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UBCOM-RELOC Ref NO:

Study Title:

How many people will take part in this study? (Sample Size) (disell p23) § sedell Cadll 3a 6 0gis)lie yapiaoll uolblll sse @S

What is involved in the Study? (Research Objectives) (Caadl Calsal) S odell dndl 3 pouaiy I3lo

Study location: ioedell Gnll e cjn] pdg0

duiy deolay alell Gl caliailsfldakiiall sclgdll i




What is expected of me during the study?

0 salall Enll im JUI5 o ciglhadl Lo

How long will the individual subject’s participation last? S el yarillas)lie 530

Can | stop being in this study?

S elell Ciall a4 &S)Lisell clgil LiiSoy Jo

You can decide to stop at any time. Taking part is purely <Lt g Sl Lgagii o cliSayg dunne ayeghn &S)livall

voluntary.

What are the benefits of this study?

Selell all i sflga La Lo

le.g., no benefits]: adlga sagi U, JUedl Jow Sle]
There will be no direct benefit to you from taking part in this study. Lyonz_II Sl 3 o0 asjliadl (o cll 8piilio 854la L;i e ygSi o
Study results may be useful to the patients in the future. Jrdiuell 56 aped] 63480 UgsT 28 Ll 3 e_lLU

What are the risks of this study?

9 elell Cuall a4 &S)Lisell (o dedgiall shlaall o Lo

What are the costs of this study?

S elell Caall a4 &S)Lisell Cayllsi Lo Log

There are no costs to you if you take part in this studly. kJnisz_ll Gl e ol S0 as;liel) cadlsi sagi U

Willl be paid for taking part in this study? Soelell inll im0 &s)liedl Jilao ol clllin Jo
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What are the alternatives? Sl o Lo

Will my information be kept private?

Saupu Silogleo e blanll pivw Jo
Your personal information will be kept private. It will be given out radal 13] me Ug .doli du puu lgude Ialanll @ dunrudl clilogleo
only if required by law. Your personal information will not be used ilogleo .yagarllligraadnell juilgallg chaill sgsa o ellig rolll
in any reports. a6l o padii ol duasiddl

What are my rights if | take part in this study? Soelell inlll3a o cusjli 3] S698n o Lo
Taking part in this study is your choice. You may choose to take jbad ol clistoy .cjlial yaney . L",o.lg_ll Jndl i S0 as; el
part or not to take part. If you decide to take part in the study, you cadgill elisiey (selell Ginl I3a o b ol Cyué 131 gl &5 el
can quit at any time. There will be no penalty to you for your 4ilii g el dygac (sl cllim oS ol chlini @l 13g .cbixi g s o
decision. Your medical care will not change. Shadl 3 cuy el dosdadl auhll agle i

Who do | call if | have questions or problems?

§Jsbivo gl il (sal uls 1] Juailll iiSoy oy

If you have questions about the study, you can call Pl at f il Sa bl Jlaill elisayg L;Alsle_"mul Imuiﬂmi_ﬁw adls 13
you have any questions about “rights of human subjects,” you ualbuddll §gan" Joga L;.uémugi sl cdls 13] . el lim e
may call the Chairman of the IRB at extension 26913. If you have (IRB) kgAlszJI Gadl caballal &al iy Juaill elises © wndl cguhgo
an emergency, call . . o pail dijlb dollSe clisd gls 13]. 1191 sl Sle
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CONSENT: :aaalgally lyal
Subject: wely Wil
Jlul ol ) pouw sél . lgapis @i 36 dileljalg alell cunl Im ol Uf yal

G2l Cudg sl o dalial dliuwl (T Jlwl of SiiSagg Tl sl Jiguw Js

| will receive a signed copy of this consent form. Al ol ugs cadg éigb edell dndl i 6 ds)lied| <lgil Siisoy Los
ldosdallGualldleyll

aaslgall s lll po 42690 daumi Ll Jraslu

Subject Signature: il gudgi
Date: aull
Time: 0 AM LI PM Ue O ye wudgll
Person Obtaining Consent: :adalgoll jhadl Jle Jualall Gasuddl

I have explained the nature and purpose of the study and the log aio ayellg alell Cuaydl im deudn (dlolS 8)qunn Cunpd mu“h }5i
risks involved. | have answered and will answer questions to the : TN < )

Shclw . glSoll dliwlll gron e cual sdlg ghalho (o alle (Sghiy

best of my ability. | will give a signed copy of the consent form = VRS ) " Q 9 sbbo Goale sob

ollel o5 3all chlitall dadlgally sl (o dodgo daumi

to the subject.

Signature of Person Obtaining Consent: idaalgally jhall Sle Jalall garidl gasgi
Date: 1&1111"
Time: U AM 0 PM Ue O ys wudgll
Principal Investigator: rufHl Sall
Signature of Principal Investigator: tuil Saldl gudi
Date: 1é=uUJ|
Time: 0 AM O PM Oe 0O yo wudgll
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Research Review and Ethical Approval Form: Parts A and B

This form serves as both a decision-making tool and application for ethical approval of

research projects involving human subjects.

PROJECT INFORMATION

Principal Investigator Name: Karim

Address:
Phone Number: Email Address:

Cadlylgic e

Project Title:

Project Estimated Duration: from to

RESEARCHER(S) DECLARATION:

1.

2.

Research Authenticity and Novelty: We, the undersigned, acknowledge the authenticity of the above-

mentioned research and that we are responsible to all parties in the case of proven otherwise.

Eliminating Conflicts of Interest: We, the undersigned, agree that there is no conflict of interest in the above-

mentioned research, provided that the UBCOM or the University of Bisha does not inflict any harm.

Meeting the criteria for protecting human subjects:

A. All investigators and co-investigators are trained in the ethical principles, and relevant regulations and
institutional policies governing human subject research;

B. Human subjects will voluntarily consent to participate in the research when appropriate (e.g., surveys,

interviews) and will provide subjects with pertinent information, e.g. risks and benefits, contact information

for investigators, and UBCOM-RELOC chair, etc.

Human subjects will be selected equitably, so that the risks and benefits of the research are justly distributed;

The UBCOM-RELOC will be immediately informed of any information, unexpected or adverse events that

would increase the risk to the human subjects and cause the category of review to be upgraded to Expedited

or Full Review;

E. The UBCOM-RELOC will be immediately informed of any complaints from participants regarding their risks
and benefits; and

F. Confidentiality and privacy of the subjects and the research data will be maintained appropriately to ensure
minimal risk to subjects.

Attached Items:

A. Part A Form: Decision Making Tool

B. Part B Form: Research Project Proposal

o0

Signature of the Principal Investigator: The undersigned accepts responsibility for this study, including
adherence to UBCOM-RELOC guidelines and policies and acknowledges the research authenticity,
elimination of conflicts of interest and meeting criteria to protect human subjects.

Signature Date / /

Signature of the Supervisor (if any): The undersigned accepts responsibility for revision and approval for
this study, including adherence to UBCOM-RELOC guidelines and policies. Acknowledge the research
authenticity, elimination of conflicts of interest and meeting criteria to protect human subjects.

27  adyasoly elelltadlcibalall dabkioll sclgall



Supervisor Name:

Signature Date / /

Research Review and Ethical Approval Form Part A:

Decision Making Tool

Does the project fall under the category of human subjects’ research?
Questionnaire:

The researcher should complete the following questionnaire (questions 1-10) to determine if the proposed project
could be considered human subjects research. Human subjects are called participants in a research study.

1. Will the participants in the project be identifiable through records, responses, or personal information to

anyone else but the researcher? NOO YESO
2. Could participant’s reputations, financial standing, or legal standing be at risk if their responses were
identified? NOO YESO

3. Does the project ask questions about or explore sensitive aspects of participant’s lives, such as illegal conduct,
drug and alcohol use, mental health issues, abuse, or sexual issues?

NOO YESO
4. Does the research involve the taking of any images or audio of the participants, via any means, camera, audio,
cell phone, etc.? NOO YESO
5. Are participants forced or deceived to participate, and are they not allowed to withdraw at any time?
NOO YESO

6. Does the project target any of the following types of participants, who are considered vulnerable populations?
NO O YES O, Specify:

A. Terminally ill B. Physically challenged C. Children who are under the age of 18
D. Economically disadvantaged E. Pregnant women F. Legally incompetent adults
G. Traumatized or comatose  H. Prisoners 1. Cognitively or mentally impaired individuals
7. Does the project involve any of the following activities? NO O YES O, Specify:
A. Administration of drugs B. Taking tissue samples C. Drawing blood
D. Administration of alcohol  E. Use of medical devices F. Giving injections
G. Invasive procedures H. Administration of nutritional supplements

8. Is any of the data to be collected online with identifiable email addresses or electronic signatures?

NOO YESO
9. Will any identifying information that may link the data to individual participants be included in your research
records? NOO YESO

10. Does the research involve the study of existing databases where the individual participant data is identifiable?
NOO YESO

Signature of Principal investigator:

e A yes answer to any of the above questions places the project in the category of human subject research. A
submission of the research proposal (Part B) for UBCOM-RELOC review is required.
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UBCOM Research Committee Use Only

UBCOM-Research Committee Review Member(s):

1. Signature:
2. Signature:
Date Reviewed: / /

UBCOM Research Committee recommendation for UBCOM-RELOC Review:

A. Full Board Review O B. Expedited Review O C. Exemption from Review O

UBCOM-RELOC Member Name Submitted to:

Signature: Date: / /
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Research Review and Ethical Approval Form Part B:

Application for UBCOM-RELOC Approval

The researcher should submit his approved research proposal to the UBCOM-RELOC team identified by the
UBCOM-RELOC secretary. The following items must be supplied in your research proposal.

All information is to be included.

1. Project title
Contact Information for Principal Investigator
a. Contact information for Additional Investigators/team members

W

Funding Status
4. Project Timeline (Estimates are acceptable)
a. Start of data collection

b. End of data collection
c. Period of data analysis
d. End of study

5. Participants in the study: Provide a description of the participants in the study; include age, sex, ethnicity,
race, and other identifying characteristics. Provide rationale for the use of vulnerable populations. Describe
any precautions that would be taken to minimize risk to participants. Describe procedures for obtaining
consent/assent. If consent is not to be obtained, provide a rationale.

a. Attach consent form if applicable

6. Location of the study:
a. Name, address, description

b. Attach letter of agreement from appropriate facility personnel

7. The proposal must include the following information, in the order indicated, from your research project.
a. Specific Aims of the Study
b. Sample characteristics:
i.  Statement regarding the processes that you will use to recruit participants
ii.  Describe sample demographics and sampling plan
c. Methods of Data Collection and Analysis
i.  Be sure to include a description of any quantitative and/or qualitative techniques.
il.  Attach any questionnaires, surveys, tests, tools or research instruments
d. Statement of potential risks to participants that are inherent in this research protocol.
i. For example, identify possible sources of:
breaches of confidentiality, treatment complications, psychological distress
e. Statement regarding precautions and safeguards that are incorporated into the design to minimize
potential risks.
f. Statement of potential benefits to the participants.
g. Statement regarding precautions and safeguards that are incorporated into the design to maximize
potential benefits.
h. A step-by-step description of the procedures that will be used in this project.
e Are there any potential risk expected towards participants in this study?
NO O YES O (if YES, attach Minimal Risk Consent)

dudu daolay elell bl culalsl dalhiall sclgal 30




e Signature of the Principal Investigator:
The undersigned accepts responsibility for this study, including adherence to UBCOM Research Project
Guidelines and policies.
Signature Date / /

UBCOM-RELOC Decision

o UBCOM-RELOC Use Only: FOR APPROVAL
Date of Application for Ethical Approval: / /

UBCOM-RELOC Decision:
Exempted O Expedited O Need Full Board Review (go to Full Board Review page) O

Modifications to be listed here (if needed):

UBCOM-RELOC members signature approval for exempt or expedited research:

Name: Signature:
Name: Signature:
Name: Signature:

UBCOM-RELOC Chairman:

Signature Date: / /
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e UBCOM-RELOC Use Only: FOR DENIAL

Date of Application for Ethical Approval:

UBCOM-RELOC members signature for denial of Application:

Name: Signature:
Name: Signature:
Name: Signature:
Rationale:

Denials go to full board review:

Date of full board review:

Disposition:

dudu daolay elell bl culalsl dalhiall sclgal 32




FULL BOARD REVIEW

e UBCOM-RELOC Use Only:
Date of Application for Ethical Approval: / /

UBCOM-RELOC Decision:

Approval O Approval with modifications O Denial of Application O

Modifications to be listed here (if needed):

Attending Members of the Board
committee
1

2

UBCOM-RELOC Chairman:

Signature Date: / /
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(£ 2394il)
Research Proposal ol 25584l

1. Basic Information dguubeadll cilildl .1
4 alaaY) Aallly

English Title

University of Bishia Research Funding Source

Budget (can be an estimate) Saudi Riyals

..... months

Gl alil e Jual il iy
Contact information of the Principal Investig

Duration (can be an estimate)

hsonbl@ub.edu.sa 05, i,

Principal Investigator

Signature of Principal investigator: Date .../...../20....

UBCOM Research Committee Use Only:

The proposal review on:

Meeting Number Subject Number Date / /
UBCOM Research Committee Decision regarding the proposal:

O Approved [0 Not Approved

[0 Remarks and Modifications (if any): c..cooeeiieiiiniiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiietietiietieetesssessncen

....................................................................................................................................
....................................................................................................................................

UBCOM Research Committee Recommendation for the Research Ethics Local Committee Review
(using the checklist for decision making tool and according to UBCOM-RELQOC guidelines) :

OO0 Exemption 0 Expedited Review O Full Board Review
Research Committee Members (Reviewers):

1. Signature:

2. Signature:

3. Signature:

RESEARCH COMMITTEE CHAIRMAN
....................................... Signature:
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2. Research Objectives: iyl alsal P

3.Literature Review of the Research:
4.Data Collection and ethical consideration :

5. Selected References:
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6.Duties and Responsibilities of research team: :Eaudl Gapo caldgduusg culialg L1

RESEARCH TEAM MEMBERS DUTIES AND RESPONSIBILITIES
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Josdll / addlgall wlkas

Ethical Clearance Approval Letter

Ref No.: UBCOM/ H-06-BH-087 (03/01)
Date: Sunday, November 10", 2019
To Principal Investigator(s)/

Designation/
RE: ETHICAL CLEARANCE APPROVAL FOR THE STUDY TITLED "...ooveeeeeeeeiveeenes .

Reference is made to the above heading.
| am pleased to inform you that the chairman has on behalf of the Research Ethics Local Committee, College of
Medicine, University of Bisha (UBCOM-RELOC) (REGISTERATION No. H-06-BH-087), approved the ethical

clearance of the above mentioned study based on recommendation of the committee issued on {dateof

The validity of this ethical clearance is one year effective from date-ef-decision-te-same-daterextyear- You will

be required to renew the ethical clearance on yearly basis if the study is not completed at the end of this
clearance. You will be expected to provide a progress report on renewal of this clearance and final report upon

completion of your study.

UBCOM-RELOC approves the study to be conducted in the presented form and expects to be informed about
any change or revision in the protocol, patient information, informed consent or any adverse events occurring

in the course of the study.

Yours Sincerely,
D e e
Chairman of the Research Ethics Local Committee Signature:

Email: Stamp
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