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GENERATION OF HUMAN IMMORTALIZED CELL LINES
INFORMED CONSENT/AUTHORIZATION TEMPLATE

Consent to collect fresh tissue for creation of cell lines and organoids
BIO-2018-0259, Version date: June,2018

Principal Investigator (PI): Dr Walid Faraj

Co-Investigators: Dr Wassim Abiu Kheir, Dr Ayman Tawil, Dr Deborah Mukherji

Address: Department of Surgery, AUBMC, Beirut, Lebanon
Phone: 01-350 000 AUB extension 5714
Site where the study will be conducted: AUBMC

Approved IRB methodology of recruitment: Direct approach by the research assistant will take place following the
attending’s contact |mt|auon wnh the patlent and the latter expressing mterest to participate.

BACKGROUND

We invite you to take part in a research study at the American University of Beirut involving the donation of
primary cells for the generation of immortalized cell lines. Before you decide to take part, please take as much

time as you need to ask any questions-and discuss this study with family, friends, or your personal physician or
other health professional.

WHY 1S THIS STUDY BEING DONE?

The purpose of this research is to establish, use, and share immortalized cell lines from primary cells you have
provided. Immortalized cell lines will be used for basic science experimentation and research and may be shared

with other researchers. We are asking for your permission to take small samples of tissue during surgery (2 specimens
approximately 2x20 mm) for the creation of organoids and cell lines for future research.

WHAT ARE IMMORTALIZED CELL LINES?

Primary cells that are taken directly from a donor have a limited life span in culture. They can only divide a certain
number of times in culture and eventually die. The growth properties of primary cells can be altered and their
lifespan-can be extended and this, for example, can be done by introducing to these cells immortalizing viral
oncogenes. Immortalized cell line is a group of cells that can live and divide indefinitely in culture outside the
body; these cells can be derived from many different kinds of donated primary cells (Blood, bone marrow, or

other tissue). The generation of immortalized cell lines will provide an unlimited supply of cells without needing
to take additional samples.

We can learn a lot by studying immortalized cell line cells that are made from samples collected from people with
different diseases and/or healthy people. These cells are used for research on various medical conditions and

potential treatments for those conditions. In the future, immortalized cell lines may be used in other ways. For
example, research may include:

« Looking at the DNA sequence/genetic code in these cells

= Altering some of the DNA within these cells

= Testing in animals to model diseases and treatments

* Developing and testing new drugs and treatments

Society-and medical research benefit from sharing cells and information among many researchers and institutions.
We may share your cells with other researchers which are currently undefined.
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WHAT DOES MY PARTICIPATION IN THIS STUDY INVOLVE?

This study involves obtaining a sample from you, as well as collecting information on your medical history from
you and your medical records. The sample will be used to create cells that can always be kept alive or immortal

HOW WILL I GIVE SAMPLES FOR IMMORTALIZED CELL LINES?

With this consent form, you are asked to provide blood samples and/or other specimens example: normal tissue
tumor tissue, etc...]

Please check and place your initial on the line to indicate that you agree to the procedure.

] Blood Donation: Blood will be drawn through a needle in your arm. We will draw no more than 10ml
(typically no more than 200 ml) of blood at one time.
D Other source for specimens: 2 samples of left-over tissue removed during surgery approx 2x20mm each

COLLECTION OF MEDICAL INFORMATION
We will-interview you about your medical history. We will review your medical records. We will ask about your——
family’s racial and ethnic background and where they came from. Upon consenting, when sharing the cells with

other researchers, we will provide only limited medical information about you, such as your gender, age at the
time of sample donation, and diagnosis.

HOW MANY VISITS ARE REQUIRED?

Obtaining these samples normally requires one visit. We will obtain the samples during a visit scheduled for
another reason whenever possible.

WILL I BE RE-CONTACTED LATER BY THE RESEARCHERS?
We may want to contact you in the future. With this consent form, you are asked to agree to be re-contacted by
the researchers in the future for a variety of reasons. Please check and initial next to each option if you agree:
Ll We may contact you to obtain additional samples or to request updates on your health. If we ask, keep
in mind you are under no obligation to donate additional samples or provide additional information.
] Research on your cells might provide information on your personal health. Researchers could identify
new information that they believe is urgently related to your health. In this very unlikely event, we may contact
you to give you a choice about whether or not to léarn this information.

We may contact you if we discover that the cells made from your sample could be useful for research
that is not covered by this consent form, and that we want to get your permission to do. It might include some
research using new techniques or for new purposes that we simply cannot predict at this time.

Please remember to update the research team with your contact information if it changes. Otherwise, they may

not be able to find you. Remember that you can re-contact the research team at any time, now or in the future
and ask any questions you have.

However, if you do not wish to be re-contacted, please indicate your preference below:

] Check and initial here if you DO NOT agree to be re-contacted in the future by the research team for
any reason.

ARE THERE LIMITS ON HOW MY CELLS WILL BE USED?
All research on your immortalized cells must comply with all applicable laws and policies. The cell lines
generated from your tissue samples will never be used to clone (known as * mprﬂ%yﬁ}wﬁ é:’l’?ﬂ%;)@ﬁ;%p&wse
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create an entire human being. Research with the immortalized cells may involve transplanting or testing them
with animals, within the limits imposed by laws and regulations.

You will not be able to retrieve your donated samples or immortalized cells from the researchers for personal use.

WHAT ARE THE RISKS OF THE STUDY?

* Blood Donation: You may have some discomfort and bruising at the site of needle entry. There is a very small
risk of fainting. Infection in the area of the needle insertion is rare.

» Other tissue or fluid Donation: There may be unforeseeable risks such as the release of information from your health or research
records in a way that you did not authorize, however we will make every effort that this does not happen and take all necessary steps to

protect your records so that your information that identifies you will be kept private. No additional risks since samples will be taken
from left-over tissue removed at the time for surgery.

* Emotional Risks of Research on Your Sample: OPotential risks arise if your genetic information could be
misused. These include breach of confidentiality of test results; disclosure of results that lack clinical utility,
proven validity, or accuracy (e.g., false positives or false negatives); emotional distress, anxiety, or guilt; effects
of the knowledge that one has a disease-related gene that might alter one's life course, reproductive decisions,

employability, or insurability; revelation of misattribution of parentage; and results which could cause

stigmatization, discrimination, or psychosocial risks to the participant's family, ethnic community, or to isolated
populations.

HOW WILL MY CONFIDENTIALITY BE PROTECTED?

Your name, birth date, and other personally-identifying information will be removed from your data and samples.
They will be linked to your sample only by code number. The code key for the samples will be stored in password-
protected database under control of the investigators. Medical information, samples, and immortalized cells that
are shared with other researchers will be coded and will not include identifying information (name, address,
telephone number, or personal identification number). Only the original investigators will be able to trace your
samples and information to you. Information collected in this study may be reviewed by authorized individuals
from the AUB IRB or Lebanese Government or other regulatory organizations for the purpose of making sure
that proper systems, procedures, and regulations are being followed.

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?
Your participation will help medical research better understand various diseases and develop better treatments,
which may help you or others in the future. Participation in this study will not benefit you or your family directly.

It will take a long time for research to progress and to yield safe, effective treatments based on immortalized cells
obtained in this study.

WHAT ARE MY OTHER OPTIONS?

Taking part in research is entirely voluntary. You do not have to participate in this study if you do not want to do
so. Your decision about whether or not to participate will in no way affect your present or future medical care,
your participation in other research studies, or your relationship with the research team.

WHAT IF I CHANGE MY MIND?

If you join the study but change your mind later and wish to withdraw, please let us know. We are able to honor
such requests as follows:

* You may withdraw your consent to be contacted by us about this study in the future.

* You may withdraw your consent for the use of all of your original donated samples until these samples are used
to create immortalized cells.

* Once the immortalized cells have been created, you may request that any origdinsfi tlerials Reatiaxe BBgyer and
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not being used in a research project be destroyed.

» We can remove the codes from your cells'and information so that they cannot be linked back to you in any way.

We will continue to distribute and use your samples and limited medical information, but there will no longer be
any way to identify them as yours.

We will NOT destrov immortalized cells once they are created. Cells that have been shared with other researchers
will not be retrievable.

WILL I RECEIVE PAYMENT FOR BEING IN THIS STUDY?

You will not receive any cash or payment with goods or services for the cells you donate to this research
project.

Your samples will be used for research, and they may also be used to make commercial products and treatments,
meaning that they can be bought and sold in order to treat other people. The research done with your samples

may help to develop new products in the future. You will not receive any financial compensation, should this
- OCCUL. — - e oo

If applicable, any reimbursements for money you had to spend to pamcupate in the research study will be per
specified approved research protocol, (None)

PROBLEMS OR QUESTIONS

If you have any problems or questions about this study, or about your rights as a research participant, or about
any research-related injury, contact the Dr Walid Faraj, HPB Unit 3rd Floor AUBMC, Extension 5714. Please keep a
copy of this document in case you want to read it again.
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SIGNATURE PAGE

Investigator’s or (his/her IRB Approved Designee’s) Statement:

['have reviewed, in detail, the informed consent document for this research study and fully explained the purpose of the study, its risks
and benefits to the participant or his/her Legally Authorized Representative (LAR). [ have answered all the participant’s questions
clearly (or his/her Legally Authorized Representative's) before requesting the signature(s) below, and 1 will inform him/her in case of

any changes to the research.

A copy of this form has been given to the participant or his/her Legally A

uthorized Representative.

Consenting Person Must Personally Sign & Date

Printed name of the person obtaining consent (l/avestigator or
designee)

Signature of the person obtaining consent (nvestigator or

designee)

Date Time

Participant’s or (his/her Legally Authorized Representative’s (LAR)) Statement:

I'have read and understood all aspects of the research study and all my questions have been answered to my satisfaction. [ voluntarily
agree to be part of this research study, authorize the use and the disclosure of my Protected Health Information (PHI) (data about myself)
and [ also know that I can contact the Primary Investigator or any of his/her designee involved in the study in case of any questions

related to the research study, or to a research-related injury at the followin

g phone #:01-350 000 ext:5714. If I have questions regarding

my rights as a human subject recruited to a research study, [ will contact the Institutional Review Board (IRB) at 96 1-1-350000 Ext

5445. The IRB protects the rights and welfare of people taking part in r
consent and discontinue participation in this project at any time, even aft

esearch studies. [ understand that T am free to withdraw this
er signing this form. Withdrawal from the study or refusal to

participate will not affect my medical care, my relationship with my physician and AUB. I know that I will receive a copy of this signed

informed consent.

FOR ADULTS PARTICIPANTS
Consenting Participant Must Personally Sign & Date

Printed Name of the Participant

Signature of the Participant

Date Time

FOR ADULTS NOT CAPABLE

of GIVING CONSENT

Consenting LAR Must Personally Sign & Date

Printed name of the Legally Authorized Representative’s (LAR)
(when applicable):

Signature of the Legally Authorized Representative’s
(LAR) (when applicable)

LAR relationship to participant

Date Time
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FOR PARTICIPANT/ LEGALLY AUTHORIZED REPRESENTATIVE (LAR) WHO DO NOT READ

Witness Statement ( when applicable)

I-confirm that the informed consent discussion and process were adequate to level of participant/(LAR)’s understanding

Printed name of the Witness Signature of the Witness

Date Time
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