
 
 

Adult CIRB - Early Phase Emphasis Meeting Agenda 

August 6, 2024
 

 I New Study - Initial Review 

10647,  Phase I/Ib Study of Eribulin in Combination with ASTX660 (tolinapant) in 
Metastatic Triple Negative Breast Cancer (TNBC)  (Version Date 06/18/24)

 

 II New Study - Initial Review 

10657,  Phase I/II Study to Evaluate the Feasibility and Efficacy of Sequential 
Abemaciclib and Gemcitabine Treatment in Patients with Retinoblastoma (Rb)+ 
Sarcomas  (Version Date 06/12/24)

 

 III Amendment 

10597,  A Phase 1 Study of APG-1252 (pelcitoclax) and cobimetinib in recurrent 
ovarian and endometrial cancers  (Version Date 07/02/24)

 

 IV Amendment 

10273,  A Phase 1 Study of M3814 in combination with MEC in Patients with 
Relapsed or Refractory Acute Myeloid Leukemia  (Version Date 07/08/24)

 

 V Continuing Review 

10449,  A Phase 1 Study of ZEN003694 in Combination with Binimetinib in Solid 
Tumors with RAS Pathway Alterations and Triple Negative Breast 
Cancer  (Version Date 08/01/23)

 

 VI Continuing Review 

10129,  A Phase 2 Study of the PARP Inhibitor Olaparib (AZD2281) in IDH1 and 
IDH2 mutant Advanced Solid Tumors  (Version Date 07/20/23) 

  



 
 
VII Continuing Review 
10335,  A Phase 1 Study of Lenalidomide in Combination with EPOCH 
Chemotherapy for HTLV-Associated Adult T-Cell Leukemia-Lymphoma 
(ATLL)  (Version Date 08/03/23)

 

 VIII Continuing Review 

10422,  A Phase 1/1b Dose Escalation Study of Abemaciclib and Olaparib for 
Recurrent Platinum-Resistant Ovarian Cancer  (Version Date 02/01/24)

 

 IX Continuing Review 

10403,  Phase 1 Trial of Gemcitabine Combined with the Elimusertib (BAY 
1895344) ATR Inhibitor with Expansion Cohorts in Advanced Pancreatic and 
Ovarian Cancer  (Version Date 02/26/24)

 

 X Continuing Review 

EAY191,  Molecular Analysis for Combination Therapy Choice 
(ComboMATCH)  (Version Date 02/28/24)

 

 XI Continuing Review 

10204,  A Phase 1b Study of Nivolumab in Patients with Autoimmune Disorders 
and Advanced Malignancies (AIM-NIVO)  (Version Date 08/31/23)

 

  


	VII Continuing Review




Accessibility Report





		Filename: 

		PublicAgenda_EPE_Mtg_080624.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 2



		Passed manually: 0



		Failed manually: 0



		Skipped: 0



		Passed: 30



		Failed: 0







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Needs manual check		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Needs manual check		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Passed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column



		Summary		Passed		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top

