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Saudi Food and Drug Authority DATE RECEIVED:

Medical Devices Application APPLICATION NUMBER:
STUDY INFORMATION

Aim of Study Type of Study Will the investigational device be imported

to KSA?
O Pre-market approval for a new device
O Pre-market approval for new claims [0 Observational study O Yes (importation license is required)
O Post-market study O Interventional study O No
O Non-market study
Is this a first-in-human study? Is there a Data and Safety Monitoring Committee (DSMC)?

E so Brief d iption: 0 No

es, Brief description: O Yes

SPONSOR INFORMATION
Type of sponsor Type of sponsorship Type of aid
O Manufacturer O Foundation O Material support
O AR [ University or O Commercial . PP
. T . O Funding support

O Hospital Institution O Non-commercial, please O Other. please specify:
O Independent O Other, please specify: | specify: P pecity:
individuals

Name of sponsor:

SFDA account: Phone: Email:
Address:
Contact person name: Contact person phone: 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)?
Name of CRO:
SFDA license: Phone:

Address:

Contact person name:

Contact person phone:

O No O Yes, complete the

following information:

Email:

Contact person email:

INVESTIGATIONAL DEVICE INFORMATION

Is the Investigational device authorized by SFDA?

O Yes, Medical Device O No, but registered in:

Marketing Authorization O Australia
(MDMA) license No.: O Canada
O Japan
O USA
O EU

O Other, specify:

Name of Investigational
Device

O Not registered
anywhere.

The intended purpose of the investigational device

Device category

O Active implantable devices

O Anesthetic and respiratory devices
O Dental devices

O Electro mechanical medical devices
O Hospital hardware

O Non-active implantable devices

O Ophthalmic and optical devices

O Reusable devices

Is the device implantable?

O No
O Yes, brief description:

O Is the device intended to remain permanently
in patient?

O No

O Yes

O Single use devices

O Assistive products for persons with disability
O Diagnostic and therapeutic radiating devices
O Complementary therapy devices

O Biologically derived devices

O Healthcare facility products and adaptations
O Laboratory equipment

O Other:

Will the device be used for cosmetic rather than medical
purposes?
O No
O Yes, Select:
O A non-corrective contact lens
O An implant for augmentation, fixation, or sculpting
of body parts
O A facial or other skin filler
O Equipment for liposuction
O Surgical laser equipment



Does the device contain Does the device Does the device

- incorporate tissues or . ]
or incorporate an incorporate tissue, cells, or

. = cells, or their - L
ancillary medicinal ! . their derivatives, of human
derivatives of animal

Does the device incorporate
cells or substances of
microbial origin?

? igin?
substance? origin? origin?
O No O No O No O No
O Yes, name of medicinal | O Yes, type of tissue, | O Yes, type of tissue, cell, | O Yes, type of microbial
substance: cell, or substance: or substance: cells or substances:

STUDY INFORMATION

Scientific title:
Clinical Investigation Plan

CIP
(C1P) Abbreviated title:
Clinical Investigation Plan information
CIP number CIP date CIP version Study start date Study Zc;rt\;pletlon
Study Design
O Controlled stud O Experimental arm
. O Open-label y p
O Randomized O Single-blind O Parallel study O Active comparator arm
O Non-randomized - Dm?ble blind O Crossover study O Sham comparator arm
O Uncontrolled study O No intervention arm

Other study design:

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

Number of participants Involved In the clinical Total number of participants involved in the clinical study:

study in KSA:
Is the clinical study conducted in other countries? Is the clinical study conducted in multiple sites in KSA?
O No O No
O Yes, please specify: O 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

EC email: EC phone: Committee of Bioethics:



DECLARATION

I, the sponsor defined in this application:
e Undertake that I will comply with the Implementing Regulations of the Law of Ethics of Research on

Living Creatures.
e Undertake that I will report to the National Center for Medical Devices Reporting (NCMDR) any serious

adverse events (SAE) or device deficiencies (DD) related to the clinical trial.

e Undertake to notify RECs and principal investigators in case of suspension of SFDA’s approval, or part of
it, within (Five days) of receiving the suspension notice.

e Declare that SFDA has the right to inspect the study site at any time without prior notification.

. Declare that the information provided in this application is true and accurate.

e Declare that I will maintain, if applicable, a proper safe return or disposal of investigational devices.
Name:
Position:

Date:

Signature:


http://bioethics.kacst.edu.sa/NCBE/files/5b/5b541fb6-ea6a-4c29-b962-9c19e5bda5d7.pdf
http://bioethics.kacst.edu.sa/NCBE/files/5b/5b541fb6-ea6a-4c29-b962-9c19e5bda5d7.pdf
https://ncmdr.sfda.gov.sa/
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Disclosure of Principal Investigator Conflict of Interests

Title of Clinical Investigation Plan/
Clinical Study Protocol

Date received:

Application Number:

I disclose the following regarding any involvement in the clinical study of the submitted application:

O any significant payments or other type made from the sponsor, including but not limited to a grant to fund
ongoing research, compensation in the form of equipment, retainer for ongoing consultation, or honoraria;

OO any proprietary interest in the investigational product held by the clinical investigator;

O any considerable equity interest (including but not limited to any ownership interest, stock deal, or other

financial interest) held by the clinical investigator in the sponsor of the covered study.

Details of the disclosable financial arrangements and interests are attached, along with a description of steps taken
to minimize the potential bias of clinical study results by any of the disclosed arrangements or interests.

Name of principal investigator:
Date:

Signature:

Note: In case of multicenter study, a separate form shall be filled for each principal investigator.
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Amendment Form

Date:

Application Number:

1. The document type
where  the  change
occurs

2. The original statement

3. The changed statement

4. Reason for change

Note: Each change requires a separate amendment form.
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