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CONSENT FORM
Gastrointestinal Cancer Resource (GICaRes) Biorepository

Lead Researcher:
William Grady, MD Professor of Medicine (206) 667-1107

Contacts for participants:
Wynn Burke Research Manager, Dept. of Medicine (206)-685-1179

giresearch@medicine.washington.edu
24-hour emergency number: 206-598-6190, University of Washington Medical Center. Ask operator to
page physician on call for GI.

KEY STUDY INFORMATION

You are being invited to participate in a collection of samples, called a biorepository. These samples may include
tissue, gastrointestinal fluids, blood, stool or saliva. Research on diseases of the gastrointestinal (GI) system, will
be performed with your samples in order to allow researchers to study the prevention, diagnosis, and treatment
of diseases of the gastrointestinal system. Areas of interest include, study of gastro-esophageal reflux, chronic
inflammatory bowel diseases, hepatitis and liver cirrhosis as well as pre-cancerous conditions, and cancers of the
digestive tract, including the pancreas, colon, esophagus, stomach, gallbladder and liver. The study of samples
will include an assessment of what factors cause normal tissues to become diseased, and lead to the formation of
avariety of conditions, such as polyps or cancer. These factors may be genetic material or other compounds found
in cells, like proteins. We know that some conditions run in families, but we don't know what genetic material or
genes are involved in causing the disease. We would like to analyze genetic material from you in an attempt to
identify the genes, or DNA, responsible for diseases of the digestive tract. We also will look at cell proteins to see
if they are related to the cause or treatment of digestive diseases. We expect that our studies will take many years
to complete. We may never, in fact, identify specific genetic material or cell proteins responsible. But if we do
identify specific genes or proteins involved, we may be able to develop better diagnostic tools and treatment for
diseases in the future. Up to 5000 patients with various GI diseases, as well as people without disease, will be
enrolled. This page is to give you key information to help you decide whether or not to participate. Ask the
research team questions. If you have questions later, the contact information for the research investigator in
charge of the study is below.

WHY MIGHT YOU NOT WANT TO BE IN THIS STUDY?

Elements of the specimen collections may cause discomfort or embarrassment and there exists a remote chance
of research data being illegally accessed. The risks of your endoscopic procedure (colonoscopy, EGD or EUS),
which may include biopsies for clinical reasons, will be detailed by the physician performing your procedure and
are outlined in your hospital consent form. All patients are observed after endoscopy to assure that no
complications arise. There is less than one in 1000 chance that taking a biopsy will cause bleeding or will cause
hole (perforation) in the intestine, esophagus or stomach. The treatment for perforation requires hospitalization
and surgery.

WHY MIGHT YOU WANT TO BE IN THIS STUDY?

Your specimens and data donated may help us to identify specific genetic material or cell proteins helpful for
diagnosing and treating gastrointestinal conditions. We will offer a $20 gift card for your time and assistance and
further gift cards ($25 at any of next 3 visits up to a total of $95) for follow up participation.

DO YOU HAVE TO TAKE PART IN THE STUDY?

If you decide to take part in the study, it should be because you really want to volunteer. If you decide not to take
part, you will not lose any services, benefits, or rights you would normally have. You will still receive treatment
for your gastrointestinal condition. You can choose to withdraw at any time during the study. Participation is
voluntary.
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|WHAT IF YOU WANT MORE INFORMATION?

The rest of this document gives you more information about the study, like:
e What research benefiwill be done at the procedure

e  Who will pay for treatment if you are injured from the study procedures
o How we will protect your privacy

e Who to talk to if you have problems, suggestions or concerns

Researchers’ Statement:

We are asking you to be in a research study. The purpose of this consent form is to give you the information you
will need to help you decide whether to be in the study or not. Please read the form carefully. You may ask
questions about what the purpose of the research, what we would ask you to do, the possible risks and benefits,
your rights as a volunteer, or anything else about the research or this form that are not clear. When we have
answered all your questions, you can decide if you want to be in this study or not. This process is called
"informed consent." We will give you a copy of this form for your records.

PURPOSE OF THE STUDY
You are being invited to participate in a collection of samples, called a biorepository. These samples may include
tissue, gastrointestinal fluids, blood, stool or skin cells. Research on diseases of the gastrointestinal (GI) system,
will be performed with your samples.

The purpose of this research is to build a biorepository or library of specimens to allow researchers to study the
prevention, diagnosis, and treatment of diseases of the gastrointestinal system. Areas of interest include, study
of gastro-esophageal reflux, chronic inflammatory bowel diseases, hepatitis and liver cirrhosis as well as pre-
cancerous conditions, and cancers of the digestive tract, including the pancreas, colon, esophagus, stomach,
gallbladder and liver. The study of samples will include an assessment of what factors cause normal tissues to
become diseased, and lead to the formation of a variety of conditions, such as polyps or cancer. These factors
may be genetic material or other compounds found in cells, like proteins. We know that some conditions run in
families, but we don't know what genetic material or genes are involved in causing the disease. We would like to
analyze genetic material from you in an attempt to identify the genes, or DNA, responsible for diseases of the
digestive tract. We also will look at cell proteins to see if they are related to the cause or treatment of digestive
diseases. We expect that our studies will take many years to complete. We may never, in fact, identify specific
genetic material or cell proteins responsible. But if we do identify specific genes or proteins involved, we may
be able to develop better diagnostic tools and treatment for diseases in the future. Up to 5000 patients with
various GI diseases, as well as people without disease, will be enrolled.

After explaining the study to you, we will answer any questions you have. This form describes all samples we
are interested in collecting, but they may not all apply to you depending what tests you will be having. You may
also choose to donate some samples but not others. We would like to collect samples before, during, and
possibly after your procedure or visit, and have you fill out questionnaires as described below.

INITIAL STUDY PROCEDURES
Mouthwash Sample: We will ask you to provide a buccal sample. These are skin cells from the inside of your
cheek collected by swishing mouthwash in your mouth for 1 minute and spitting it into a container.

Blood: We will ask to draw up to five tubes of blood (about 3 tablespoons). The blood samples will be drawn
from a vein in your arm by a professionally trained phlebotomist or research nurse or through an IV if one is in
place.

Questionnaires: We will ask you to complete 1 or 2 questionnaires to find out your family history of GI
diseases, your medical history, medications, job and hobby exposures to solvents/smoke or other
environmental agents. Each questionnaire should take about 15 minutes to fill out and you may choose not to
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U\\ |answer any questions you don’t wish to or find sensitive. An example of a sensitive question might be, “Have
you ever been diagnosed with Human Papilloma Virus” or “Do you drink more than 10 drinks a week?” All
questionnaires you receive will be approved by the human subjects research committee. You may view any
research form you want to before you consent to the study. Subjects who have samples collected via the
cytology balloon will complete additional questionnaires.

If your physician has scheduled you for colonoscopy and/or an esophagogastroduodenoscopy (EGD) and/or
Endoscopic Ultrasound (EUS) for clinical reasons, we will ask to collect research samples during the
procedure(s), these may include:

Research Tissue Biopsies: May not apply- At the end of your procedure your doctor will ask to take 12
research biopsies (rice-sized samples). If you’re having a colonoscopy or ultrasound in the large intestine, the
biopsies would come from the colon. If you're having an EGD or upper EUS the biopsies would come from the
esophagus, stomach or duodenum (first part of the small intestine.) If you are having more than one procedure,
the doctor will take up to 12 research biopsies total. These samples are for research and would not normally be
taken as part of your clinical visit. Obtaining these additional samples may add 5-10 minutes to the procedure.

Gastrointestinal Fluids: May not apply- We may ask to collect fluids such as stomach or gastrointestinal fluids-
-which are routinely suctioned out and not saved—such as liquids inside a cyst. Cyst and ostomy fluids can be
used clinically to assess precancerous cell changes and molecular markers of cancer, but excess fluid not needed
for clinical diagnosis would be collected for research if available. We may also send a kit home with you for
posting or courier pickup.

Gastrointestinal Brushings: May not apply- During your procedure we may ask to collect surface cells from
inside the GI tract. The endoscope has a channel so a small brush can go to the end of it and touch on the surface
of the GI tract, for example, collecting a few cells. This would be like collecting a few skins cells from inside your
mouth with a toothbrush. There is very little risk associated with this technique; the brush gently removes cells
normally shed off the surface over time. Alternatively, prior or subsequent to your procedure, we may request
you swallow (with water) a small pill containing either:
1. an expanding capsule attached to a string -(Capnostic EsophaCap) that expands in less than 5 minutes
and is then withdrawn through the throat, gently lifting a few cells by contact with the tract or
2. .JASSS cytology balloon -a small pill on a tether that is swallowed then inflated in the esophagus for
sample collection, then deflated prior to removal through throat)both of which function similarly to the
brush..
Prior to administration of either the capsule or balloon, you may be sprayed with (1-2 sprays) of topical
lidocaine. You will gargle the spray and then spit it out.

Fecal Samples: At the time of your procedure or clinic appointment we may request a fecal sample be collected
by gentle swab of the rectum. We may also send a kit home with you for posting or courier pickup.

Excess Tissue from Medical Care: In addition to tissue samples collected specifically for this study, if you
undergo a biopsy or surgery for your medical care, when you sign this form, you may also agree to allow us to
store left over tissue that is not needed by your doctor for clinical care for use in GI research.

FOLLOW UP VISIT(S)
We would like the ability to potentially contact you in the future for additional samples if you are willing. There
is a check box at the end of this form so you can tell us if we can call you or not. Samples to be collected at a
follow up visit could include up to five tubes of blood (about 3 tablespoons), collection of buccal samples, and
possibly stool. We may ask for stool samples to be collected at home or rectal swabbing in clinic/procedure and
would provide all supplies needed. In any case of future donations, you will be compensated for your time. You
will not be asked to provide any future collection of samples during your endoscopic procedure (such as
biopsies), without being asked to sign another consent form agreeing to it.
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LU\ |Fgg some participants, such as those with a condition that changes over time or who are being treated, we may
be interested in samples over this timeframe. An example would be a person with colitis who collects a stool
sample during a symptom flare-up then a second sample after the symptoms were treated. The procedures for
sample collection would be fully described by the researcher upon contact.

You may choose whether or not to contribute additional follow-up samples at the time we contact you even if
you agree to be contacted. If you agree, you may also be contacted in the future to see if you are willing to
answer additional questions related to your medical history.

USE OF INFORMATION AND SAMPLES

Your samples will be collected and stored indefinitely at the University of Washington. These will be labeled
with only a research code and will be not include any identifying information. These samples will be used by
researchers to answer questions about digestive conditions and diseases that may impact the digestive system.
The exact nature of all the testing to be done is not certain at present, but research exploring GI conditions will
be done on your samples. Due to the nature of the tests to be done, this will not give you any meaningful or
useful information. Although your information as part of the whole will be very useful, this is early research so
we are unable to say what any one result means. After testing, samples will be stored until these studies are
complete, which may take many years.

Sometimes we share samples with other researchers, both academic and commercial, for the purpose of helping
to understand a disease more completely. You have the option of having your samples included in this research
if you choose. The specimens we collect as part of this research may be used for commercial profit. There is no
plan to share this profit with you. You also have the option of allowing us to contact you for further projects.
Research may include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen
with the intent to generate the genome or exome sequence of your specimen).

In order to understand how these samples relate to your medical history we will be using your medical records
to get information pertaining to your medications and health history. We will specifically review your medical
history, medications, lab values, imaging reports, endoscopy procedure notes, visit code, and biopsy
information. The information and/or specimens that we obtain from you for this study might be used for future
studies. We may remove anything that might identify you from the information and specimens. If we do so, that
information and specimens may then be used for future research studies or given to another investigator
without getting additional permission from you. It is also possible that in the future we may want to use or
share study information that might identify you. If we do, a review board will decide whether or not we need to
get additional permission from you.Further details regarding researchers access to your medical records is
found below and within the HIPAA Authorization.

RISKS, STRESS, OR DISCOMFORT
BLOOD: Drawing blood may cause discomfort from the insertion of the needle where the needle stick occurs,
bruising, fainting (infrequent), blood clots, and infection at the needle stick site (rare).
TISSUE BIOPSIES: The risks of your endoscopic procedure (colonoscopy, EGD or EUS), which may include
biopsies for clinical reasons, will be detailed by the physician performing your procedure and are outlined in
your hospital consent form. All patients are observed after endoscopy to assure that no complications arise.
There is less than one in 1000 chance that taking a biopsy will cause bleeding or will cause hole (perforation) in
the intestine, esophagus or stomach. The treatment for perforation requires hospitalization and surgery.
Treatment for bleeding from a biopsy that is not self-limited requires hospital evaluation and possible
transfusion or surgery.
GASTROINTESTINAL BRUSHINGS. Brushings taken during your endoscopic procedure include a very small
risk of bleeding, less than 1 in 1000. No risk of perforation or infection. Likewise the expanding collection
devices may cause mild discomfort upon swallowing or removal (gagging and/or choking) but are associated
with similar risk as the brushing. During removal, risks of gagging and or choking exist when passing the
EsophaCap or JASSS cytology balloon through the throat. Based on exclusion criteria, people at risk for the
collection devices getting stuck will be excluded from the study. If either expanding device detaches from the
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U\ |string, it will pass through the intestines and be expelled by bowel movement. It does not need to be removed
endoscopically. Subjects with lidocaine allergies or intolerance will be excluded from these expanding device
procedures. Adverse experiences with the dose of topical lidocaine used in this study are very rare. These
adverse experiences include slow heart rate and low blood pressure. They can also include lightheadedness,
nervousness, apprehension, euphoria, confusion, dizziness, drowsiness, tinnitus, blurred or double vision,
vomiting, sensations of heat, cold or numbness, twitching, tremors, convulsions, unconsciousness, respiratory
depression and arrest. These are usually brief and resolve spontaneously without complications. Allergic
reactions are characterized by cutaneous lesions, hives, itching, or swelling
FECAL SAMPLES (from swab or stool): Embarrassment or discomfort during swab and/or delivery/mailing.
Gastrointestinal Fluids (from cyst and/or ostomy bag): Embarrassment or discomfort during swab and/or
delivery/mailing.

UNKNOWN RISKS: Research studies often involve some risks, not all of which may be currently known.

BENEFITS OF THE STUDY
You will not directly benefit from being in this study as it may be years before a clinical test is developed.
However, if we can identify DNA characteristics and protein profiles associated with GI diseases, we may be able
to develop better diagnostic tests and treatment for future generations. If you decide to enroll, we will give you
a $20 gift card to say thank you for your wiliness to donate to the repository. Additionally, if you are contacted
in the future and elect to donate additional samples at a later date, you will be compensated with additional $25
gift cards (up to a total of 4 visits and $95) for your time.

SOURCES OF FUNDING

The study team and/or the University of Washington is receiving financial support from:
National Cancer Institute (NCI), National Institute of Diabetes and Digestive and Kidney Diseases
(NIDDK) and National Institutes of Health (NIH).

CONFIDENTIALITY OF RESEARCH INFORMATION
We will keep your identity as a research subject confidential. A copy of the consent form will not be placed in
your medical record. We will not put the results of the research in your medical record. The researchers and
their research assistants (both commercial and academic) will have access to unidentifiable research data. You
will be assigned a code number on entry into the study. Your personal data (name and hospital number) will be
linked to this number on a master list. This list will be on paper, stored in a locked file cabinet in a locked office
and in a secure, password protected computer database. Your identity will be kept until your samples are all
gone or earlier if you request it. Only the researchers creating this specimen library at the UW will be able to
access the master list. Information related to your code number is what will be shared with researchers both
academic and commercial. Having information written down and on a computer poses some risk of loss of
confidentiality. This risk will be minimized by using only a code number on documents and samples. Any
documents related to this study will be kept stored in locked cabinets separate from one that contains the link
to your identity. An assigned password will be required to access any information on the computer.
Government or university staff sometimes review studies such as this one to make sure they are being done
safely and legally. If a review of this study takes place, your records may be examined. The reviewers will
protect your privacy. The study records will not be used to put you at legal risk of harm.

CONFIDENTIALITY: A possible risk is loss of confidentiality. Although we will make every effort to
keep your information confidential, no system for protecting your confidentiality can be completely
secure. [t is still possible that someone could find out you were in this study and could find out
information about you. Your name will not be used in any published reports about this study. We may
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may also share your data with the National Institutes of Health (NIH) repositories, another system
at potential risk in ensuring the protection of your confidentiality. The National Institutes of Health
(NIH) has developed data (information) banks that collect study data. The NIH will store your de-identified
information in these data banks for other researchers to use in future studies on any topic. The researchers
could be from government, academic, or commercial institutions. You will not be able to withdraw your
information after it has been submitted to the NIH data banks. You will not receive any results from allowing
your data to be placed in the NIH data banks.

Risks associated with sharing information through NIH data banks include:

e [t is possible that your information could be used to identify you when combined with information
from other public sources.

e Others may be able to trace this information back to you or close biological relatives. The current risk
of this happening is small but may grow in the future as new technologies are developed.

e If this should happen, someone might use this information to learn something about your health or
genetic heritage. If linked to a medical condition and inappropriately shared with someone, it could
affect your ability to get to keep some kinds of insurance.

e There is a possibility that this information could affect family members because certain conditions
and traits run in families and are inherited through genes. This could hurt family or other
relationships.

e There is a risk that your information could become known to the public, employers, or law
enforcement agencies. The information may be used to enforce negative stereotypes.

e There may be other risks that are not yet known.

We have a Certificate of Confidentiality from the National Institutes of Health. This helps us protect your
privacy. The Certificate means that we do not have to give out identifying information about you even if we are
asked to by a court of law. We will use the Certificate to resist any demands for identifying information.

We can’t use the Certificate to withhold your research information if you give your written consent to give it to
an insurer, employer, or other person. Also, you or a member of your family can share information about
yourself or your part in this research if you wish.

There are some limits to this protection. We will voluntarily provide the information to:
e amember of the federal government who needs it in order to audit or evaluate the research;
e individuals at the University of Washington, the funding agency, and other groups involved in the
research, if they need the information to make sure the research is being done correctly;
e local authorities, if we learn of child abuse, elder abuse, or the intent to harm yourself or others and/or
if you have a reportable communicable disease that State or Federal Law requires us to report, such as
tuberculosis.

The Certificate expires on 4/30/29. Any data collected after expiration is not protected as described above. Data
collected prior to expiration will continue to be protected.

OTHER INFORMATION
PARTICIPATION: Participation is voluntary. You may refuse to participate and may withdraw from the study at
any time without penalty or loss of benefits to which you are otherwise entitled. Your decision will not affect the
medical care you receive. You will be informed of any new significant findings that may affect your willingness
to participate.
A copy of the consent form will be provided electronically in a portable document format (PDF) and sentto your email
address, and that a PDF reader is necessary to access/read the document. Additionally, you may request and receive

biorep_consent  v22 7 8 24 Page 6 of 8



Approved

711712024
U\ |&paper copy of the consent form at no cost by contacting the team via phone or email at (206)-598-9906 or

emailing:giresearch@medicine.washington.edu. If you wish to withdraw, please call Dr. Grady at (206) 667-1107

SAMPLES: The blood, tissue, stool, and/or skin cell samples will be kept until they are used up or destroyed.
The samples will only be used for research. Even if you decide now your samples can be used for research, you
can change your mind later. If you decide to withdraw from the study, your sample will be decoded and
destroyed so we will no longer have access to them. However, be aware we can’t recover samples that have
already been used for study.

COMPENSATION FOR INJURY
If you think you have an injury or illness related to this study, contact the study staff, Dr. Grady at (206) 667-
1107, or one of the other researchers from page 1 of this form, right away. He will treat you or refer you for
treatment. We will bill you or your insurer for treatment of problems that result from your GI disease or from
standard clinical care. No money has been set aside to pay for things like lost wages, lost time, or pain. However,
you do not waive any rights by signing this consent form. The UW will pay up to $10,000 to reimburse for
treatment of injury or illness resulting from the study.

Printed name of study staff obtaining consent Signature Date
SUBJECT’S STATEMENT

This study has been explained to me. I volunteer to take part in this research. [ have had a chance to ask
questions. If | have questions later about the research or if [ have been harmed by participating in this study, I
can contact one of the researchers listed on the first page of this consent form. If I have questions about my
rights as a research subject, I can call the Human Subjects Division at (206) 543-0098. I give permission to the
researchers to use my medical records as described in this consent form. [ will receive a copy of this consent

form.

__Yes __No [ give the researchers permission to collect mouthwash sample for research use.

__Yes __No [ give the researchers permission to collect blood for research use.

__Yes __No [ give the researchers permission to collect 12 tissue biopsies for research use during
my endoscopic procedure(s).

__Yes __No If applicable, I give the researchers permission to collect gastrointestinal fluids for
research use

__Yes __No If applicable, I give the researchers permission to collect gastrointestinal brushings for
research use

__Yes __No If applicable, I give the researchers permission to collect gastrointestinal brushings by
swallowed EsophaCap sponge capsule or JASSS cytology balloon for research use.

__Yes __No [ give the researchers permission to collect fecal swab/ sample for research use.

__Yes __No [ give the researchers permission to request and analyze excess tissue from medical
care.

__Yes __No [ give the researchers permission to contact me in the future to request samples or
information as described in this form.

__Yes __No [ give the researchers permission to share my samples and coded information with other
researchers including those at other Institutions and Commercial entities.

__Yes __No [ give the researchers permission to re-contact me about further research projects on GI
disease.

__Yes __No I agree to have my information shared through NIH data banks.
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Printed name of subject Signature of subject Date Copies to:Researcher,
Subject
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