2.6.7. [bookmark: _Toc131393900][bookmark: _Toc133233867][bookmark: _Toc139015976]TOXICOLOGY 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).


Title of Application

In this section, your goal is to provide the FDA with a summary of all the different topics you covered under the toxicology 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 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.  Types of studies for section 2.6.7 and their suggested order of presentation
2.6.7.1      Toxicology: Overview      
2.6.7.2      Toxicokinetics: Overview of Toxicokinetics Studies
2.6.7.3      Toxicokinetics: Overview of Toxicokinetics Data
2.6.7.4      Toxicology: Drug Substance
2.6.7.5      Single-Dose Toxicity
2.6.7.6      Repeat-Dose Toxicity: Non-Pivotal Studies
2.6.7.7      Repeat-Dose Toxicity: Pivotal Studies
2.6.7.8      Genotoxicity: In Vitro
2.6.7.9      Genotoxicity: In Vivo
2.6.7.10 Carcinogenicity
2.6.7.11 Reproductive and Developmental Toxicity: Non-Pivotal Studies
2.6.7.12 Reproductive and Developmental Toxicity – Fertility and Early Embryonic Development to Implantation (Pivotal)
2.6.7.13 Reproductive and Developmental Toxicity – Effects on Embryo-Fetal Development (Pivotal)
2.6.7.14 Reproductive and Developmental Toxicity – Effects on Pre- and Postnatal Development, Including Maternal Function (Pivotal)
2.6.7.15 Studies in Juvenile Animalsa
2.6.7.16 Local Tolerance
2.6.7.17 Other Toxicity Studies

a: When a juvenile animal study has been conducted, it should be tabulated using the template appropriate for the type of study and located in Section 2.6.7.15




Module 2.6.7, Page 1
Investigational New Drug No. XXXXX

2.6.7.1. Toxicology: Overview							
Delete this explanatory text prior to submission. 
There should be one line for each toxicology report, in the same order as presented in the CTD. 

Test Article: Insert International Nonproprietary Name (INN)
	Type of Study
	Species and Strain
	Method of Administration
	Duration of Dosing
	Dosesa (units)
	GLP Compliance
	Testing Facility
	Study Number
	Location

	Single-Dose Toxicity
	
	
	
	
	
	
	
	

	Repeat-Dose Toxicity
	
	
	
	
	
	
	
	

	Genotoxicity
	
	
	
	
	
	
	
	

	Carcinogenicity
	
	
	
	
	
	
	
	

	Reproductive/ Developmental Toxicity
	
	
	
	
	
	
	
	

	Local Tolerance
	
	
	
	
	
	
	
	

	Other Studies
	
	
	
	
	
	
	
	


a For Repeat-Dose Toxicity, the highest NOAEL level is underlined
2.6.7.2. Toxicokinetics: Overview of Toxicokinetics Studies						
Test Article: Insert International Nonproprietary Name (INN)
In this section, there should be 1 line for each toxicokinetics report, in the same order as presented in the CTD
	Type of Study
	Test System
	Method of Administration
	Doses (units)
	GLP Compliance
	Study Number
	Location

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	




2.6.7.3. Toxicokinetics: Overview of Toxicokinetics Data						
Test Article: Insert International Nonproprietary Name (INN)
This section should contain a one- to three-page summary (including tables and/or figures) of steady-state toxicokinetic data, prepared in a format that facilitates comparisons across species, including humans.


2.6.7.4. Toxicology: Drug Substance						
Test Article: Insert International Nonproprietary Name (INN)
List all batches used in the toxicology studies in approximate chronological order. The toxicology studies in which each batch was used should be identified.
	Batch No.
	Purity (%)
	Specified Impurities
	Study Number
	Type of Study

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




2.6.7.5. Single-Dose Toxicity						
Test Article: Insert International Nonproprietary Name (INN)
All single-dose toxicities studies should be summarized in the table below. Put them in the same order as the CTD. Include footnotes if the study has special features (such as unusual duration, infusion rate, age of subjects).
	Species/Strain
	Method of Administration (Vehicle/Formulation)
	Dose (units)
	Sex/Number per group
	Observed Maximum Non-Lethal Dose (unit)
	Approximate Lethal Dose (unit)
	Noteworthy Findings
	Study Number

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	




2.6.7.6. Repeat-Dose Toxicity: Non-Pivotal Studies						
Test Article: Insert International Nonproprietary Name (INN)
All non-pivotal repeat-dose toxicities studies (including all range-finding toxicity studies) should be summarized in the table below. Put them in the same order as the CTD. Include footnotes if the study has special features. 
	Species/Strain
	Method of Administration (Vehicle/Formulation)
	Duration of Dosing
	Doses (units)
	Sex/Number per group
	NOAEL (units)
	Noteworthy Findings
	Study Number

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	




2.6.7.7. Repeat-Dose Toxicity: Pivotal Studies						
Test Article: Insert International Nonproprietary Name (INN)
Report Title: For pivotal studies, report individual studies separately. Include the title at the top for easy reference.
Study Number, Location in CTD: Insert study number and location of full report.
GLP Compliance: Insert GLP Compliance status.
Consider including the following details (in addition to the tabulated results):
· General details about the study: species/strain, initial age, age at first dose, method of administration, vehicle/formulation, duration of dosing, duration of postdose, NOAEL, special features
· Toxicity findings should be presented by group, indicate significant findings (include test used)
· See The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Safety – M4S(R2), Appendix B for table formatting recommended for toxicology pivotal studies



2.6.7.8. Genotoxicity: In Vitro						
Test Article: Insert International Nonproprietary Name (INN)
Report Title: For genotoxicity studies, report individual studies separately. Include the title at the top for easy reference.
Study Number, Location in CTD: Insert study number and location of full report.
GLP Compliance: Insert GLP Compliance status.
Consider including the following details (in addition to the tabulated results):
· What the study was testing for
· When the study was conducted
· General details about the study, samples, vehicle/formulation, positive/negative controls, special features
· Genotoxicity findings should be presented by group, indicate significant findings (include test used)
· See The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Safety – M4S(R2), Appendix B for table formatting recommended for genotoxicity



2.6.7.9. Genotoxicity: In Vivo						
Test Article: Insert International Nonproprietary Name (INN)
Report Title: For genotoxicity studies, report individual studies separately. Include the title at the top for easy reference.
Study Number, Location in CTD: Insert study number and location of full report.
GLP Compliance: Insert GLP Compliance status.
Consider including the following details (in addition to the tabulated results):
· What the study was testing for
· When the study was conducted
· General details about the study, samples, vehicle/formulation, positive/negative controls, special features
· Genotoxicity findings should be presented by group, indicate significant findings (include test used)
· See The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Safety – M4S(R2), Appendix B for table formatting recommended for genotoxicity



2.6.7.10. Carcinogenicity						
Test Article: Insert International Nonproprietary Name (INN)
Report Title: For carcinogenicity studies, report individual studies separately. Include the title at the top for easy reference.
Study Number, Location in CTD: Insert study number and location of full report.
GLP Compliance: Insert GLP Compliance status.
Consider including the following details (in addition to the tabulated results):
· What the study was testing for
· When the study was conducted
· General details about the study, samples, vehicle/formulation, positive/negative controls, special features
· Findings should be presented by group, indicate significant findings (include test used)
· See The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Safety – M4S(R2), Appendix B for table formatting recommended for carcinogenicity




2.6.7.11. Reproductive and Developmental Toxicity: Non-Pivotal Studies						
Test Article: Insert International Nonproprietary Name (INN)
All non-pivotal reproduction toxicity studies (including range-finding studies) should be summarized in the table below.
	Species/Strain
	Method of Administration (Vehicle/Formulation)
	Dosing Period
	Doses (units)
	Sex/Number per group
	Noteworthy Findings
	Study Number

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	




2.6.7.12. Reproductive and Developmental Toxicity – Fertility and Early Embryonic Development to Implantation (Pivotal)
Test Article: Insert International Nonproprietary Name (INN)
Report Title: For reproductive and developmental toxicity studies, report individual studies separately. Include the title at the top for easy reference.
Study Number, Location in CTD: Insert study number and location of full report.
GLP Compliance: Insert GLP Compliance status.
Consider including the following details (in addition to the tabulated results):
· What the study was testing for
· When the study was conducted
· General details about the study, samples, vehicle/formulation, positive/negative controls, NOAEL, special features
· Findings should be presented by group, indicate significant findings (include test used)
· See The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Safety – M4S(R2), Appendix B for table formatting recommended for reproductive and developmental toxicity




2.6.7.13. Reproductive and Developmental Toxicity – Effects on Embryo-Fetal Development (Pivotal)
Test Article: Insert International Nonproprietary Name (INN)
Report Title: For reproductive and developmental toxicity studies, report individual studies separately. Include the title at the top for easy reference.
Study Number, Location in CTD: Insert study number and location of full report.
GLP Compliance: Insert GLP Compliance status.
Consider including the following details (in addition to the tabulated results):
· What the study was testing for
· When the study was conducted
· General details about the study, samples, vehicle/formulation, positive/negative controls, NOAEL, special features
· Findings should be presented by group, indicate significant findings (include test used)
· See The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Safety – M4S(R2), Appendix B for table formatting recommended for reproductive and developmental toxicity



2.6.7.14. Reproductive and Developmental Toxicity – Effects on Pre- and Postnatal Development, Including Maternal Function (Pivotal)
Test Article: Insert International Nonproprietary Name (INN)
Report Title: For reproductive and developmental toxicity studies, report individual studies separately. Include the title at the top for easy reference.
Study Number, Location in CTD: Insert study number and location of full report.
GLP Compliance: Insert GLP Compliance status.
Consider including the following details (in addition to the tabulated results):
· What the study was testing for
· When the study was conducted
· General details about the study, samples, vehicle/formulation, positive/negative controls, NOAEL, special features
· Findings should be presented by group, indicate significant findings (include test used)
· See The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Safety – M4S(R2), Appendix B for table formatting recommended for reproductive and developmental toxicity


2.6.7.16. Local Tolerance
Test Article: Insert International Nonproprietary Name (INN)
	Species/Strain
	Method of Administration
	Doses (units)
	Sex/Number per group
	Noteworthy Findings
	Study Number

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	




2.6.7.17. Other Toxicity Studies
Test Article: Insert International Nonproprietary Name (INN)
	Species/Strain
	Method of Administration
	Duration of Dosing
	Doses (units)
	Sex/Number per group
	Noteworthy Findings
	Study Number

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



