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INFORMED CONSENT STATEMENT

For children/minors participating in this study, the term
“You ”addresses both the participant and the parents or legally

authorized representative to consent.
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PROJECT TITLE: The Efficacy of Non-invasive Brain
Stimulation on Cognitive Functions in Patients with
Chronic Obstructive Pulmonary Disease: Double-
Blinded Randomised Controlled Trial

- Name of the Investigator/s-
e Shahad Alkandari
e  Dr. Turki Abualait
e Dr. Mohammad Al-Subaiei

(Affiliation):
Imam Abdulrahman Bin Faisal University.

1. You are being asked to participate in our study of
Title the Association Between Cognitive
Impairment and Chronic Obstruction Pulmonary
Disease.

For the period/duration of 24 months.

You were particularly selected to participate in this
study because you are eligible based on the inclusion
criteria.

We are investigating this topic to further our
understanding of the objectives of our work to
investigate the efficacy of a novel intervention, which
is noninvasive brain stimulation (NIBS), to improve
the cognitive function in patients with COPD.

Your participation in the research study is voluntary.
Before agreeing to be a part of this study please read
and/or listen to the following information carefully.
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Feel free to ask questions if you have any
ambiguities.

investigators at the laboratory in King Fahad

which will be analyzed. Your answers will be

required to undergo medical tests such as

supervision of qualified specialists. The test
results will be analyzed, and the data will be
confidential.

3. Inaddition, the investigator will acquire
clinical data from your medical record at the
hospital.

4. Risks are limited to the usual discomfort of
donating specific samples or discomfort of
using NIBS as previous studies have proven

and mild fatigue may be felt after the fitness
tests.

5. This study designed might benefit you and
other similar patients, besides”, however,
there is a possibility that the results of the
study may contribute to future alternative
treatments and procedures of [NIBS] that
might also be beneficial.

2. |Ifyou participate in this study, you may be asked
to donate a sample of blood which will be sent to
the laboratory in King Fahad University Hospital
for analysis. Your sample will be coded; however,

University Hospital will not have any access to
your personal information and clinical data. You
will also be required to answer some questions,

coded, and researchers at Imam Abdulrahman
bin Faisal University will not have access to your
personal information and data. You will also be

ultrasound and physical fithess test under the

that it is a safe device with no significant risks,

6. Allinformation obtained you’re your medical
records during the study will be confidential.
Your privacy will be always protected. You
will not be identified individually in any way
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because of your participation in this T3 1s Y1y il g3l (on o328 pasins ol oSy
research. The data collected, however, may
be used as part of publications and papers
related to [the research itself].
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7. In c.ase of any unexpected injyry or.harm ‘ dasd o pa Jlase (Y1 sl 5 (o U5 dagaS pia
during this study, compensgtlon will be given Sl il
as per the rules and regulations of the Imam
Abdulrahman Bin Faisal university.
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8. Your participation in 'Fhis study is ent.irely 150 &l Ll Lo Blge 5T &) o (38,1 13y )l 138
voluntary. You have rights to discontinue or
refuse to participate even after initiation of study
at any time for any reason. Such a refusal will not
have any negative consequences for you. Yl o e Yy ey T 3 LA s LBl iy 9
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9. You can stop participating at any time for any Bl sl 099 0o
reason and without any consequences.
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consider this study and consent form before RERUINIERIRY
signing

11. After your participation, in case you have any ol o ludinl o o) Ul 5 (2BS Lo any W11

questions and/or concerns about research, want
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participation in the research you may contact 5 (0591440882) 3, Jigadl e iy sl § (5,5
(Shahad Alkandari) any time on the number «(2240700005@jiau.edu.sa y s 5sIyi a1
(0591440882)or via email ] e .

(2240700005@iau.edu.sa) In addition, if any new 5 A5 loghns Rl I g T I BLSTL s
information is learnt, at any time during the ol 355 LT LS Lo

research, which might affect your participation in

the study, you shall be informed.
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12. Principal Investigator of the study will al§o sign 8 LIl o Aabge Al L yLkal) haas wll 23galll
the copy of Informed consent, and the signed
copy of the Informed Consent will be handed over !
to the Study Participant. Also, signed copy of daedl Gilog Ll Bladl o cmadl 33 sl
informed consent must be kept in the Pl file, el bl
SCRELC file, and patient’s medical record file. v
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I have read or listened to the above information, and I g‘ B A ake s oS 85l Slaslall ) Camal of 3 il
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described above. The researcher has explained to me
about the study, other beneficial treatments or procedures
available and clarified my doubts. I also understand what

will be expected of me. I now understand that the purpose

of the study is to [investigate the efficacy of a novel [ooft ss
intervention, which is noninvasive brain stimulation ad gl gs*g‘ﬁ Gglodd Ol of dygis Sua "’)g o EpeY é 1319
(NIBS), to improve the cognitive function in patients with ASHLall Glad Ol L8 06T OF day 3> B9 f G aSjLEL

COPD ]. If I do not participate, there will be no penalty or
loss of rights. I can stop participating at any time, even

after I have started.

I agree to participate in the study and for my samples to be plsiiy Bl Lid OF o Yy Lyl oda § ESjLall Je )]
kept and used for future research. Ll @ Conll

My signature below also indicates that I have received a g 2L B 2358 o B ol b Larf obsl adg iy

copy of this English consent form together with an official £ 2L Tyl ol Ay 5 il )

translation of this document in Arabic.
Participant’s signature ORAY] @3 5

Principal Investigator signature .
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