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REGISTRY INFORMATION AND CONSENT FORM 

 

PSMA-PET Registry for Recurrent Prostate Cancer (PREP) 

Registry ID: PREP 

 
Registry Doctor: Dr. Antonio Finelli  

 
Sponsor:  Lawson Health Research Institute, London, Ontario 

 
 

 
Emergency Contact Number (24 hours / 7 days a week):  
Toronto General Hospital Emergency Room: 190 Elizabeth Street (Enter at corner of Elizabeth 
and Gerrard Streets) 
R. Fraser Elliott Building – Ground Floor 
Phone: 416 340 3946 
 
Non-Emergency contact numbers are noted at the end of this document under the section 
heading “Contacts”. 
 
INTRODUCTION 

You are being invited to participate in a provincial registry study for PSMA-PET imaging.  This 
study is called a ‘registry’. This means that information will be collected and stored to answer 
scientific questions about people with the same condition or disease. You are invited to 
participate in this study because you have undergone primary treatment for prostate cancer and 
there is a suspicion of recurrence of the cancer based on your Prostate Specific Antigen (PSA) 
blood tests. You are also invited to participate if you recently underwent surgical removal of your 
prostate (prostatectomy) and disease was present in nearby pelvic lymph nodes at the time of 
your surgery, or you continue to have a detectable amount of PSA in your blood within 3 months 
after your surgery. This consent form provides you with information to help you make an 
informed choice. Please read this document carefully and take your time in making your 
decision. You may find it helpful to discuss it with your friends and family. 
 
Taking part in this registry study is voluntary. You may choose not to take part or if you choose 
to participate may leave the study at any time without giving a reason. Deciding not to take part 
or deciding to leave the study later will not result in any penalty or any loss of benefits to which 
you are entitled. 
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BACKGROUND 
 
A PET scan is an imaging procedure that uses small amounts of a radioactive substance called 
a tracer to look for disease in the body. The PET tracer used in this registry study is called 18F-
DCFPyL and will be given by intravenous injection. 18F-DCFPyL is rapidly taken up by prostate 
cancer cells and emits tiny, positively charged particles (called positrons) that produce signals 
into the body. These signals are detected by the PET component of the PET/CT scanner. The 
computed tomography (CT) part of the PET/CT scanner obtains images using x-rays that are 
similar to the standard computed tomography images obtained with a standard CT scan. The 
computed tomography images from the PET/CT are used to identify the location of the PET 
signals.  
 
The combination of 18F-DCFPyL PET/CT can potentially identify areas of prostate cancer 
recurrence not seen with usual imaging (bone scan/MRI scan/CT scans).   
 
Health Canada has not approved the sale or use of 18F-DCFPyL, although they have allowed 
its use in this registry study.  
 
The research ethics board, which oversees the ethical conduct of research involving humans, 
has reviewed and accepted this registry study.  
 
PURPOSE  

The purpose of this registry study is to examine whether imaging with 18F-DCFPyL PET/CT is 
better able to detect sites in the body that may indicate the likelihood of a prostate cancer 
recurrence, compared to the usual types of imaging such as bone scans and CT scans.   
 
ALTERNATIVES TO PARTICIPATION 
 
This is a provincial registry study and participation is voluntary. If you decide you do not want to 
participate in this study, your treatment and care will be based on the use of standard images 
and tests that your oncologist or urologist will arrange. 
 

EXPECTED NUMBER OF PARTICIPANTS 

At least 455 patients will take part in this registry study from 6 Ontario Cancer Centres. The 
study should take about 4 years to complete and the main results (ability of PET/CT to detect 
sites of prostate cancer recurrence) should be known in about 5 years. 
 

REGISTRY STUDY PROCEDURES 
 
Experimental Research Procedures for this Registry 
 
18F-DCFPyL Positron Emission Tomography/Computed Tomography (PET/CT) 
You will have one imaging visit for the 18F-DCFPyL PET/CT that may last from 2-3 hours that is 
not considered the usual standard of care.  
 
The 18F-DCFPyL PET scan will be done on a combined PET/CT scanner that is used in routine 
clinical practice. You will be instructed to drink clear fluids only and have nothing to eat 4 hours 
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prior to your scan.  A small plastic intravenous catheter will be inserted into one of the veins in 
your arm at your elbow.  The radiolabelled 18F-DCFPyL tracer will be injected into the catheter 
and the scan will take place 60-120 minutes after the injection of the tracer.  

You will be free to leave and return to the imaging waiting area at your appointed time.  
  
You also will be asked to drink 250 ml (or one large glass) of water 30 minutes prior to your 
scan. The reason is to ensure that you are adequately hydrated.  You then will be asked to 
empty your bladder just prior to the scanning. For the PET/CT imaging, you will lie on the patient 
couch of the CT scanner while the PET images as well as CT images are obtained. The total 
time in the PET/CT scanner is approximately 60 minutes. You will be instructed to drink fluids 
following the scanning session to help the kidneys flush out the tracer. 
 
Reporting of the scans 
Your 18F-DCFPyL PET/CT scans will be interpreted by one of the imaging doctors in Ontario 
who is participating in this registry.  A report that summarizes the results of the scan will be 
provided to your oncologist or urologist.   Your oncologist or urologist will review the results of 
the scans with you and discuss any recommendations for any furthers tests or treatments based 
on the experimental (18F-DCFPyL PET/CT) scans. 
 
Your study doctor will complete a form before and after PET/CT imaging is done to determine if 
the 18F-DCFPyL PET/CT images resulted in a change in your recommended care.  This 
information will be sent to Cancer Care Ontario (CCO) to track all patients on the registry.  
 
As well, routinely-collected information about your health care will be accessed from existing 
health-related databases to capture any changes made to your treatment plan and the actual 
treatments you receive for the cancer based on the results of the 18F-DCFPyL PET/CT scan.  
In this way researchers will determine if 18F-DCFPyL PET/CT is helpful in providing useful 
information to physicians caring for men with suspected recurrence of their prostate cancer after 
primary treatment.   
 
LENGTH OF PARTICIPATION 
 
You will participate in this study for one imaging visit which will be approximately 3 hours long.  
 
EARLY END TO PARTICIPATION 
 
Your participation in the study may be stopped for such reasons as: 

• New information shows that the study is no longer in your best interest 
• Your study doctor no longer feels this is the best treatment for you 
• The sponsor decides to stop the study 
• A regulatory authority such as Health Canada or the Research Ethics Board withdraws 

permission for the study to continue 
 

RISKS OF PARTICIPATION 
 
Participating in this study will put you at risk for the side effects listed below. You should discuss 
these with your study doctor. As with any treatment additional unexpected and sometimes 
serious side effects are a possibility. 
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Your study doctor will watch you closely to see if you have side effects. If you experience 
serious side effects that require treatment between regular clinic/hospital visits, it is important 
that you go to the nearest Emergency Department and contact your study doctor as soon as 
possible.  
 
The 18F-DCFPyL PET/CT scan is considered to be a safe procedure for clinical research 
purposes.  18F-DCFPyL has a very short lifespan and is passed out of your body through your 
urinary tract fairly quickly.  
 
There is a very small risk associated with the low-level radiation exposure from a PET scan. The 
biological effect of radiation in humans is measured in terms of Sievert equivalents, or 
“milliSievert (mSv)”, which is a unit of effective radiation dose to the human body.  The 18F-
DCFPyL effective radiation dose equivalent for patients is estimated to be 0.0165 mSv/MBq. 
This translates to a dose of approximately 5.4 mSv for the injected activity in this study. The 
amount of radiation from the CT scan is 1.5-2.0 mSv and is lower than a typical diagnostic CT 
scan. In this study, it is used only for correction purposes. Altogether, that means you will be 
exposed to approximately 6.9-7.4 mSv of radiation during the 18F-DCFPyL PET/CT scan. The 
effects on your body of this radiation exposure will be added to your overall lifetime radiation 
risk.  An average person receives approximately 3 mSv per year from natural and man-made 
radiation; the radiation with the scan is therefore roughly equivalent to the average yearly 
background radiation for two-three years. Therefore, there is a low incremental increase in your 
lifetime risk of developing cancer from a PET/CT scan. The amount of radioactivity associated 
with the 18F-DCFPyL injection is not expected to impact on the risk of the recurrence or the risk 
of developing other cancers.  
 
A small risk of an allergic reaction to the 18F-DCFPyL exists.  Most reactions are mild and can 
be controlled using medication. The 18F-DCFPyL will be administered by an intravenous 
catheter inserted in a vein in your arm by a trained Nuclear Medicine Technician.  The insertion 
of the catheter is similar to a needle puncture and might cause discomfort and bruising, and in 
rare cases, infection at the site of puncture.  
 
The accuracy of 18F-DCFPyL PET/CT in determining sites of recurrence of prostate cancer is 
still under investigation.  It is possible that 18F-DCFPyL PET/CT may falsely identify areas of 
prostate cancer (false positive) or fail to detect areas of prostate cancer recurrence (false 
negative).  This may mean that you would receive more treatment, or potentially less treatment, 
respectively, than you would have if you did not participate in this study. Ultimately, it is up to 
you and your oncologist or urologist to determine how best to use the 18F-DCFPyL PET/CT 
images provided to them to direct your care and it is possible that these images may not provide 
useful information.   
 
The reproductive risks of 18F-DCFPyL are not known at this time. 
 
BENEFITS 
 
If you agree to take part in this study it is unknown whether the 18F-DCFPyL PET/CT images 
will provide any direct benefit to you. 
 
The researchers hope the information learned from this study will help other patients in the 
future. 
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CONFIDENTIALITY 
 
Records identifying you at this centre will be kept confidential and, to the extent permitted by the 
applicable laws, will not be disclosed or made publically available, except as described in this 
consent document.  
 
Your study doctor will need to register you for the 18F-DCFPyL PET/CT imaging and will send 
your personal identifying information such as your full name and date of birth, postal code, and 
telephone number to the local PET Centre participating in the registry study and Cancer Care 
Ontario to enable tracking of patients on this registry. Your personal identifying information will 
not be shared or reported by CCO.  Any data reported by CCO will be summary information for 
groups of patients.  
 
It will also be important to know whether the 18F-DCFPyL PET/CT imaging changed your health 
care management. To determine this, your study doctor will also record your Ontario Health 
Insurance Plan (OHIP) number when registering you for the imaging. This information, together 
with other information collected for the registry, will be kept confidential and securely transferred 
to Cancer Care Ontario and linked with routinely-collected information about your health care 
found in existing health-related databases (e.g., the Provincial Pathology Database, Canadian 
Institute for Health Information (CIHI), and the Ontario Laboratory Information Services). This 
will be done so researchers can analyze the health care you received. Results only will be 
described for groups of participants in this study, and not for individuals, to ensure that your 
identity is protected. This information will not be used in your clinical care and there will not be 
any direct benefit to you.  
 
Images and reports from your 18F-DCFPyL PET/CT scans conducted as part of this registry 
study will be stored in your hospital medical record.  The results of these PET/CT scans will be 
available to your urologist or oncologist, and other physicians within your circle of care. 
 
Authorized representatives of the following organizations may look at your original (identifiable) 
medical/study records at the site where these records are held, for quality assurance (to check 
that the information collected for the registry is correct and follows proper laws and guidelines). 

 
• Lawson Health Research Institute (because they are the study sponsor) 
• The Ontario Cancer Research Ethics Board, the research ethics committee that oversees 

the ethical conduct of this registry study at your hospital/clinic 
• Health Canada (because they oversee the use of drugs in Canada) 
 
Authorized representatives of the following organizations, in addition to those listed above, will 
receive information related to the study from your medical/clinical study records, containing your 
full name, date of birth, postal code, telephone number and OHIP number, for data analyses.  

 
• Cancer Care Ontario 
 
All of the organizations listed in the above confidentiality sections are required to have strict 
policies and procedures to keep the information they see or receive about you confidential, 
except where disclosure may be required by law. The registry study doctor will ensure that any 
personal health information collected for this study is kept in a secure and confidential location 
as required by law. There are federal and provincial laws that these organizations must comply 
with to protect your privacy. 
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Even though the likelihood that someone may identify you from the study data is very small, it 
can never be completely eliminated.  
 
If the results of this registry study are published, your identity will remain confidential. It is 
expected that the information collected during this study will be used in analyses and will be 
published/ presented to the scientific community at meetings and in journals.  

 
A copy of this signed and dated consent form may be included in your health record/hospital 
chart. 
 
Your family doctor/health care provider will be informed that you are taking part in a registry 
study so that you can be provided with appropriate medical care. If you do not want you family 
doctor/health care provider to be informed, please discuss with your study doctor. 

Your de-identified data from this study may be used for other research studies. If your study 
data is shared with other researchers, information that links your study data directly to you will 
not be shared. 

REGISTRATION OF RESEARCH 
 
A description of this registry study will be available on www.clinicaltrials.gov. This website will 
not include information that can identify you. At most, the Web site will include a summary of the 
results. You can search this website at any time. 
 
COSTS 

There are no costs to you for participating in this registry study. 

You may have to pay for some medication prescribed to treat or prevent side effects, and you 
may have to visit the hospital more often than if you were not participating in this study. 

 
COMPENSATION   

You will not be paid for taking part in this registry study.  
 
In the case of research-related side effects or injury, medical care will be provided by your 
doctor or you will be referred for appropriate medical care.  
 
Although no funds have been set aside to compensate you in the event of injury or illness 
related to the study treatment or procedures, you do not give up any of your legal rights for 
compensation by signing this form. This consent form does not relieve the investigator, the 
hospital, the sponsor, and their agents from their legal and professional responsibilities. 
 
RIGHTS  
 
You will be told, in a timely manner, about new information that may be relevant to your 
willingness to participate in this study. 
 
If you decide to stop participating in the study or if your participation has been stopped, your 

http://www.clinicaltrials.gov/
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oncologist or urologist will discuss other options with you and continue to treat you with the best 
means available.  
 
You may withdraw your permission to use your personal health information for this registry 
study at any time by letting your oncologist or urologist know. Your study data that was recorded 
before you withdrew will be used but no information will be collected or sent to Cancer Care 
Ontario after you withdraw your permission for the purposes of this study.  
 
Your rights to privacy are legally protected by federal and provincial laws that require 
safeguards to ensure that your privacy is respected. 
 
By signing this form you do not give up any of your legal rights against the investigators, 
sponsor or involved institutions for compensation, nor does this form relieve the investigators, 
sponsor or involved institutions of their legal and professional responsibilities. 
 
You will be given a copy of this signed and dated consent form prior to participating in this 
study. 
 
CONFLICT OF INTEREST 
 
This clinic/hospital is receiving funds from Cancer Care Ontario to help offset the costs of 
conducting this registry study. CCO is the Ontario government’s advisor on cancer. The 
investigators at this centre will not receive any direct benefit for conducting this study.  
The oncologist or urologist treating you may also be in charge of the study.  
 
If you would like additional information about the funding for this study, or about the role of the 
doctor in charge of this registry study, please speak to the study staff or to the Office of the 
Chair of the Ontario Cancer Research Ethics Board. (contact information below) 
 
CONTACTS 
 
If you have any questions about taking part in this registry study, or if you suffer a research-
related injury, you should talk to your oncologist or urologist. Or, you can meet with the doctor 
who is in charge of the study at this institution. That person is: 

 
Name: Dr. Antonio Finelli        Telephone: 416-946 4501 ext 2851 

 

If you have any questions about your rights as a participant or about ethical issues related to 
this registry study, you can talk to someone who is not involved in the study at all.  

Please contact the Office of the Chair of the Ontario Cancer Research Ethics Board at:  416-
673-6648 or, toll-free: 1-866-678-6427 ext. 6648 
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SIGNATURES 

• All of my questions have been answered, 

• I understand the information within this informed consent form, 

• I allow access to my medical records and specimens as explained in this consent form, 

• I am aware of the risks to me of participating in the study, 

• I do not give up any of my legal rights by signing this consent form, 

• I agree to take part in this study. 
 
 
     
Signature of Participant  PRINTED NAME  Date 
 
 
     
Signature of Person Conducting 
the Consent Discussion 

 PRINTED NAME  Date 

 
 
PARTICIPANT ASSISTANCE 
 
Complete the following declaration only if the participant is unable to read: 
• The informed consent form was accurately explained to, and apparently understood by, the 

participant, and 

• Informed consent was freely given by the participant 
 
____________________________ ________________________ _________________ 
Signature of impartial witness   Printed name Date 
 
 
Complete the following declaration only if the participant has limited proficiency in the 
language in which the consent form is written and interpretation was provided as 
follows: 
• The informed consent discussion was interpreted by an interpreter, and   

• A sight translation of this document was provided by the interpreter as directed by the 
research staff conducting the consent. 

  
INTERPRETER DECLARATION AND SIGNATURE:   
By signing the consent form I attest that I provided a faithful interpretation for any discussion 
that took place in my presence, and provided a sight translation of this document as directed by 
the research staff conducting the consent. 
  
 ____________________________ ________________________ _________________ 
Signature of interpreter                       Printed name         Date 


