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Title of research study:  First-in-human positron emission tomography (PET) study using the 
18

F-αvβ6-

binding-peptide 

Investigators:  

Julie Sutcliffe Ph.D, Professor, UC Davis Department of Internal Medicine (Principal Investigator) 

Cameron Foster, MD, Associate Professor, UC Davis Department of Radiology  

Ramsey Badawi, PhD, Associate Professor, UC Davis Department of Radiology 

Richard Bold, MD, Professor, UC Davis Department of Surgery 

Karen Kelly, MD, Professor, UC Davis Department of Internal Medicine 

Edward Kim, MD, Assistant Professor, UC Davis Department of Internal Medicine 

Helen Chew, MD, Professor, UC Davis Department of Internal Medicine 

Regina Gandour-Edwards, Professor, UC Davis Department of Pathology 

Laurel Beckett, Professor, UC Davis Department of Public Health Sciences 

 

Why am I being invited to take part in a research study? 

We invite you to take part in a research study because you have been diagnosed with cancer, or you are 

healthy with no history of cancer. 

What should I know about a research study? 

(Experimental Subject's Bill of Rights)  

 Someone will explain this research study to you, including: 

o The nature and purpose of the research study. 

o The procedures to be followed. 

o Any drug or device to be used.  

o Any common or important discomforts and risks. 

o Any benefits you might expect. 

o Other procedures, drugs, or devices that might be helpful, and their risks and benefits 

compared to this study.  

o Medical treatment, if any, that is available for complications.  

 

 Whether or not you take part is up to you. 

 You can choose without force, fraud, deceit, duress, coercion, or undue influence. 

 You can choose not to take part. 

 You can agree to take part now and later change your mind. 

 Whatever you decide it will not be held against you. 

 You can ask all the questions you want before you decide. 

 If you agree to take part, you will be given a signed and dated copy of this document.  

 If you agree to take part, you will be given a copy of this document.  

Who can I talk to? 

If you have questions, concerns, or complaints, or think the research has hurt you, talk to the 

research team at (916) 703-2332 (Dr. Foster) or (196)-734-5536 (Dr. Sutcliffe). 
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For non-emergency issues you can call the UCDMC Hospital Operator (916-734-2011), tell the 

Operator you are participating in a research study and you wish to talk to the Nuclear Medicine 

Radiologist on duty. In the case of an emergency, dial 911 from any phone. 

This research has been reviewed and approved by an Institutional Review Board (“IRB”). Information to 

help you understand research is on-line at http://www.research.ucdavis.edu/policiescompliance/irb-

admin/.You may talk to a IRB staff member at (916) 703-9151, hs-irbadmin@ucdavis.edu, or 2921 

Stockton Blvd, Suite 1400, Room 1429, Sacramento, CA 95817 for any of the following: 

 Your questions, concerns, or complaints are not being answered by the research team. 

 You cannot reach the research team. 

 You want to talk to someone besides the research team. 

 You have questions about your rights as a research subject. 

 You want to get information or provide input about this research. 

Why is this research being done? 

Researchers at UC Davis have developed a new drug to aid in the detection of cancer. This drug, 

called a “radiotracer,” attaches to cancer cells and shines a light that can be seen using a special camera, 

called a “positron emission tomography” or “PET” scanner. We hope this new radiotracer will improve 

the ability to locate cancer in the body. This new radiotracer is called Fluorine-18 Alpha-V Beta-6 

Binding Peptide. 

How long will the research last? 

We expect that you will be in this research study for one week. About 24 hours before your PET scan, 

we will ask you to come to the clinic for a blood draw. On the day of your PET scan; you will 

participate for about 5 hours. We will then ask you to come back to the clinic for a blood draw 24 hours 

and 1 week after your PET scan. We will then check on your progress, using your medical record, 

for up to 6 months after your direct participation. 

How many people will be studied? 

We expect about 30 people here will be in this research study. 

What happens if I say yes, I want to be in this research? 

If you decide to participate, we will ask you to come into the Radiology clinic in the UC Davis 

Ambulatory Care Center, 4860 Y Street, Sacramento, Suite 0500.  

 

About 24 hours before your PET scan, we will ask you to come to the clinic for a blood draws (a couple 

of teaspoons). 

 

If you are pregnant or are breast-feeding, you will not be able to participate in this study. All women 

will be required to have a pregnancy test the day of the scan prior to commencement of the study.  

 

 

A Nuclear Medicine Technologist, a Study Nurse, and a Study Physician will be with you during your 

scanning. We will first insert a small plastic needle, called an intravenous or “IV” catheter into a vein in 

http://www.research.ucdavis.edu/policiescompliance/irb-admin/
http://www.research.ucdavis.edu/policiescompliance/irb-admin/
mailto:hs-irbadmin@ucdavis.edu
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your arm. A blood pressure cuff will be placed on the opposite arm and heart monitor adhesive pads will 

be placed on your chest and your arms and legs. We will position you on your back on the scanner table 

with cushions to make you comfortable. We will insert a small needle into your arm to inject the 

radiotracer. 

 

The scanning will be split up into 4 separate scans, each lasting 30 minutes. The first scan will begin 30 

minutes after the radiotracer injection. This scan will involve a low dose X-Ray to show your anatomy. 

The second scan will begin 60 minutes after radiotracer injection. This scan will involve a regular dose 

X-Ray to see your anatomy. Following the second scan, you will be allowed to come off the table and 

remain the in imaging facility. The third scan will begin 120 minutes after radiotracer injection. This 

scan will involve a low dose X-Ray to see your anatomy. The fourth and final scan will begin 180 

minutes after radiotracer injection. This scan will involve a low dose X-Ray to see your anatomy. 

 

Before and during the scanning, we will take small blood samples (less than a teaspoon) and record a 

tracing of your heartbeat. We will also check your temperature and blood pressure. After the fourth scan 

is over, your participation will be completed for that day. It is anticipated the visit will take up to 5 

hours.  

 

About 24 hours and about 1 week after your PET scan, we will ask you to come back to the clinic for 

small blood draws (a couple of teaspoons). After these visits, your active participation will be complete. 

We will then check on your progress using your medical record for up to six months to see how you are 

doing with any testing or treatment you may receive for your cancer. If you have a biopsy or surgery of 

your cancer, we will obtain a portion of the tissue for special processing. 

 

If you agree to share the biological specimen(s) collected from you, please initial here: ____________ 

    

Otherwise, your specimen will be destroyed at the end of this study. 

 

What are my responsibilities if I take part in this research? 

If you take part in this research, you will be responsible for staying motionless on the table during 

scanning. 

What happens if I do not want to be in this research? 

You may decide not to take part in the research and it will not be held against you. 

  

What happens if I say yes, but I change my mind later? 

You can leave the research at any time and it will not be held against you. 

Is there any way being in this study could be bad for me? 

Injection Risks 

Potential risks, although rare include infection at the site of the catheter, immune hypersensitivity 

reaction to the 
18

F-αvβ6-BP and exposure to the low-dose radiation for the CT scans. Some patients may 

experience claustrophobia during the PET/CT scan. An intravenous catheter will be placed for the 
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injection of the radiotracer and for drawing a small amount of blood (no more than 30ml). Placing 

an intravenous catheter carries a small risk for bruising and infection. Although minor and uncommon 

lying on the PET/CT scanner might cause discomfort.  

PET/CT Risk 

Risks due to radiation from the 
18

F-αvβ6-BP and from the PET/CT: As this is a first-in-human study 

the radiation dose is estimated from that of the standard PET radiopharmaceutical 
18

F-[FDG]. The 

radiation dose to a patient from 1 mCi of FDG is 0.7mSv, we are proposing to inject 10 mCi of 
18

F-

αvβ6-BP and therefore the estimated dose is 7 mSv; the dose from a standard attenuation correction 

CT is 5 mSv; the dose from a low-dose attenuation correction CT is 0.5 mSv. This study involves 

radiation exposure that is typical of other diagnostic tests involving radiation exposure. The amount 

of radiation exposure received in this study is below the levels that are thought to result in a 

significant risk of harmful effects. 

Radiological risks  

This study involves a radiation exposure from PET/CT scans that is higher than other diagnostic tests 

using ionizing radiation. The exposure to radiation from this procedure might result in a slight increase 

in cancer risk in normal healthy individuals.  

Blood Draw risks  

Blood will be drawn during the study. Possible side effects of having blood drawn are tenderness, pain, 

bruising, bleeding and/or infection where the needle goes into the skin and blood vein. Having blood 

drawn may cause nausea and/or lightheaded. 

IV Inserted in the vein risks  

Inserting a needle into a vein to inject medication may cause inflammation, pain, bruising, bleeding, or 

infection. 

EKG risks 

Patches put on your skin for EKG may cause a rash or minor skin irritation.  

Privacy risks  

The researchers will store study records and other information in a secure location and will grant access 

only to those with a need to know. However, just like with other personal information kept by health 

care providers, banks, and others, even these safeguards cannot guarantee absolute protection of the 

data. If private information gets into the wrong hands, it can cause harm. Although rare, there are 

reported cases of breaches that have resulted in discrimination in insurance or employment. 

Reproductive risks:  Risks to an unborn child are unknown, and therefore women who are pregnant or 

breast-feeding are not eligible to participate. Women of child-bearing potential must use acceptable 

methods of birth control.  
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Will being in this study help me in any way? 

We cannot promise any benefits to you or others from your taking part in this research. However, 

possible benefits include the involvement of your treating doctor in the study. He or she will have access 

to the results of your research scans and blood tests and may order regular follow-up testing if there is 

any concern.  

What happens to the information collected for the research? 

 

Efforts will be made to limit use or disclosure of your personal information, including research study 

and medical records, to people who have a need to review this information. We cannot promise 

complete confidentiality. Organizations that may inspect and copy your information include the IRB and 

other University of California representatives responsible for the management or oversight of this study. 

 

The United States Food and Drug Administration (FDA) also has oversight of this study. 

 

During your participation in this research, data will be collected about you. The de-identified data and 

any specimens, such as blood or tissue that are taken from you for this study, they will become the 

property of the University of California. The specimens may be used in this research, may be used in 

other research, and may be shared with other organizations. The specimens could lead to discoveries or 

inventions that may be of value to the University of California or to other organizations. Under state law 

you do not have any right to money or other compensation stemming from products that may be 

developed from the specimens. 

 

If you agree to share the biological specimen(s) collected from you, please initial here: ____________ 

    

Otherwise, your specimen will be destroyed at the end of this study. 

 

The sponsor, monitors, auditors, the IRB, the Food and Drug Administration will be granted direct 

access to your research records to conduct and oversee the study. We may publish the results of this 

research. However, we will keep your name and other identifying information confidential. 

 

If we access protected health information (e.g., your medical record), you will be asked to sign a 

separate form to give your permission. Your medical records may become part of the research record.  If 

that happens, your research records may be looked at by the sponsor of this study and government 

agencies or other groups associated with the study.  They may not copy or take your personal health 

information from your medical records unless permitted or required by law. 

 

Federal law provides additional protections of your medical records and related health information. 

These are described in the UC Davis Health System Notice of Privacy Practices 

(http://www.ucdmc.ucdavis.edu/compliance/pdf/notice.pdf) and in an attached document. 

 

 Can I be removed from the research without my OK? 

The person in charge of the research study or the sponsor can remove you from the research study 

without your approval. Reasons include: 

 

 Intercurrent illness 

http://www.ucdmc.ucdavis.edu/compliance/pdf/notice.pdf
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 Occurrence of an unacceptable adverse event 

 Protocol violations 

 Non-compliance 

 Administrative reasons 

 Failure to return for follow-up 

 General or specific changes in your condition unacceptable for further evaluation in the 

judgment of the investigator 

 

We will tell you about any new information that may affect your health, welfare, or choice to stay in the 

research. 

 

What else do I need to know? 

There is no charge for you to participate in this study. Neither you nor your insurance carrier will be 

charged for your taking part in the research. All costs associated with the study will be paid by the 

sponsor/department. 

 

It is important that you promptly tell the person in charge of the research if you believe that you have 

been injured because of taking part in this study. If you are injured as a result of being in this study, the 

University of California will provide necessary medical treatment. Depending on the circumstances, the 

costs of the treatment may be covered by University or the study sponsor or may be billed to your 

insurance company just like other medical costs. The University and the study sponsor do not normally 

provide any other form of compensation for injury.  For more information about compensation, you may 

call the IRB Administration at (916) 703-9151 or email at IRBAdmin@ucdmc.ucdavis.edu. 

 

If you agree to take part in this research study, we will compensate you $25 for your time and effort 

with a gift card for Starbucks. 
 

The results of this study, including specimens collected, may have commercial value to the sponsors, 

UC Davis, and/or the researchers. You will have no legal or financial interest in any commercial 

development resulting from the research or from the information or materials collected. 

Are there other research opportunities? 
 

If you are interested in being contacted for future research, please provide your phone number and/or 

email. This is completely optional. 

 (initials) Yes, I am willing to be contacted for future research opportunities. My phone number 

and/or email is:           . 

 

mailto:IRBAdmin@ucdmc.ucdavis.edu
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Signature Block for Capable Adult 

Your signature documents your permission to take part in this research. 

   

Signature of subject  Date 

 
 

Printed name of subject 

   

Signature of person obtaining consent  Date 

   

Printed name of person obtaining consent   
 

My signature below documents that the information in the consent document and any other written information was 

accurately explained to, and apparently understood by, the subject, and that consent was freely given by the subject. 

   

Signature of witness to consent process  Date 

 
 

Printed name of person witnessing consent process 

 


