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You are invited by (Taif Khaled Alenezi,Shuruq
Fahad Alanazi, Ahad Abdullah Alenzi) to
participate in a scientific research
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Part 1: Research Participant Information Sheet: WSzulld )yl ad) Sleglee iJadls iz
Title of Research ol Olge
Metformin therapy and breast cancer incidence in Sl Oy &9z Bwogd po9deedl zJIg plagupl
hail region Jilz Bakaipy
Purpose of the Research 1>l Op 2 $Jl
- To study the relation between using metformin eSOl auded Baao Byl s -
among diabetic patients and the risk of Bulpedll sb# 98 ,dlLeY HRSC €8 p)gdugpl
developing breast cancer. Sl Ol gud! p2 ey

- In this study we will evaluate the anticancer

activity of metformin in the prevention of breast  S© pogdugell g d @sdi 9 Bulyall 2320 © .
cancer among diabetic patients. bl 831z 8oL
Potential Benefits: :BJpuzpll Sgdd

- This study will evaluate the efficacy of metformin
for prevention of breast cancer.

- This study will assess the anticancer activity of
metformin, which will give a new hope for cancer

BoladsO a5 9dugall BEIFd e LB 90 Byl 238
-B_{:Jlt;' e & pal Lﬁ,‘y A Las g «Ologuyl BJL?
bl Bl gaa Bl (g )y sisad)

prevention.
Potential Risks and Discomforts: :Sd‘aoc‘adl alq-tjady )Jalt‘adl
- N/A >zl -
- There won’t be any potential for risk or Bausigall Byl 0l JblFe ia s o) -
discomfort since the study is an )35 9(

observational one

Alternative to Participation (where
applicable):

N/A >z 95!
Cost/s Reimbursements (where
applicable):

:)0.353 ol EJ‘&PJ‘ og Jslau

D)oz 9 Ol Bgllpd <l psep / g_égdlﬂodl

There will be no cost for subject by participating in Spl 1328 © Il paxid] 83 b O 9
this research and no reimbursement for time and Qe OF pesage Jg Szuld © &)lgedl JdIE
expenses. &

C’)\édddlg

Termination of Participation (where A

:Odal 131 & 91 fial 1)l
applicable): i O LBl o2y
G © @lgell of Sigul Hodes"d 51esC puses

A I3pl 01ods of Bysde 09 iy G ©
BU«J |l

- Include the following: “You may discontinue
participation in the study at any time without
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penalty or loss of benefits to which you are
otherwise entitled.”

- When applicable, describe potential
consequences of a subject’s decision to
withdraw and procedures for early termination.

- Explain circumstances under which participation
may be terminated by the investigator without
the subject’s consent.

- NA

Compensation/Treatment (where

applicable):

In case of experimental and interventional
research study and in the event of medical harm
or injury resulting from participation in the
research study (N/A)

Voluntary Participation

Participation in this research is voluntary. Refusal
to participate shall not entail penalty or loss of
benefits to which you are otherwise entitled be
entitled. You may withdraw from the research at
any phase without loss of benefits to which he is
otherwise entitled

You will be notified of all information that may
emerge during the research period, the knowledge
of which might be reasonably expected to affect
your willingness to continue to participate in the
research study

Confidentiality

Your identity and personal information, as a
participant in this research study, will remain
confidential with respect to any publications of the
results of this study.

Your personal information and records in
connection with this study will be kept confidential
to the extent permitted by the law.

Description of the Research

This research is (cross-sectional observational
study)

The approximate number of participants to be
enrolled in this research is depending on the
patients who want to participate (convenient size)
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You are expected to participate in this research for
(In this observational study there won’t be any
follow up since the data will be collected directly
from the patient at a specific point in time)

To participate in this research, you are required to
(patients who want to participate should have been
diagnosed with diabetes mellitus type 2)
Procedures or tests are being performed solely for
this research is/are (N/A)

Drug, device or therapeutic procedure being
performed solely for this research is (N/A) which is
(N/A)

Body fluids and tissues may be sampled for
research analyses and related purposes is/are
(N/A)

Contact persons:

For specific questions on this research you may call
(Taif Khaled Alenezi,Shuruq Fahad Alanazi, Ahad
Abdullah Alenzi), Mobile number (0569231228,
0503951795, 0506104649), email:
(119teef@gmail.com, Shuruqez998@gmail.com,
ahadalanzi42@gmail.com) or you may call the
Research Ethics Committee (REC) office in the
University of Hail (UoH) phone 016-5358200 or E-
mail: research.ethics@uoh.edu.sa, for general
questions concerning research at UoH or research
participants’ rights.
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Part Il: Authorization of Voluntary Participation in
the Research

| acknowledge that | have read, or had explained
to me in a language | understand, the attached
Research Participant Information Sheet and that
principal investigator has explained to me the
nature and purpose of this studies, including the
extent, if any, to which they are experimental, the
possible complications as a result thereof and the
consequences and risks reasonably to be
expected, if any. | have had the opportunity to ask
any questions | had with respect to this study and
all questions | asked were answered to my
satisfaction.

| understand that this research is not intended to

be of any direct benefit to me and | voluntarily
accept the risks and discomforts associated with it.

| acknowledge | do not have any pre-existing
medical or emotional problem which would make
it unwise for me to participate in this research.

| grant this consent as a voluntary contribution in
the interest of research.

| confirm that | have read, or had read to me, the
foregoing authorization and that all blanks or
statements requiring completion were properly
completed before | signed.

Research Participant/Surrogate Signature:

B

Date:24/2/2021
Place: Hail, Saudi Arabia

Name: Foziah Naser Almublea

REIBtionShip (If signed by surrogate):
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| confirm that | have accurately translated and/
or read the information to the subject:

Witness Signature:

Date: 24/2/2021

===

Place: Hail, Saudi Arabia
Name: Taif khaled

| have fully explained to the above volunteer/
relative/ surrogate the nature and purpose of the
above-mentioned research program (including
the fact that the research will not result in any
direct benefit

and the extent, if any, to which the study is
experimental), the possible complications as a
result thereof and the consequences and risks, if
any, if the volunteer decides to discontinue
participation. It is my understanding that he/she
understands the nature, purposes, and risks of
these studies before he signs

this informed consent. | have also offered to
answer any questions relating to these studies
and have fully and completely answered all such
questions.
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Signature of Principal Investigator: — =~ o0 ol &zl g e

Name: Name: Mhdia Elhadi Dafa eIl

Date: 4o
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