
OCE Guidance Agenda    
New, Revised Draft and Immediately in Effect Guidances  

Planned for Publication in Calendar Year 20261  
(September 2026) 

 

(See the Good Guidance Practices (GGPs) regulation on this Web 
page or 21 CFR 10.115 for details about the Guidance Agenda) 

 

CATEGORY – Clinical/Medical     
• Oncology Pharmaceuticals: Streamlined Nonclinical Safety Studies; Draft Guidance for Industry 
• Early Phase IND Protocol Recommendations for Solid Tumors 

 

 
Note: Agenda items reflect guidances under development as of the date of this posting. 

 

 
1 OCE is not bound by this list of topics nor required to issue every guidance document on this list.  We are not 
precluded from developing guidance documents on topics not on this list. 

https://ecfr.io/Title-21/se21.1.10_1115

	OCE Guidance Agenda
	New, Revised Draft and Immediately in Effect Guidances
	Planned for Publication in Calendar Year 20260F   (September 2026)

