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                          CONSENT TO ACT AS A PARTICIPANT IN A RESEARCH STUDY

TITLE:   Hereditary Colorectal and Associated Tumor Registry Study

PRINCIPAL INVESTIGATOR: Randall Brand, MD
UPMC Shadyside Medical Building
5200 Centre Avenue
Pittsburgh, PA  15232

CO-INVESTIGATORS:  
Nancy Abubaker, BS, Rohit Bhargava, MD, Sara Booz, BSN, RN, Melissa Bourdius, MS, James Celebrezze, 
MD, Christine DeCapite, BS, Beth Dudley, MS, Esther Elishaev, MD, Matthew Holtzman, MD, Rachelle 
Huziak, MS, Heather Jones, PA-C, Eve Karloski, MS, Kenneth Lee, MD, Phuong Mai, MD, Julia Meade, 
MD, David Medich, MD, James Pingpank, MD, Robert Schoen, MD, Paniti Sukumvanich, MD, Sarah 
Taylor, MD, Darcy Thull, MS, Maleek Young, BS
 
Why is this research being done?
Approximately 10% of colorectal cancer is due to a hereditary cause; these inherited syndromes are also 
associated with increased risks for other cancers.  It is estimated that an additional 20 to 30% of the cases 
of this cancer are due to a familial predisposition, resulting from a combination of shared genetic, 
environmental, and lifestyle risk factors.  This study involves the collection of clinical data and 
biosamples to allow us to better define and understand genetic risk for colorectal and associated cancers.

Who is being asked to take part in this research study?
Subjects in this research study are male and female, over the age of 7, who have been diagnosed with a 
hereditary cancer syndrome or who have features in their medical and/or family history that suggest a 
higher likelihood of a genetic predisposition to colorectal and associated cancers. 

What procedures will be performed for research purposes?
If you decide to take part in this research study, you will undergo the following procedures that are not 
part of your standard medical care:

Study Procedures:
To enroll in this study, a genetic counselor or research coordinator will review this consent form and ask 
you to sign it.  You will also be asked to complete a questionnaire and to provide biological samples. 

The questionnaire contains questions related to your medical history, environmental exposures, and 
family history. This will take no more than 30 minutes.  Your answers to the questionnaire will be put 
into a database at the University of Pittsburgh.  

You will be asked to provide blood samples for this research study; you may also be asked to provide 
urine samples.  A little more than 3 tablespoons of blood (50 cc) will be drawn from a vein in your arm by 
a person trained in drawing blood. Urine will be collected in a sterile cup supplied to you by the study 
team. 
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As part of your medical care, you may have fluid samples or tissue samples taken for diagnostic purposes 
or treatment of a disorder, and we may take a small portion of the tissue for the study when it is removed 
during the procedure. Also, if there is any biological material left over after all of the test(s) needed for 
clinical care are completed, it will become available for study by the investigators. 

Monitoring/Follow-up Procedures:
If you are a patient at UPMC and enroll in this study, we may ask you to provide additional blood 
and/or urine samples when you are here for clinical visits for an indefinite period of time.

The investigators may contact you once or twice a year to ask you if there has been any change in 
your health condition. In addition, the investigators will be able to check your medical records for 
new information about your condition. 

Sharing of Data and Samples:
The data and samples collected as part of this study are designed to be shared with researchers at 
other institutions and national repositories so that we can work together to improve understanding 
of hereditary cancer predispositions.  Recipients of shared data and samples must first gain local 
IRB approval. The blood and urine samples you provide may be used to find “biomarkers” that 
allow us to find cancer at earlier stages.  The blood samples could also be used to find or better 
understand genetic risk factors for cancer. Shared data may consist of your questionnaire 
responses, relevant information from your medical record, and results generated by your samples, 
which may include whole genome sequencing.

Only the study investigators at the University of Pittsburgh have access to your identifiable 
information as part of this study.  If your data and/or biosamples are provided to investigators from 
other places, it will be de-identified so no one outside of the university will know it belongs to 
you.  There are sections of the consent form below that explain this in more detail.

What are the possible risks, side effects, and discomforts of this research study?
Physical risk:  The only physical risk of participating in this study is that associated with the blood draw. 
The blood collection may result in some discomfort, bruising, bleeding, fainting, and rarely infection at 
the site of the needle stick. 

Genetic risk: The risk of doing genetic studies includes the potential for a breach of 
confidentiality, which means someone could see your genetic testing results who is not authorized. 
The information could be used to affect what insurance or jobs you may be able to get, although 
there are protections against this described below. It could affect your decision to have children. It 
could also cause stress and conflict in your family relationships, as it can confirm who is a child’s 
father, identify a risk for a certain disease, or cause you or other people to have negative feelings if 
the results show you may be more likely to get certain diseases.

A Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it 
illegal for health insurance companies and group health plans to use genetic information in making 
decisions regarding your eligibility or premiums.  GINA also makes it illegal for employers with 
15 or more employees to use your genetic information when making decisions regarding hiring, 
promoting, firing or setting the terms of employment. GINA does not protect you against genetic 
discrimination by companies that sell life, disability or long-term care insurance. It also does not 
protect against discrimination based on an already-diagnosed genetic condition or disease.

What are possible benefits from taking part in this study?
There is no direct benefit to you from participating in this study.  Information from the study of you 
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and/or your family may help the investigator to understand the cause of colorectal cancer and add to the 
knowledge of genetic conditions in general.

It is not likely that you will receive any individual results from this study.  You may be given the 
option to receive results only if they can be linked back to you definitively, are clinically 
relevant/actionable and have been confirmed in a CLIA certified lab.

What treatments or procedures are available if I decide not to take part in this research study?
If you decide not to take part in this research study there will be no change in your medical care.

If I agree to take part in this research study, will I be told of any new risks that may be found during 
the course of the study?
You or your representative will be promptly notified if any new information about this research study 
develops during the course of the study which may cause you to change your mind about continuing to 
participate.

Will my insurance provider or I be charged for the costs of any procedures performed as part of this 
research study?
Neither you, nor your insurance provider, will be charged for the costs of any of the procedures 
performed solely for the purpose of this research study (i.e., the Study Procedures or Monitoring/Follow-
up Procedures described above). However, you and/or your insurance company will continue to pay for 
your regular health care (routine care) in the usual manner; this includes office visits, clinical genetic 
testing, and surveillance/diagnostic procedures like colonoscopy. For all routine care, you will remain 
responsible for any copayments and deductibles that normally apply.

Will I be paid if I take part in this research study?
There will be no payment made to you for your participation in this study.

Your data and specimens used in this research study may contribute to a new discovery or treatment.  In 
some instances, these discoveries or treatments may be of commercial value and may be sold, patented, or 
licensed by the investigators and the University of Pittsburgh for use in other research or the development 
of new products.  You will not retain any property rights, nor will you share in any money that the 
investigators, the University of Pittsburgh, or their agents may realize.

Who will pay if I am injured as a result of taking part in this study?
If you believe that the research procedures have resulted in an injury to you, immediately contact the 
Principal Investigator who is listed on the first page of this form. Emergency medical treatment for 
injuries solely and directly related to your participation in this research study will be provided to you by 
the hospitals of UPMC. Your insurance provider may be billed for the costs of this emergency treatment, 
but none of those costs will be charged directly to you. If your research-related injury requires medical 
care beyond this emergency treatment, you will be responsible for the costs of this follow-up care. At this 
time, there is no plan for any additional financial compensation.

Who will know about my participation in this research study?
As stated above, only the study investigators at the University of Pittsburgh have access to your 
identifiable information as part of this study. Any information about you obtained from this research will 
be kept as confidential (private) as possible.  To prevent individuals at the University who are not part of 
the study from accessing your information, all paper records related to your involvement in this research 
study will be stored in a locked file cabinet, and electronic records will be kept in a highly secure 
database. You will be assigned a case number to link your samples to your records. Only the University of 
Pittsburgh and UPMC employees directly involved in this study will have access to the secure 
information linking these case numbers with patient identities. You will not be identified by name in any 
publication of the research results unless you sign a separate consent form giving your permission 
(release).
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Will this research study involve the use or disclosure of my identifiable medical information?
This research study will involve the recording of current and/or future identifiable medical information 
from your hospital and/or other (e.g., physician office) records.  The information that will be recorded 
will be limited to information related to understanding the risk of cancer, colorectal diseases and related 
processes.  By signing this consent form, you agree that we may contact outside hospitals or physicians to 
obtain medical records relevant to a diagnosis of colorectal cancer or of related conditions.  Specifically, 
medical information confirming a diagnosis of colorectal or other cancer that runs in your family, such as 
pathology reports, diagnostic tests, radiographic images, endoscopic reports, demographic information 
and other coexisting diagnoses will be requested.  

Who will have access to identifiable information related to my participation in this research study?
In addition to the investigators of this study and their research staff, the following individuals will or may 
have access to identifiable information (which may include your identifiable medical information) related 
to your participation in this research study: 

Authorized representatives of the University of Pittsburgh Office of Research Protections may 
review your identifiable research information (which may include your identifiable medical 
information) for the purpose of monitoring the appropriate conduct of this research study. 

In unusual cases, the investigators may be required to release identifiable information (which may 
include your identifiable medical information) related to your participation in this research study 
in response to an order from a court of law.  If the investigators learn that you or someone with 
whom you are involved is in serious danger or potential harm, they will need to inform, as 
required by Pennsylvania law, the appropriate agencies.

Authorized representatives of the UPMC hospitals or other affiliated health care providers may 
have access to identifiable information (which may include your identifiable medical
information) related to your participation in this research study for the purpose of (1) fulfilling 
orders, made by the investigators, for hospital and health care services (e.g., laboratory tests, 
diagnostic procedures) associated with research study participation; (2) addressing correct 
payment for tests and procedures ordered by the investigators; and/or (3) for internal hospital 
operations (i.e. quality assurance).

For how long will the investigators be permitted to use and disclose identifiable information related to 
my participation in this research study?
We will store your samples and data (including genetic data) indefinitely. Information will 
probably be shared with other researchers in the future, but those researchers will not be able to 
identify you. Your data (including genetic data) and samples may be used in any type of research. 
Your samples, data and genetic data generated from the samples may be shared with others and 
federal repositories, but will be shared without identifiers.

The investigators may continue to use and disclose, for the purposes described above, identifiable 
information (which may include your identifiable medical information) related to your participation in 
this research study indefinitely after final reporting or publication of a project. 

May I have access to my medical information that results from my participation in this research study?
In accordance with the UPMC Notices of Privacy Practices document that you have been provided, you 
are permitted access to information (including information resulting from your participation in this 
research study) contained within your medical records filed with your health care provider.

Is my participation in this research study voluntary?
Your participation in this research study, to include the use and disclosure of your identifiable information 
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for the purposes described above, is completely voluntary.  (Note, however, that if you do not provide 
your consent for the use and disclosure of your identifiable information for the purposes described above, 
you will not be allowed to participate in the research study.)  Whether or not you provide your consent for 
participation in this research study will have no effect on your current or future relationship with the 
University of Pittsburgh.  Whether or not you provide your consent for participation in this research study 
will have no effect on your current or future medical care at a UPMC hospital or affiliated health care 
provider or your current or future relationship with a health care insurance provider.

Your doctor is involved as an investigator in this research study.  As both your doctor and a research 
investigator, s/he is interested both in your medical care and the conduct of this research study.  Before 
agreeing to participate in this research study, or at any time during your study participation, you may 
discuss your care with another doctor who is not associated with this research study.  You are not under 
any obligation to participate in any research study offered by your doctor.

May I withdraw, at a future date, my consent for participation in this research study?
You may withdraw, at any time, your consent for participation in this research study, to include the use 
and disclosure of your identifiable information for the purposes described above.  (Note, however, that if 
you withdraw your consent for the use and disclosure of your identifiable medical record information for 
the purposes described above, you will also be withdrawn, in general, from further participation in this 
research study.)  Any identifiable research or medical information recorded for, or resulting from, your 
participation in this research study prior to the date that you formally withdrew your consent may 
continue to be used and disclosed by the investigators for the purposes described above.

To formally withdraw your consent for participation in this research study you should provide a written 
and dated notice of this decision to the principal investigator of this research study at the address listed on 
the first page of this form.

Your decision to withdraw your consent for participation in this research study will have no effect on 
your current or future relationship with the University of Pittsburgh.  Your decision to withdraw your 
consent for participation in this research study will have no effect on your current or future medical care 
at a UPMC hospital or affiliated health care provider or your current or future relationship with a health 
care insurance provider.

If I agree to take part in this research study, can I be removed from the study without my consent?
You will not be removed from the study without your consent.  
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*************************************************************************************

VOLUNTARY CONSENT
The above information has been explained to me and all of my current questions have been answered. I 
understand that I am encouraged to ask questions about any aspect of this research study during the 
course of this study, and that such future questions will be answered by a qualified individual or by the 
investigator(s) listed on the first page of this consent document at the telephone number(s) given. I 
understand that I may always request that my questions, concerns or complaints be addressed by a listed 
investigator.  

I understand that I may contact the Human Subjects Protection Advocate of the IRB Office, University of 
Pittsburgh (1-866-212-2668) to discuss problems, concerns, and questions; obtain information; offer 
input; or discuss situations in the event that the research team is unavailable.  

By signing this form, I agree to participate in this research study, permit study staff to contact me via 
phone or email as necessary to update study records, and authorize study staff to access my medical 
records.  A copy of this consent form will be given to me.

____________________________ ____________________________ ___________
Participant’s Signature Printed Name of Participant Date

CERTIFICATION of INFORMED CONSENT
I certify that I have explained the nature and purpose of this research study to the above-named 
individual(s), and I have discussed the potential benefits and possible risks of study participation. 

Any questions the individual(s) have about this study have been answered, and we will always be 
available to address future questions as they arise.” I further certify that no research component of this 
protocol was begun until after this consent form was signed.

___________________________________ ________________________
Printed Name of Person Obtaining Consent Role in Research Study

__________________________________ ____________
Signature of Person Obtaining Consent Date




