	Title of Application	
[bookmark: _Toc131393900][bookmark: _Toc133233867][bookmark: _Toc139015976]PHARMACOKINETICS 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 2.6.4.10) 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).
Brief Summary
In this section, your goal is to provide the FDA with a summary of your key findings from the pharmacokinetics studies for your product. (Keep it to 2-3 pages). Consider starting with a brief description of the scope of pharmacokinetic evaluation, including information such as whether the species and strains were also used in the pharmacology and toxicology sections, and whether the formulations used were the same or different.
Methods of Analysis
This section should contain a brief summary of the methods of analysis for biological samples, including the detection and quantification limits of an analytical procedure.  If possible, validation data for the analytical method and stability of biological samples should be discussed in this section.  The potential impact of different methods of analysis on the interpretation of the results should be discussed in the following relevant sections.  
Absorption
The following data should be summarized in this section: 
· Absorption (extent and rate of absorption, in vivo and in situ studies) 
· Kinetic parameters, bioequivalence and/or bioavailability (serum/plasma/blood PK studies) 
Distribution
The following data should be summarized in this section: 
· Tissue distribution studies 
· Protein binding and distribution in blood cells 
· Placental transfer studies 

Metabolism (interspecies comparison)
The following data should be summarized in this section: 
· Chemical structures and quantities of metabolites in biological samples 
· Possible metabolic pathways 
· Pre-systemic metabolism (GI/hepatic first-pass effects) 
· In vitro metabolism including P450 studies 
· Enzyme induction and inhibition 
Excretion
The following data should be summarized in this section:
· Routes and extent of excretion
· Excretion in milk
Pharmacokinetic Drug Interactions
If they have been performed, nonclinical pharmacokinetic drug-interaction studies (in vitro and/or in vivo) should be briefly summarized in this section.
Other Pharmacokinetic Studies
If studies have been performed in nonclinical models of disease (e.g. renally impaired animals), they should be summarized in this section.
Discussion and Conclusions
This section provides an opportunity to discuss the pharmacokinetic evaluation and to consider the significance of any issues that arise.
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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