

	Title of Application	
2.6.2. [bookmark: _Toc131393900][bookmark: _Toc133233867][bookmark: _Toc139015976]PHARMACOLOGY WRITTEN SUMMARY
[bookmark: _Toc131393901][bookmark: _Toc133233868][bookmark: _Toc139015977]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).
These written summaries should be composed mainly of text, but inclusion of tables and figures within the text body to more effectively convey certain information is acceptable. Tables and figures may be included at appropriate points throughout the text, or at the end of this document (Section 2.6.2.7) if desired. 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.  
Consider inserting a table of contents to aid the FDA reviewer in the organization of this document, as well as tables of abbreviations used, and a table of tables and figures. Delete any sections below that do not apply to your product (i.e. don’t include empty sections). 

2.6.2.1. Brief Summary
In this section, your goal is to provide the FDA with a summary of your key findings from the pharmacology studies for your product. (Keep it to 2-3 pages). Consider starting with a brief description of the overall pharmacology content and then go into the notable aspects (inclusion and/or exclusion of data like a lack of an animal model). 

2.6.2.2. [bookmark: _Toc131393902][bookmark: _Toc133233869][bookmark: _Toc139015978]Primary Pharmacodynamics
Studies summarized and evaluated. Where possible, it would be helpful to relate the pharmacology of the drug to available data (in terms of selectivity, safety, potency, etc.) on other drugs in the class.  

2.6.2.3. [bookmark: _Toc131393903][bookmark: _Toc133233870][bookmark: _Toc139015979]Secondary Pharmacodynamics
Studies summarized and evaluated (if applicable to your product) by organ system

2.6.2.4. [bookmark: _Toc131393904][bookmark: _Toc133233871][bookmark: _Toc139015980]Safety Pharmacology
Studies summarized and evaluated (if applicable to your product). In some cases, secondary pharmacodynamic studies can contribute to the safety evaluation when they predict or assess potential adverse effect(s) in humans. In such cases, these secondary pharmacodynamic studies should be considered along with safety pharmacology studies.

2.6.2.5. [bookmark: _Toc131393905][bookmark: _Toc133233872][bookmark: _Toc139015981]Pharmacodynamic Drug Interactions
Studies summarized and evaluated (if applicable to your product) 

2.6.2.6. [bookmark: _Toc131393906][bookmark: _Toc133233873][bookmark: _Toc139015982]Discussion and Conclusions
In this section, summarize the key points from your study and bring up any key discussion points or issues you may need to address.

2.6.2.7. Tables and Figures
If you chose to include all tables and figures at the end of this document, add those to this section. If you embedded the tables and figures throughout the text, you may delete this section. 
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