2.6.5. [bookmark: _Toc131393900][bookmark: _Toc133233867][bookmark: _Toc139015976]PHARMACOKINETICS TABULATED SUMMARIES
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 pharmacokinetics section in the order listed below. 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 example 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.  There should be one line for each pharmacokinetics 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 should be identified for each study. If you don’t have studies that fit in the categories below, you may leave the section blank.Types of studies for section 2.6.5 and their suggested order of presentation:
2.6.5.1. Pharmacokinetics: Overview
2.6.5.2. Analytical Methods and Validation Reports*
2.6.5.3. Pharmacokinetics: Absorption after a Single Dose
2.6.5.4. Pharmacokinetics: Absorption after Repeated Doses
2.6.5.5. Pharmacokinetics: Organ Distribution
2.6.5.6. Pharmacokinetics: Plasma Protein Binding
2.6.5.7. Pharmacokinetics: Study in Pregnant or Nursing Animals
2.6.5.8. Pharmacokinetics: Other Distribution Study
2.6.5.9. Pharmacokinetics: Metabolism In Vivo
2.6.5.10. Pharmacokinetics: Metabolism In Vitro
2.6.5.11. Pharmacokinetics: Possible Metabolic Pathways
2.6.5.12. Pharmacokinetics: Induction/Inhibition of Drug-Metabolizing Enzymes
2.6.5.13. Pharmacokinetics: Excretion
2.6.5.14. Pharmacokinetics: Excretion Into Bile
2.6.5.15. Pharmacokinetics: Drug-Drug Interactions
2.6.5.16. Pharmacokinetics: Other
*Tabulated Summary is optional. It is preferable to include tables and figures within the text of the Nonclinical Written Summary,

Title of Application


Investigational New Drug No. XXXXX			Module 2.6.5, Page 2


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

	Absorption
	
	
	
	
	

	Distribution
	
	
	
	
	

	Metabolism
	
	
	
	
	

	Excretion
	
	
	
	
	

	Pharmacokinetic Drug Interactions
	
	
	
	
	

	Other Studies
	
	
	
	
	





2.6.5.3. Pharmacokinetics: Absorption after a Single Dose								
Test Article: Insert International Nonproprietary Name (INN)
Location in CTD:
Study Number:
Additional Information: Use this space to insert brief textual results, species differences, sex differences, dose dependency, or special comments.
	
	Study 1
	Study 2
	Study 3
	Study 4
	Study 5

	Species
	
	
	
	
	

	Sex (M/F)/Number of animals
	
	
	
	
	

	Feeding Condition
	
	
	
	
	

	Vehicle/Formulation
	
	
	
	
	

	Method of Administration
	
	
	
	
	

	Dose (units)
	
	
	
	
	

	Sample Type
	
	
	
	
	

	Analyte
	
	
	
	
	

	Assay
	
	
	
	
	

	PK parameters:
· Tmax
· Cmax
· AUC
· (Time for calculation)
· T1/2
· (Time for calculation)
	
	
	
	
	


This table format may also be used for Section 2.6.5.4. Pharmacokinetics: Absorption after Repeated Doses.


2.6.5.5. Pharmacokinetics: Organ Distribution								
Test Article: Insert International Nonproprietary Name (INN)
Location in CTD:
Study Number:
Species:
Sex (M/F)/Number of animals:
Feeding condition:
Vehicle/Formulation:
Method of Administration:
Dose (mg/kg):
Radionucleotide:
Specific Activity
Sampling time:
	
	Concentration (unit)
	

	
	T (1)
	T (2)
	T (3)
	T (4)
	T (5)
	t1/2

	Tissues/Organs:
· Tissue 1
· Tissue 2
	
	
	
	
	
	


Additional Information: Use this space to insert brief textual results, species differences, sex differences, dose dependency, or special comments.


2.6.5.6. Pharmacokinetics: Plasma Protein Binding								
Test Article: Insert International Nonproprietary Name (INN)
Study System
Target entity, Test system and method:

	Species
	Conc. tested
	% bound
	Study No.
	Location in CTD

	
	
	
	
	



Additional Information: Use this space to insert brief textual results, species differences, sex differences, dose dependency, or special comments. 

2.6.5.7. Pharmacokinetics: Study in Pregnant or Nursing Animals								
Test Article: Insert International Nonproprietary Name (INN)
Location in CTD:
Study Number:
Placental transfer
	Species:
Gestation Day/Number of animals:
Vehicle/Formulation:
Method of Administration:
Dose (mg/kg):
Analyte:
Assay:
Sampling time:
	






T (1)
	






T (2)
	






T (3)
	






T (4)
	






T (5)
	






T (6)

	Concentration/Amount (% of dose):
· Tissue 1
· Tissue 2
	
	
	
	
	
	


Excretion into milk
	Species:
Lactating Date/Number of animals:
Feeding condition:
Vehicle/Formulation:
Method of Administration:
Dose (mg/kg):
Analyte:
Assay:
Sampling time:
	






T (1)
	






T (2)
	






T (3)
	






T (4)
	






T (5)
	






T (6)

	Concentration/Amount (% of dose):
· Tissue 1
· Tissue 2
	
	
	
	
	
	


Additional Information: Use this space to insert brief textual results or special comments.
2.6.5.9. Pharmacokinetics: Metabolism In Vivo								
Test Article: Insert International Nonproprietary Name (INN)
Sex (M/F)/Number of animals:
Feeding condition:
Vehicle/Formulation:
Method of Administration:
Dose (mg/kg):
Radionucleotide:
Specific Activity:
	
	
	
	
	% of Compound in Sample
	
	

	Species
	Sample
	Sampling Time
	% of Dose in Sample
	Parent
	M1
	M2
	Study No.
	Location in CTD

	
	
	
	
	
	
	
	
	


Additional Information: Use this space to insert brief textual results, species differences, sex differences, dose dependency, or special comments. Include human data for comparison, if available.



2.6.5.10. Pharmacokinetics: Metabolism In Vitro								
Test Article: Insert International Nonproprietary Name (INN)
Location in CTD:
Study Number:
Study system:
Vehicle/Formulation:
	
	T (1)
	T (2)
	T (3)
	T (4)
	T (5)

	Concentration:
Compounds
· Parent
· Metabolite 1
· Metabolite 2
	
	
	
	
	


Additional Information: Use this space to insert brief textual results or special comments. Human data should be included for comparison, if available.


2.6.5.11. Pharmacokinetics: Possible Metabolic Pathways
Test Article: Insert International Nonproprietary Name (INN)
Use this space to illustrate a possible metabolic map indicating species in which metabolic reactions occur.


2.6.5.12. Pharmacokinetics: Induction/Inhibition of Drug-Metabolizing Enzymes
Test Article: Insert International Nonproprietary Name (INN)
Location in CTD:
Study No.:
Type of Study: Note: nonclinical studies only
Method:
Tabulated Results:
Additional Information: Use this space to insert brief textual results or special comments.


2.6.5.13. Pharmacokinetics: Excretion
This table format may also be used for Section 2.6.5.14. Pharmacokinetics: Excretion into Bile
Test Article: Insert International Nonproprietary Name (INN)
Location in CTD:
	
	Study 1
	Study 2
	Study 3
	Study 4
	Study 5

	Species
	
	
	
	
	

	Sex (M/F)/Number of animals
	
	
	
	
	

	Feeding Condition
	
	
	
	
	

	Vehicle/Formulation
	
	
	
	
	

	Method of Administration
	
	
	
	
	

	Dose (units)
	
	
	
	
	

	Analyte
	
	
	
	
	

	Assay
	
	
	
	
	

	Time:
Excretion route
· Urine
· Feces
· Total
	
	
	
	
	


Additional Information: Use this space to insert brief textual results, species differences, sex differences, dose dependency, or special comments. For comparison, representative information on humans at the maximum recommended dose should be included. May be combined with the Absorption Table, if appropriate.

