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Part | — Research Participant Information Sheet:

Before deciding to participate in this study, you must read
and understand the consent form's information. It provides
all the information we think you will need to decide whether
you (or your family member) wish to participate in the

study. If you have any questions after you read this form,
ask the study personnel or your doctor. Please do not sign
this form until you are sure you understand it. You may also
wish to discuss this study with family members or a close
friend.

This consent form is intended for the eligible patient to take
part in this study (referred to as “you”). However, if the
patient is incapable of providing consent due to severe illness,
a relative or other authorized representative's consent will be
sought. The pronouns “you” and “your” in this letter refer to
the participant. There are no conflicts of interest to declare
related to this study.
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F. Cost/s Reimbursements:
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G. Termination of Participation (where

applicable):
WHAT ARE

MY RIGHTS AS A PARTICIPANT?

WHAT ARE MY RESPONSIBILITIES AS APARTICIPANT?
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CALL IF I HAVE QUESTIONS OR
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H. Compensation / Treatment:
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I. Voluntary Participation:

Participation in this study is voluntary. You will suffer no
penalty nor loss of any benefits to which you are otherwise
entitled should you decide not to participate. Withdrawal
from this research study will not affect your ability to
receive alternative methods of medical care available at
KFSH&RC.

Significant new findings developed during the course of the
research study which might be reasonably expected to
affect your willingness to continue to participate in the
research study will be provided to you. Joining this study is
up to you. You are free to say yes or no, or to drop out after
joining. If you decide to stop being part of the study, you
should tell your study doctor. Deciding to not be part of the
study will not change your regular medical care in any way.
There is no penalty for stopping. If you would like to be
part of this study, we will ask you to sign this form. You
will get a copy to keep.

PARTICIPATION AND WITHDRAWAL.:
Participation in research is voluntary. You may refuse to
participate, decline to answer questions, or withdraw from the
study at any time with no effect on your or your family’s
future care. If you choose to withdraw from the study, the
data you provided up to the point of termination (withdrawal)
and information about your health status may still be used in
the analysis. No further information, unless required for
safety reasons, will be collected from you. If you choose not
to participate, you and your family will continue to have
access to customary care.

s shail) A jLial) b

O bl A8 5L axe @y 135 Age s Ayl o3 8 AS L)
OF LS ¢ Aadladl 8 g 5 il dlia glaiil o cliliae 5V (i jem
Ay adle deadl gl o i o Al jall Ge SVl d ) 5
A Gl S ey paadill Joad clldl iliee 58 i
s 38 Lae Canll cl 3t DA jedas dala Baan il ol e Dy
Ayl o2 (84S jLhally i i) G i e Al sina 48

sl A8 gall 3 ) Al 8 AS i) ol ) al 3as) & e el
& AS Ll e gl )y 8 ) e eIV ey ) gl g )
AS jliiall adey &1 8 jny ) elind pa elyda Hhads oy dal )l
O gl Ao ¥y IS8 Gl salind) dulal) elile 5 Aul Al B
Zosalll 13 a5 el callaind Al all o3 8 AS LA )
Lo giail atedas o Jastiug

:‘%MYU KSJM‘

LAY (= 5 AL (b ) iy e el Caall 3 S L)
o Ll Gl o iy ol 8 Aul Al e lans¥1 S Al e
28 ¢ Al all e e @ A0 1Y) clililal gl @l Al dle )
e sleall 5 (lans¥l) eledy) dhis s lgiesd Al bl ks
Gloglea pan o o dalaill (A Laddius dgaal) clillay Adleiall
pae AT 1Y) Sl (sl LY Al (5 ol e ¢ Slia Al
Baliaall Al Hl ) s sl 8 Slilile 5 el painiod ¢ AS LA

For ORA Official Use Only
INFORMED CONSENT FOR RESEARCH

ORA INVOLVING THE ADMINISTRATION OF DRUGS,
USE OF DEVICES OR PERFORMANCE OF
A PROCEDURES
C This Consent Document is approved for use by the

Research Ethics Committee of KFSH&RC
(ORA 5.15.1) From:

23 Oct 2000 To:

RACH# :

Gl S il e 38 sally ) 3)
Lala Gl ya) ol /5lea/sl 53 Juentiaal ol 3l

(FISSH CONSENT FORM)

(TRL 00)



Adults Consent
Version date:

) S ey aladill Juad cllal idiue

KING FAISAL SPECIALIST HOSPITAL
AND RESEARCH CENTRE

Patient’s Nameplate:

L

J. Confidentiality:

All efforts will be made to keep your research record
confidential but total confidentiality cannot be guaranteed.
There are many safeguards in place to prevent the release of
information from this study. All data obtained for this study
will be assigned a unique identifier. The key to the code will
be kept in a locked file. Only study staff will have access to
the code and information that identifies you as being in this
study. Your data will be entered into the data charts in a
locked file room, locked file cabinet, or will be entered into
the password-protected database. Your data will be kept
indefinitely.

Your name will not be used in any reports about the
study

You will be identified only by a code and your
initials
Qualified representatives of the following organizations may

review and analyze your medical/study records and /or
receive information from your medical/study records:

e  The Government authority or national regulatory
agency, because it oversees use of new drugs in this

country

The Institutional Review Board or Ethics Committee
which review the ethical conduct of this study

The Clinical Research Group to which your
institution is affiliated.

All other organization/agencies who may be
concerned about the study

By signing this Informed Consent Document, you authorize
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access to your records to the organizations above as well as
Research Advisory Council (RAC) at King Faisal
Specialist Hospital and Research Cetnter (KFSH&RC),
who will work within the framework of the laws and
regulations to preserve your confidentiality at all times.
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K. Contact Person(s):

A signed copy of the consent form will be given to you.
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L. Protecting Your Personal Health Information:
All persons involved in the study, including the study
investigators, coordinators, nurses, and delegates (hereby
referred to as “study staff”), are committed to respecting your
privacy. No other persons will have access to your personal
health information without your consent unless required by
law. The study personnel will keep your personal health
information confidential as per applicable privacy
legislations, including the Personal Health Information
Protection Act (PHIPA) of Ontario. King Faisal Specialist
Hospital and Research Cetnter (KFSH&RC), has direct
access to your (or your family member’s) medical/clinical
study records. The study personnel will look at your medical
records and personal health information, collecting what is
needed for the study. Representatives of Clinical Trials
Ontario, a not-for-profit organization, may see study data that
is sent to the research ethics board for this study.

Personal health information is any information that could be
used to identify you and includes your name, address, and
date of birth. Any personal identifying information (such as
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your name) will be “de-identified” by replacing your personal
identifying information with a “unique study number”.

The research team is in control of the study code key, which
is needed to connect your personal health information to you.
The link between the study number and your personal identity
will be safeguarded by the study team. Also, data will be
password-protected and securely stored. Access to records
and data will be limited to authorized persons and
transmission of the data will be secure. You will not be
named in any reports, publications, or presentations that may
come from this study.

By signing this form, you are authorizing access to your
medical records by the study personnel, the Hamilton
Integrated Research Ethics Board and by applicable
government regulatory authorities and/or authorized
representatives of the study sponsor. Such access will be used
only to verify the accuracy of the information collected for
the study, without violating your confidentiality, to the extent
permitted by applicable laws and regulations. The study
investigators will keep your study records securely stored for
25 years.

STUDY REGISTRATION AND STUDY RESULTS:

A description of the reason for, and steps in, this study will be
available on http://www.ClinicalTrials.gov. This Web site
will not include information identifying you. Results from
this study will be published in a medical journal but no
identifying information about you will be used in any
summary or publication. If you are interested in obtaining the
results/publication of this study, please contact the research
team.
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PART Il - Authorization for Administration of

s15a) o S o e Jlerindy (i 1 AL £ 5o

certain drugs, use of devices or performance of b

certain procedures to:

Patient Name: s ol ol
: ‘;\H\ aldll (°§J

MRN #:

1.a I authorize Dr. xxx and his associates at
KFSH&RC to perform the following procedures
during my treatment (or the treatment of the
person named above for whom | am
responsible):
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1.b lalso agree that the following body fluids
and tissues may be sampled for research
analyses and related purposes: Blood And
Cerebrospinal Fluid
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2. | understand that the above-mentioned drugs,
devices or procedures are being studied to determine
the extent to which they may be of value in treating
my illness or condition (or the illness or condition of
such a patient named above, as the case may be).

2. (-a:\..gua)\.ci BESWIBTY ji ¢ Oleall ji ¢ ¢l gall Ui-' Nj
3l o e Aallaal Tase ) 5S5 38 2a g ) A8 el sl
Lgie lay Al Al 5 (2 yall ) Lgie Sled ) Al

ba s caad (o pall),

3. lacknowledge that | have read, or had explained to
me in a language | understand, the attached Research
Participant Information sheet and that Dr. xxx has
explained to me the nature and purpose of the drugs,
devices or procedures described in the Research
Participant Information Sheet as well as any benefits
reasonably to be expected, possible alternative
methods of treatment, the attendant discomforts and
risks reasonably to be expected and the possibility that
complications from both known and unknown causes
may arise as a result thereof. | have had the
opportunity to ask any questions | had with respect to
such drugs, devices or procedures and all questions |
asked were answered to my satisfaction.
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4. | understand that | am not entitled for
reimbursement for expenses incurred as a result of my
participation in this study
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5. | voluntarily accept the risks associated with the
use of the above-mentioned drugs, devices or the
performance of the above-mentioned procedures with
the knowledge and understanding that the extent to
which they may be effective in my treatment (or the
treatment of the patient named above, as the case may
be) has not been established, that there may be side
effects and complications from both known and
unknown causes and that these drugs, devices, or
procedures may not result in cure or improvement.
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6. 1 understand that I am free to withdraw this consent
and discontinue treatment with the above-mentioned
drugs, devices or procedures at any time. The
consequences and risks, if any, which might be
involved in the event | later decide to discontinue such
treatment have been explained to me. | understand
that such withdrawal will not affect my ability to
receive any medical care made necessary by the
performance of such studies or to which | might be
otherwise entitled.
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8. | confirm that | have accurately translated
and/or read the information to the subject or
his/her surrogate.

Witness:

Print Name:

KFSH&RC ID#:

Date:
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9. I have fully explained to the above patient/ relative/
guardian the nature and purpose of the foregoing
drugs, devices or procedures, possible alternative
methods of treatment which might be advantageous,
the benefits reasonably to be expected, the attendant
discomforts and risks involved, the possibility that
complications may arise as a result thereof and the
consequences and risks, if any, which might be
involved in the event the patient/ relative/ guardian
hereafter decides to discontinue such treatment. It is
my understanding that the above patient/ relative/
guardian understands the nature, purposes, benefits,
and risks of participation in this research before
signing of this informed consent. | have also offered to
answer any questions the above patient/ relative/
guardian might have with respect to such drugs,
devices or procedures and have fully and completely
answered all such questions.
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