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Delete this explanatory text prior to submission. When edits are complete, convert this document to a PDF, following the guidelines available in PDF Specifications (published September 2016).
In this section, your goal is to provide the FDA with a summary of all the different topics you covered under the pharmacology section. For documents larger than 5 pages, it is a good idea to include a hyperlinked table of contents, and lists of tables, figures, and abbreviations if necessary. 
Consider following the examples below while creating your tabulated summary. Additional guidance to complete this section is available in the ICH guideline on SAFETY – M4S(R2), or the FDA Guidance for Industry M4S: The CTD — Safety.  

2.6.3.1. Pharmacology
Delete explanatory text prior to submission.
There should be one line for each pharmacology report, in the same order as presented in the CTD. Reports that contain a GLP Compliance Statement should be identified in a footnote. The Study Number or Report Number should be a unique identifier for the study. The location of the full Technical Report in the CTD should be identified for each study.

2.6.3.1.1. Overview 							
Test Article: Insert International Nonproprietary Name (INN)
	Type of Study
	Test System
	Method of Administration
	Testing Facility
	Study Number
	Location

	Primary Pharmacodynamics*
	
	
	
	
	

	Secondary Pharmacodynamics*
	
	
	
	
	

	Safety Pharmacology
	
	
	
	
	

	Pharmacodynamic Drug Interactions*
	
	
	
	
	



*Tabulated summaries are optional for these topics, thus sections 2.6.3.1.2 (Primary Pharmacodynamics), 2.6.3.1.3 (Secondary Pharmacodynamics) and 2.6.3.1.2 (Pharmacodynamic Drug Interactions) may be omitted, as long as tables and figures relevant to these sections are embedded within the Nonclinical Written Summary. 


2.6.3.1.4. Safety Pharmacology 							
Use the provided table to summarize all safety-pharmacology studies

Test Article: Insert International Nonproprietary Name (INN)
	Organ System Evaluated
	Species/Strain
	Method of Administration
	Dose (mg/kg)
	Sex and No. per Group
	Noteworthy Findings
	GLP Compliance
	Study/Report Number
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