulation of the of Medical Devices Law, the
standard of good clinical practice for Clinical Investigation of Medical Devices (ISO 14155:2020), and the Requirements for Clinical Trials of Medical Devices (MDS-REQ 2).

Name Position

Signature Date

Y\ e VMdxie
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Annex (2): Application Form for Clinical Trials of In Vitro Diagnostic Medical Devices

Saudi Food and Drug Authority

In Vitro Diagnostic Medical Devices Application

Aim of Study

O Pre-market approval for a new device

O Pre-market approval for new claims

O Post-market study
O Non-market study

O Manufacturer

O AR

O Hospital

O Independent individuals

Name of sponsor:
SFDA account:
Address:

Contact person name:

STUDY INFORMATION
Type of Study

O Observational study

O Interventional study

Type of sponsor
O Foundation
O University or Institution

O Other, please specify:

Phone:

SPONSOR INFORMATION

DATE RECEIVED: SFDA USE ONLY

APPLICATION NUMBER: SFDA USE ONLY

Will the IVD device be imported to KSA?

O Yes (SFDA importation license is required)
O No

Type of sponsorship Type of aid

O Commercial

O Material support
O Funding support

O Non-commercial, specify: O Other, please specify:

Contact person phone:
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Email:

Contact person email:



AUTHORIZED REPRESENTATIVE INFORMATION
Is the sponsor located outside KSA? O No O Yes, complete the following information:

Name of AR:
SFDA license: Phone: Email:
Address:
Contact person name: Contact person phone: Contact person email:
CRO INFORMATION
Is any part of the clinical study to be conducted by a Contract Research Organization (CRO)? O No O Yes, complete the following
information:

Name of CRO:
SFDA license: Phone: Email:
Address:
Contact person name: Contact person phone: Contact person email:

INVESTIGATIONAL DEVICE INFORMATION

Is the device registered at SFDA? Investigational Device Name

O Yes, Medical Device Marketing O Not registered anywhere.

O No, but registered in:
Authorization (MDMA) license No.: O Australia

O Canada
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O Japan
O USA
O EU

Manufacturer Name:

O Other, specify:

The intended purpose of the investigational device

Device category

O Clinical Chemistry
O Instrument/Analyzer
O Coagulation
O Microbiological culture media

O Software IVDs

O Hematology

O Histology & Cytology

O Specimen receptacle
O Human genetics

O Tissue typing
O Immunohematology (blood banking)

O Other:
O Infectious disease
Is the device used as a companion diagnostic device? Is the device used as a home-use diagnostic device? Is the device used as a near-patient diagnostic device?
O No
O Yes, name of corresponding drug or biological O No O No
product: O Yes O Yes

STUDY INFORMATION

Scientific title:
Clinical Study Protocol
Abbreviated title:
Clinical Study Protocol information

Protocol number Protocol date Protocol version Study start date Study completion date
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Does this study include vulnerable subjects? O No 0O Yes

Number of subjects involved in the clinical study in KSA Total number of subjects involved in the clinical study

Is the clinical study conducted in other countries? Is the clinical study conducted in multiple sites in KSA?

O No
O No

O Yes, specify: . . .
[ Yes, a separate application shall be submitted for each study site.

Number of study sites in KSA:

STUDY SITE IN KSA
Name:

Address:

Name of principal investigator: Email: Phone:
Name of Ethics committee (EC):

EC Address:

EC registration number at National Committee of

EC email: EC phone: Bioethics::

DECLARATION
By signing below, I certify that:

I will i) accept responsibility for the scientific and ethical conduct of the study, ii) conduct the study in accordance with the regulation of the of Medical Devices Law, the
standard of good clinical practice for Clinical Investigation of Medical Devices (ISO 20916:2019), and the Requirements for Clinical Trials of Medical Devices (MDS-REQ 2).
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Name Position

Signature Date
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Annex (3): Conflict of Interest Disclosure Form

® _ Saudi Food and Drug Authority

Conflict of Interest Disclosure Form
SFDA
-

STUDY IDENTIFICATION

Principal Investigator: Email:

Study Title:

CONFLICT OF INTEREST QUESTIONS

Do you have any agreement to receive financial benefit from the research beyond what is described in the proposal budget? ] Yes 1 No
Do you have an inventive or ownership interest in any intellectual property that will be utilized in this project? ] Yes 1 No
Do you have a proprietary interest(s) or potential proprietary interest, in the product under study or the outcome of the research including, but O Yes O No

not limited to, patents, trademarks, copyrights and licensing agreements?

If you answered “YES” to ANY question above, please describe:

SIGNATURES/CERTIFICATIONS
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By signing and submitting this form, | certify that:

All of the foregoing information in this form is true and complete to the best of my knowledge. | agree to promptly provide an update to this information if any
relevant changes occurring during the course of the study.

I will i) accept responsibility as Principle Investigator for the scientific and ethical conduct of the study, ii) conduct the study in accordance with the regulation of
the of Medical Devices Law, the standard of good clinical practice for Clinical Investigation of Medical Devices (ISO 14155:2020) or Clinical performance
studies of in vitro diagnostic medical devices (ISO 20916:2019), and Requirements for Clinical Trials of Medical Devices (MDS-REQ 2).

P1 Name Position

PI Signature Date
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Annex (4): Amendment Form

® ) Saudi Food and Drug Authority
Substantial Amendment Form
SFDA,
This form is to be used for a request to the SFDA for authorization of a substantial amendment
STUDY IDENTIFICATION

Does the substantial amendment concern more than one study? O No O Yes, repeat this form as necessary.
Date of this submission: No Objection Letter ID:
Study title:
PI name:

DESCRIPTION OF EACH SUBSTANTIAL AMENDMENT

Reasons for the substantial amendment:

Changes in safety or integrity of study subjects: 0O No O Yes
Changes in interpretation of scientific documents/value of the study: O No 0O Yes
Other change: O No 0O Yes, specify:

Original statements:

New statements:
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Comments/explanation/reasons for substantial amendment:

CHECKLIST DOCUMENTS TO BE SUBMIITED WITH THIS FORM (TICK AS APPROPRIATE)

Revised Protocol with a new version number and date, highlighting amended text in bold. 0O COMPLETED
Revised Informed Consent Form with a new version number and date, highlighting amended text in bold. O COMPLETED
Revised Investigator Brochure with a new version number and date, highlighting amended text in bold. O COMPLETED
Revised Instruction For Use (IFU)/Labeling, highlighting amended text in bold. O COMPLETED

SIGNATURES/CERTIFICATIONS

By signing below, I certify that:

I will i) accept responsibility for the scientific and ethical conduct of the study, ii) conduct the study in accordance with the regulation of the
of Medical Devices Law, the standard of good clinical practice for Clinical Investigation of Medical Devices (ISO 14155:2020), and the
Requirements for Clinical Trials of Medical Devices (MDS-REQ 2).

Name Position

Signature Date
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Annex (5): Change of Principal Investigator Form

. . Saudi Food and Drug Authority
Change of Principal Investigator Form
SFDA,
Submit this completed and signed form along with supporting materials (as applicable)
STUDY IDENTIFICATION
Date of this submission: No Objection Letter ID:
Study title:

Current PI name:

NEW PRINCIPAL INVESTIGATOR

Reason for change of PI:

New PI Name: Phone: Email:

O Yes

Has the EC/IRB been notified of this change?
O No, please state the reason:

O Yes
Has the study subjects been notified of this change?
O No, please state the reason:

O Yes
Has study-related documents/agreements been revised to reflect the name of the new PI?
O No, please state the reason:

CHECKLIST ATTACHMENT TO BE COMPLETED BY NEW PI
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Curriculum vitae for the new PI. O COMPLETED

EC/IRB approval letter, if applicable. O COMPLETED
Signed Disclosure of Principal Investigator Conflict of Interests form. O COMPLETED
Amended Informed Consent Form — reflecting the name of the new PI, if applicable. O COMPLETED
Amended Protocol — reflecting the name of the new PI, if applicable. O COMPLETED
Amended copies of all other study-related documents containing the name of the principle investigator. O COMPLETED

SIGNATURES/CERTIFICATIONS

By signing below, I certify that:

I will i) accept responsibility as Principle Investigator for the scientific and ethical conduct of the study, ii) conduct the study in accordance with the
regulation of the of Medical Devices Law, the standard of good clinical practice for Clinical Investigation of Medical Devices (ISO 14155:2020), and
Requirements for Clinical Trials of Medical Devices (MDS-REQ 2).

Name Position

Signature Date
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