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Meeting Minutes

	Meeting Date:
	June 3, 2025 at 11:30AM Eastern Time

	Meeting Place:
	Teleconference (Remote)
This meeting is open to the public.

	Members in Attendance:
		Hauke, Caitlyn

	Reed, Craig

	Rastein, Daniel

	Niemi, Christina

	Starrman (Baker), Christina (arrived at 11:54 AM)

	Sangid, Tarek

	




	Members Not in Attendance:
		None




	Guests:
	Gadzinski, Adam (arrived at 11:46 AM)

	Staff:
	Hemmelgarn, Marian

	Institution:
	Comprehensive Urology - MHP



Call to Order: The meeting was called to order at 11:34 AM. A quorum was present.  

Conflicts of Interest: None declared by voting members of the IBC.

Meeting Minutes: None

New Business: 

	PI:
	Gadzinski, Adam, MD, MS

	Sponsor:
	CG Oncology, Inc.

	Protocol:
	PIVOT-006

	
	A Phase 3, Randomized Study of Adjuvant Cretostimogene Grenadenorepvec versus Observation for the Treatment of Intermediate Risk Non-Muscle Invasive Bladder Cancer (IR-NMIBC) Following Transurethral Resection of Bladder Tumor (TURBT)

	Review Type:
	Initial Review

	NIH Guidelines:
	III-C














Trial Summary: PIVOT-006 is an open-label, randomized, Phase III clinical trial sponsored by CG Oncology designed to assess the safety and efficacy of cretostimogene grenadenorepvec (“cretostimogene”; previously known as CG0070) in adults with intermediate-risk non-muscle invasive bladder cancer (IR-NMIBC). 

Biosafety Containment Level per Risk Assessment: BSL-2

Comments:
· The Committee reviewed the Sponsor’s study documents and the comprehensive study-specific Risk Assessment which provided a thorough description of the recombinant or synthetic nucleic acid molecules (“investigational product [IP]”) and the proposed clinical research involving the IP. 
· The Committee agreed that the potential risks and occupational exposure hazards associated with handling the IP in this clinical trial were well-described in the Risk Assessment. 

· The Committee reviewed the Site’s facility details, study-specific procedures and practices, training records, the PI’s credentials and other applicable information provided by the Site for the purposes of the IBC review.
· The Site verified that the information provided by the Chair was accurate. 
· In response to a question from the Committee, the Site confirmed that the PI has previous research experience. 
· The Committee discussed the photo of the Biotech Lab showing multiple unsecured tanks and recommended the Site place a chain around them to secure them from tipping over. 
· The Committee recommended the Site print and post the Eyewash Sign in Room B5 in color. 
· The Committee noted there is an item on top of the sharps container in Room B4 and recommended the item be removed. 
· The Site confirmed that participants will void their bladder into a urine drainage bag after the dwell period, and the bag will be disposed of as biohazard waste. 
· In response to a question from the Committee, the Site confirmed that the participant will remain in the administration room for the duration of the study agent retention period. The Chair reminded the Site that if the participant needs to be moved to a waiting room or other area during the retention period, the IBC will need to review and approve any new arrangements prior to their initiation. The Site had no concerns.

Motion: A motion of Full Approval for the study at BSL-2 was passed by majority vote. There were no abstentions on voting.

· Contingencies stated by the Committee: None

· Stipulations stated by the Committee: None

	PI:
	Gadzinski, Adam, MD, MS

	Sponsor:
	CG Oncology, Inc.

	Protocol:
	CORE-008

	
	A Phase 2, Multi-Arm, Multi-Cohort, Open-Label Study to Evaluate the Safety and Efficacy of Cretostimogene Grenadenorepvec in Participants with High-Risk Non-Muscle-Invasive Bladder Cancer (NMIBC)

	Review Type:
	Initial Review

	NIH Guidelines:
	III-C










Trial Summary: CORE-008 is a multi-arm, open-label Phase II trial sponsored by CG Oncology, Inc. and designed to assess the safety and efficacy of cretostimogene grenadenorepvec in participants with high-risk non-muscle invasive bladder cancer. 

Biosafety Containment Level per Risk Assessment: BSL-2

Comments:
· The Committee reviewed the Sponsor’s study documents and the comprehensive study-specific Risk Assessment which provided a thorough description of the recombinant or synthetic nucleic acid molecules (“investigational product [IP]”) and the proposed clinical research involving the IP. 
· The Committee agreed that the potential risks and occupational exposure hazards associated with handling the IP in this clinical trial were well-described in the Risk Assessment. 

· The Committee reviewed the Site’s facility details, study-specific procedures and practices, training records, the PI’s credentials and other applicable information provided by the Site for the purposes of the IBC review.
· The Site verified that the information provided by the Chair was accurate. 
· In response to a question from the Committee, the Site confirmed that the PI has previous research experience. 
· The Committee discussed the photo of the Biotech Lab showing multiple unsecured tanks and recommended the Site place a chain around them to secure them from tipping over. 
· The Committee recommended the Site print and post the Eyewash Sign in Room B5 in color. 
· The Committee noted there is an item on top of the sharps container in Room B4 and recommended the item be removed. 
· The Site confirmed that participants will void their bladder into a urine drainage bag after the dwell period, and the bag will be disposed of as biohazard waste. 
· In response to a question from the Committee, the Site confirmed that the participant will remain in the administration room for the duration of the study agent retention period. The Chair reminded the Site that if the participant needs to be moved to a waiting room or other area during the retention period, the IBC will need to review and approve any new arrangements prior to their initiation. The Site had no concerns.

Motion: A motion of Full Approval for the study at BSL-2 was passed by majority vote. There were no abstentions on voting.

· Contingencies stated by the Committee: None

· Stipulations stated by the Committee: None

Reminder of IBC Approval Requirements. 

Adjournment: 12:22Time PM  

Post-Meeting Pre-Approval Note: None 
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