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Application Form for CIMD

Date Received

CIMD Application Number

1. Status
1.2 Aim of Study [0 Pre-marketing approval for new device
[ Pre-marketing approval for new claims
[ Post-Marketing study
0 Non Marketing study
1.3 Type of Study O Observational study
O Interventional study
1.4 Does this clinical O Yes
investigation involve
first in human use? 0 No

15

Will the investigational

O Yes (SFDA importation license is

device be imported to required) .
KSA?
O No
2. Sponsor details
2.1 Type of Sponsorship O Commercial
O Non-commercial
2.2 Type of sponsor O manufacturer

OAR

[0 Hospital

O Independent individuals
O Foundation

[ University or Institution

[ Other, please specify:

YN oo Wazdw




2.3 Type of aid O Material support
O Funding support
[0 Other, please specify:

2.¢ Sponsor Details Name
SFDA’s account (if applicable)
Address

Phone

Fax

E- mail

Contact person name
Contact person phone

Contact person e-mail

2.0 Person responsible for Name
completing the Position
application. Phone

E-mail

3. CRO Details (if applicable)

&l CRO, if applicable Name

SFDA’s license (if applicable)
Address

Phone

Fax

E- mail

Contact person name

Contact person phone

Contact person e-mail

Y\ oo Ve Amigs




4.1 Is the device registered | OO Yes, where applicable:
at SFDA? e MDMA Certificate No. :
e SFDA registration No. :
[0 No, but registered in:
O Australia
[ Canada
[ Japan
O USA
OEU
[0 Other, please specify:
[0 Not registered anywhere
4.2 Investigational Device Name
4.3 Device Category [J Active implantable devices

[ Anesthetic and respiratory devices
L1 Dental devices

L1 Electro mechanical medical devices
] Hospital hardware

] Non-active implantable devices;

(] Ophthalmic and optical devices

L] Reusable devices

] Single use devices

[ Assistive products for persons with
disability

[ Diagnostic and therapeutic radiating
devices

(] Complementary therapy devices

1 Biologically derived devices

[1 Healthcare e facility products and

adaptations

Y o0 10 Amige




[ Laboratory equipment

] Other:
4.4 Does the device is an O No
implantable? [ Yes, brief description:
» Is the device intended to remain
permanently in patient:
0 No
[ Yes
4.5 Whether the device | OO No
intended to be used for | O Yes, Select:
cosmetic rather than O A non-corrective contact lens
medical purposes O An implant for augmentation,
fixation, or sculpting of body parts
O A facial or other skin filler
O Equipment for liposuction
[0 Surgical laser equipment
4.6 Does the device 0 No
incorporate, as an [ Yes
integral part or » Brand name of drug :
substance, a medicinal
product in achieving its
primary intended
action?
4.7 Does the device 0 No
incorporate a substance | I Yes
of animal origin? > Type of tissue, cell, or substance:
4.8 Does the device O No
incorporate human O Yes
tissue, cell, or > Type of tissue, cell, or substance:
substance?
4.9 Does the device 0 No
incorporate cells or O Yes
substance of microbial > Type of microorganism:
origin?
4.10 | The intended purpose of the investigational device

Y o V1 A




Clinical Investigational | Scientific title
Plan (CIP) information
5.2 Clinical Investigational | Abbreviated title
Plan title CIP number
CIP date
CIP version
Planned start date
Planned completion date
5.3 Type of Design [ Open-label non-randomized clinical
investigation
O Randomization, Randomized
controlled clinical investigation
o Parallel group:
o Cross over:
O Blinding
O Single blinded
O Double blinded
O Other
[0 Comparator used
O Placebo
[0 Comparator device, identify:
5.4 Does this study 0 No
includes vulnerable O Yes
subjects?
55 Size of the sample | Planned total number of subjects involved
population in the clinical investigation
Planned number of subjects involved in the
KSA
5.6 Number of study centers in the KSA
5.7 Other countries where this clinical investigation is carried out
5.8 Is there a Data Safety | [ Yes
Monitoring Committee | [0 No
for this study?

N e VY dmige




6.1 Site 1 Name
Address

Phone

E-mail

Name of principal investigator

EC name
EC address
EC phone

EC e-mail

Protocol number approved by HREC/EC
6.2 Site 2 Name
Address

Phone

E-mail

Name of principal investigator

EC name

EC address

EC phone

EC e-mail

Protocol number approved by HREC/EC

Add
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7.1

I’m the sponsor defined in this application,:

O undertake that I comply with the Law of Ethics of Research on Living Creatures.

O undertake that I will report to the SFDA’s NCMDR any Adverse device effect of which
| become aware of an investigational medical; without delay but not later than 10 working
days of occurrence.

O undertake that 1 will provide the documents specified in sections (B) and (C) of
“REQUIRED DOCUMENTS” in SFDA’s guidance document entitled MDS — G20
Guidance on Requirements for Clinical Investigations of Medical Devices.

O undertake to notify ECs and principal investigators in case of withdrawal of SFDA’s
approval, or part of it, within five working days of receiving the withdrawal notice.

O undertake, under any request from the SFDA to respond by providing accurate, current,
and complete information about any aspects of the study.

O declare that SFDA has the right to inspect the study at any time without previous

notification.

[0 declare that all information provided in this application is true and complete.

[0 declare that | will maintain if applicable a proper safe return or disposal of

investigational devices.

Name:
Position:
Date:
Signature:

N M axie
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Disclosure of Principal Investigator Conflict of Interests

Title of Clinical Invstigation
Plan

Date received:

CIMD Application Number:

| disclose the following regarding the involvement in the investigation in the submitted
application:

O any significant payments of 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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Change Form for CIMD

Date:

CIMD Application
Number:

1. The document type
where the change
occur

2. The original
statement

3. The changed
statement

4. Reason of change

Note: Each change requires a separate change form.
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