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in BCG Unresponsive, High-Risk NMIBC

Milestones
Happy New Year!

We closed out 2022 with a total of 70 
patients enrolled in BOND-003. We have 
no doubt that we can reach our target 
of 110 enrolled patients by mid-2023. 
Calling on all sites to help us get across 
the finish line. Quality, consistency, and 
diligence will get us there!

Cystoscopy Light Source
Patient cystoscopies may be performed utilizing “white” light, “blue” light, or narrow-
band imaging, but the same technique that was used for screening must be used for all 
disease assessments throughout the study.

Response Assessments
Response assessments are needed every 12 weeks, with local results followed by central 
results. Consider the guidance listed below and reach out to your CRA if you need 
additional clarification.

A.  Preliminary Response Assessment- To be used when local results are used to make 
decisions about starting a treatment cycle when some or all central results are not yet 
available. It can be a brief progress note or use of the Response Assessment Worksheet 
with the words “local results” or “prelim results” written at the top. This is used to 
document that the PI has reviewed the local results. Please provide CG Oncology with 
any supporting documentation from local results and keep a copy of the preliminary 
response assessment in the patient’s trial record.

B.  Final Response Assessment – The “official” Response Assessment. This should be done on 
the Response Assessment Worksheet once all the central results are available. PI signature 
is required.  Response Assessment Worksheet should be returned to CG Oncology once 
FINAL with the central results and kept in the patient’s trial record at the site. 

Q2 Reminders
Tissue
If multiple biopsies are taken from one patient during one time point, the site should send 
in all applicable tissue to Q2 Solutions as follows under one accession number/kit:

 •  Screening: All tissue deemed non-benign by local review should be shipped for 
central review. This includes CIS, Ta, and/or T1

 •  On study: All tissue collected during response assessment timepoints, or during 
additional disease work ups, regardless of presence of disease, should be shipped 
for central review (Week 13, Week 25, Week 37, Week 49, Week 61, Week 73, Week 
85, Week 97, and any additional disease work up)

Cytology
The barcoded envelope must be used when sending local cytology reports to Q2

 •  Send the local cytology report to Q2 in the provided barcoded envelope once local 
lab review has been completed. 

 •  If the local report is shipped separately from the Q2 urine sample, include a 
photocopy of the requisition form in the shipment. 

 •  The barcoded envelope must be used, even when the local report is shipped 
separately, for proper accessioning.

Suggestions - Q&A - Best Practices

“Response assessment checkpoints include 
cystoscopies, cytologies, mappings, and 
scans with the potential of suspicious 
findings. Scheduling these appointments 2 
weeks ahead of time allows the central lab 
enough time to process the samples. It’s 
important to communicate with the monitor 
so that they can reach out to the central lab 
for potential delays or to help answer any 
questions that arise.” 

Allan Guidos, GU Team Lead at Mayo 
Clinic, Phoenix, AZ

Total Enrollment 
73

Total Screened 
112

United States 29 sites 39 patients

Korea 7 sites 10 patients

Japan 24 sites 11 patients

Taiwan 4 sites 3 patients

Australia 2 sites 3 patients

2022 Enrollment 
52

2022 Screened 
72
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The CG Oncology BOND-003 support team
Please include your assigned CRA in all communications.

Medical support:
Dr. Andy Darilek 
406-861-7672 
andy.darilek@CGoncology.com

Operational support: 
Melody Keel  
813-810-7161 
melody.keel@CGoncology.com 

Recruitment support:
Gigi Palomera 
619-549-4420 
gigi.palomera@CGoncology.com

JoAnn Horn  
949-346-5997 
joann.horn@CGoncology.com

CG Oncology clinical trials in bladder cancer:
CG Oncology is an oncolytic immunotherapy company that is intensely focused on developing bladder saving therapeutics for patients with bladder 
cancer. At CG Oncology, we see a world where urologic cancer patients can benefit from our innovative therapies to live and work with dignity 
and an enhanced quality of life. Our lead candidate, cretostimogene grenadenorepvec (CG0070), is a targeted oncolytic intravesically-delivered 
immunotherapy. In BCG unresponsive non-muscle invasive bladder cancer (NMIBC) and other cancer types, the agent has shown promise in 
potentially delivering a safe and effective therapy alone as well as in combination with other therapies.

http://www.bond3study.com 
http://www.cgoncology.com

Q&A
Q:  If there is no evidence of disease on a local pathology report during one of the on-study timepoints, do I still need to send in all blocks of tissue 

to Q2?

A:  Yes!  If the local pathology report states that tissue was taken, or a specimen was received for each block, Q2 will need all tissue slides/blocks 
even if it is benign on the local report, to confirm absence or presence of disease.

Safety Reporting
Please ensure that everyone on the study team understands the difference between an adverse event (AE) and a serious adverse event (SAE). If 
you feel you would benefit from additional training or guidance, reach out to your CRA to set up a training session, or refer to the Safety Reporting 
section of the BOND-003 protocol.

When reporting a serious adverse event (SAE):

 • Avoid reporting multiple medical problems or a combination of symptoms. 

 • The SAE term should be a medical event, such as a diagnosis, rather than a symptom. 

 •  If there are multiple concurrent medical events, identify the most clinically significant event and report that one as the SAE. This would be the 
event requiring hospitalization or urgent intervention

Q: If a patient is hospitalized during the study period, should the hospitalization be documented as a serious adverse event (SAE)?

A:  No. Hospitalization is an action taken to treat the event and should not be reported as a SAE. Instead, the AE or SAE leading to hospitalization 
should be reported. 

We are excited to announce that 
Cretostimogene grenadenorepvec is the 
generic name for CG0070 and will be used 
in future publications and communications.


