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Part I: RESEARCH PARTICIPANT INFORMATION
SHEET

You are invited to participate in scientific research
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After receiving full explanation of the intended research project
from Dr. and having all my
inquiries about this study answered I,
he undersigned, give my consent that | am
(or my child is) participating in a research project.

The project | am asked to participate in is entitled:

The purpose of this research is to increase know ledge

about

| am participating in this research because:
(I and/or several members of my family)* are affected by a
genetic disease causing inability of the body to

My (my child) participation requires that:

1) Two teaspoons of blood (10 cc) will be drawn from a vein
in my arm using the usual procedure. 2) The DNA from white
blood cells will be isolated and analyzed.

The risks and discomfort involved in participation are:
There will be some transient pain from the needle stick. A
blue area may develop at the site of the needle stick,
especially if | don’t apply enough pressure after blood draw.
Infection and hematoma at the site of the needle stick are
exceedingly rare when the current procedure of blood
drawing is used. In addition, the genetic studies may reveal
some information that some people may not like to know,
such as a carrier state of a disease or having the disease
without symptoms. People usually consider such information
confidential and don't like that they leak out. Participating in
research, if adequate precautions are not undertaken, may
increase the chance of such a leakage.

Potential benefits:
This study may help identify the genetic defect underlying the
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disease that my family suffers from. Such discovery may help
my doctor in early diagnosis, in directing clinical care, and in
family counseling. The study may also add to scientific
knowledge if it identifies a new genetic abnormality.

My (my child)* participation is completely voluntary and
my decision will not affect the medical care we receive. | can
refuse participating without prejudice from my treating
physician.

If (I /my child)* do not enroll in this study the available
alternative is:

Not to perform the genetic analysis. (I /my child)* will then
continue to receive the required clinical care.

I can withdraw from this study whenever | wish, and | can
request disposing of any information or samples taken from
me without affecting the medical care | am entitled to receive.

I will bear no extra cost as a result of my participation in this
study. In case of any injury resulting from my participation, the
King Faisal Specialist Hospital and Research Center will
provide me with the necessary medical care.

I will not /my child will not receive any reimbursement for
participation in this study.

| understand that the information generated from my
participation in this project will be kept confidential and no
person or entity will have access to it besides those directly
involved in the study. There will be no reference to my identity
or my tribe in any published article about this study. | will (be
/not) informed about my results from this study. My treating
physician will be (not) informed about my results from this
study.

Contact persons:

I may call the Section of Assurance & Compliance, Office of
Research Affairs telephone 4647272, ext. 32934 for general
questions concerning research at or research subjects’ rights.
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For specific questions on this study, or in the event of
research-related adverse events, | may call DR,-------
telephone , Ext ., or telephone---------- , pager----

Please Fill out the second part and answer all questions

PART II: INFORMED CONSENT FOR STUDIES
INVOLVING GENETIC MATERIAL (DNA/RNA)

| am asked to participate in a study that involves analysis
of DNA/RNA (the genetic material in the cell), this type of
study is subject to the rules of the Kingdom of Saudi
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Arabia in general

There are certain options that | can choose from. | have
studied the following nine options carefully and checked
the statements that | do accept (please sign next to each
choice in the middle square )

1. IwantO /I Don'twantO:
To receive a general summary of the study results.
2. lwantO /IDon’t want O:
To receive the results of the study that belong to
me
(and/ or my family’s)* .
3. IwantO /IDon’twantO:
To be asked to give consent before my (and/or my
family’s)* leftover samples are used in other
studies.
4. IwantO /I Don’t want O:
To be asked to give consent before my (and/or my
family’s)* leftover samples are used in studies
related to this study.
5. IwantO /IDon’twantO:
To remove all identifying information that links the
sample to my (and/or my family’s)* identity once this
study is completed.
6. IwantO /I|Don’t wantO:
My (and/or my family’s)* leftover samples to be
destroyed once this study is completed.
7. lallowd /IDontallowd:
Other investigators outside KFSH&RC to
access/use my (and/or my family’s)* samples.
8. lagree O /| disagree:
That my (and/or my family’s)* samples be sent
outside the Kingdom for research purposes.
9. lagree O /I disagree:
That my (and/or my family’s)* samples be used for
commercial purposes>
| have carefully studied the above-mentioned options and
checked what | do agree with and | sign this consent with
full understanding.

Research (Subject or guardian)*

Print Name:

Signature: Date:
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Relationship:
(if signed by person other than the research subject)*

WITNESS

| confirm that | have accurately (translated and/ or
read)* the information to the subject:

Print name:

Hospital ID#:

Signature: Date:

Investigator or Delegate

I have fully explained to the above (volunteer/ relative/
guardian)* the nature and purpose of the above-
mentioned research project.
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