CLP04 Clarify Patient Discussion Guide
❓ What is this study about?
This study is evaluating a new PET imaging agent called 64Cu-SAR-bisPSMA. It’s designed to improve the detection of prostate cancer in the body. The goal is to see how well this new scan identifies prostate cancer compared to what’s currently used in standard care.

❓ How could this study benefit me if it’s not providing treatment?
While the study does not involve treatment, participating may provide your medical team with more accurate imaging results, which could be helpful in planning your upcoming surgery. This tracer may detect smaller or additional lesions that other scans might miss. Your participation also supports the development of better diagnostic tools for future patients facing prostate cancer.

❓ Will joining this study delay my prostate surgery?
No, participation is carefully coordinated so that it does not delay your surgery. The imaging is done before your surgery and is intended to fit within your current treatment timeline.

❓ What does my time commitment look like?
Participation involves three visits and one follow-up phone call:
1. Screening Visit – includes routine imaging and blood and urine tests, likely already part of your medical care.
2. Day 1 Visit – you’ll receive the PET imaging agent and undergo your first scan 1–4 hours later. You’ll also have EKGs and vital signs collected before and after the scans. 
3. Day 2 Visit – you’ll return for a second scan 24 + 6 hours after injection. You will also provide blood and urine samples at this visit or a few days afterward. 
4. Safety Follow-Up – a quick call or visit around Day 7 to check on your health. Your surgery will take place after this. 
5. Surgery Follow-Up – a quick call after your surgery to check on your health. 
Each scan is non-invasive, and there are no delays to care.
❓ Will I be reimbursed for participating?
Yes. The study provides reimbursement to offset your travel and time. Your study team will review the amounts reimbursed to you, which can also be found in the informed consent form. These reimbursements are designed to make participation as convenient and cost-free as possible.

❓ Is this imaging agent safe? What are the side effects?
Yes, it has been tested in multiple studies and has been shown to be very well tolerated. In over 200 patients, no serious side effects were reported. The only mild reactions seen have been low-grade diarrhea in two people, a temporary metallic taste in two people, and worsening of Type 2 Diabetes in one person.

❓ How much radiation will I receive? Is it dangerous?
The dose of radiation from this scan is low and comparable to many standard imaging tests. You’ll receive approximately 5.7 millisieverts (mSv). It’s also comparable to other PET scans like FDG or PSMA PET. This falls well within accepted diagnostic safety levels.
You will also be exposed to radiation from the CT portion of the PET/CT scan. This amount is different for every scanner; your doctor should be able to provide an estimate of how much radiation exposure in total you will receive. 

❓ What exactly is being injected into me?
You’ll receive a one-time intravenous (IV) injection of 64Cu-SAR-bisPSMA, a diagnostic imaging agent that targets a protein called PSMA (prostate-specific membrane antigen), which is commonly found in prostate cancer cells. The diagnostic imaging agent may help to highlight areas of cancer on the PET scan. It’s not a treatment—just a tracer that helps visualize disease.

❓ Will this scan tell me something my current imaging won’t?
Potentially, yes. This agent may detect smaller or additional cancer sites that other scans may not pick up. The imaging could help provide a more complete picture of your cancer before your surgery.
❓ Can I change my mind after enrolling?
Absolutely. Participation is voluntary, and you can withdraw at any time without affecting your medical care. Your decision will not impact how your doctor manages your treatment.

❓ Why is this study important?
This study is helping to improve diagnostic imaging for prostate cancer. If successful, this scan may become the new standard to help doctors better detect where the cancer is and how to treat it. Your involvement could help improve future care for thousands of patients.
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