[PRODUCT NAME, STRENGTH]
NDA ##,### Project Planning Table (UPDATED:  10/14/2008)

Submission Target Date:  TBD   All documents finalized by: TBD

	Module 1 – Administrative and Prescribing Information

	Section in CTD
	Description
	Person/

Group
	Due Date
	Comments

	1.1
	Forms
	
	
	

	
1.1.1
	FDA Form 1571
	
	
	Not applicable

	
1.1.2
	FDA Form 356h
	
	
	Final item.

	
1.1.3
	User Fee Cover Sheet 
(FDA Form 3397)
	
	
	

	
1.1.4
	Annual Report Transmittal (Form 2252)
	
	
	Not applicable

	
1.1.5
	Advertising and Promotional Labelling Transmittal (Form 2253)
	
	
	Not applicable

	
1.1.6
	Transmittal of Labels & Circulars (Form 2567)
	
	
	Not applicable

	1.2
	Cover Letter
	
	
	Final item that provides a summary of the submission type, size, and regulatory point of contact as well as a ‘virus-free’ statement regarding electronic files.

	                     ---
	Table of Contents
	
	
	Should also include a list of tables and a list of figures for entire submission broken out by sections.

	1.3
	Administrative Information
	
	
	

	
1.3.1
	Contact/Sponsor Information
	
	
	Corporate name, contact information, etc.

	
1.3.2
	Field Copy Certification
	
	
	Final item.  

	
1.3.3
	Debarment Certification
	
	
	Final item.

	
1.3.4
	Financial Disclosure and Certification (of investigators)

(FDA Form 3454 and Form 3455)
	
	
	FDA Form-3455 is for disclosure while FDA Form-3454 is for certification.  These are completed for clinical investigators and already on file.  Should be included as part of the study report.


	
1.3.5
	Patent & Exclusivity
	
	
	

	
1.3.5.1
	Patent Information
	
	
	Patent information included per 21 CFR 314.53.  Will need to include copy of licensing agreement per 21 CFR 314.50(i)(iii)(3) that “If a 505(b)(2) application is for a drug or method of using a drug claimed by a patent and the applicant has a licensing agreement with the patent owner, the applicant shall submit a certification under paragraph (i)(1)(i)(A)(4) of this section (“Paragraph IV Certification”) as to that patent and a statement that it has been granted a patent license.”
If you submit an NDA (including a 505(b)(2) NDA), you must file with your NDA a list of the patent numbers and expiration dates for each patent required to be submitted under section 355(b)(1)(F) of the act and § 314.50.  You also must submit additional patent information within 30 days of approval of your NDA or, in the case of newly issued patents, within 30 days of issuance of the patent (section 355(c)(2) of the act and § 314.50).  If the NDA is approved, the FDA will publish the patent information in "Approved Drug Products with Therapeutic Equivalence Evaluations" (the Orange Book).  


	
1.3.5.2
	Patent Certification
	
	
	If a drug product listed in the Orange Book has listed patents, the 505(b)(2) application or ANDA seeking to rely on the finding of safety or effectiveness for that listed drug must contain certifications regarding those patents (see ' 314.50(i) for 505(b)(2) applications, and § 314.94(a)(12) for ANDAs).


	
1.3.5.3
	Statement of Claimed Exclusivity
	
	
	None stated so far since there are no new clinical indications.  Only patent protection for the new formulation.  But this is something that can be fleshed out with the patent info.


	1.4
	References
	
	
	

	
1.4.1
	Letters of Authorization
	
	
	· Include DMF LOA for API, container/closure components, coloring, etc.


	
1.4.2
	Statement of Right of Reference
	
	
	Not applicable

	
1.4.3
	List of Authorized Persons to Incorporate by Reference
	
	
	Not applicable

	
1.4.4
	Cross Reference to Other Applications & Previously Submitted Information
	
	
	

	1.5
	Application Status
	
	
	Not applicable

	
1.5.1
	IND withdrawal request
	
	
	Not applicable

	
1.5.2
	Inactivation request
	
	
	Not applicable

	
1.5.3
	Reactivation request
	
	
	Not applicable

	
1.5.4
	Reinstatement request
	
	
	Not applicable

	
1.5.5
	Withdrawal of an unapproved application
	
	
	Not applicable

	
1.5.6
	Withdrawal of a listed drug
	
	
	Not applicable

	
1.5.7
	Request for withdrawal of application approval
	
	
	Not applicable

	
1.5.8
	Other correspondence (re: withdrawal or suspension of approval)
	
	
	Not applicable

	1.6
	Meetings
	
	
	

	
1.6.1
	Meeting Request
	
	
	

	
1.6.2
	Meeting Background Materials
	
	
	

	
1.6.3
	Correspondence Regarding Meetings
	
	
	

	1.7
	Fast Track
	
	
	Not applicable

	1.8
	Special Protocol Assessment (SAP) Request
	
	
	Not applicable

	1.9
	Pediatric Administrative Information
	
	
	

	
1.9.1
	Request for Deferral
	
	
	

	
1.9.2
	Request for Waiver
	
	
	

	
1.9.3
	Request for Pediatric Exclusivity Determination
	
	
	

	
1.9.4
	Proposed Pediatric Study Request & Amendments
	
	
	

	
1.9.5
	Proposal for Written Agreement
	
	
	

	
1.9.6
	Other Correspondence Regarding Pediatric Exclusivity or Study Plans
	
	
	

	1.10
	Dispute Resolution
	
	
	Not applicable

	
1.10.1
	Request for Dispute Resolution
	
	
	

	
1.10.2
	Correspondence Related to Dispute Resolution
	
	
	

	1.11
	Information Amendment (not covered under Modules 2-5)
	
	
	Not applicable

	
1.11.1
	Quality
	
	
	

	
1.11.2
	Safety
	
	
	

	
1.11.3
	Efficacy
	
	
	

	1.12
	Other Correspondence
	
	
	

	
1.12.1
	Pre-IND Correspondence
	
	
	

	
1.12.2
	Request to Charge
	
	
	Not applicable

	
1.12.3
	Notification of charging under Treatment IND
	
	
	

	
1.12.4
	Request for comments and advice on an IND
	
	
	

	
1.12.5
	Request for a waiver
	
	
	

	
1.12.6
	Exemption from informed consent for emergency research
	
	
	

	
1.12.7
	Public disclosure statement for emergency care research
	
	
	

	
1.12.8
	Correspondence regarding emergency care research
	
	
	

	
1.12.9
	Notification of discontinuation of clinical trial
	
	
	

	
1.12.10
	Generic Drug Enforcement Act (GDEA) Statement
	
	
	Final item

	
1.12.11
	Basis for submission statement
	
	
	Outline basis for 505(b)(2) application, which is a summary of key comparisons to the reference listed drug.



	
1.12.12
	Comparison of generic drug and reference listed drug
	
	
	

	
1.12.13
	Request for waiver for in vivo studies
	
	
	

	
1.12.14
	Environmental Impact Analysis Statement
	
	
	Will file for categorical exclusion but also production is in a foreign country (UK) which means compliance to environmental policy for that country.

	
1.12.15
	Request for waiver for in vivo bioavailability studies
	
	
	Not applicable

	
1.12.16
	Field alert reports
	
	
	Not applicable

	1.13
	Annual Reports
	
	
	Not applicable

	
1.13.1
	Summary for nonclinical studies
	
	
	

	
1.13.2
	Summary of clinical pharmacology studies
	
	
	

	
1.13.3
	Summary of safety information
	
	
	

	
1.13.4
	Summary of labelling changes
	
	
	

	
1.13.5
	Summary of manufacturing changes
	
	
	

	
1.13.6
	Summary of microbiological changes
	
	
	

	
1.13.7
	Summary of other significant new information
	
	
	

	
1.13.8
	Individual study information
	
	
	

	
1.13.9
	General Investigational Plan
	
	
	

	
1.13.10
	Foreign marketing history
	
	
	

	
1.13.11
	Distribution data
	
	
	

	
1.13.12
	Status of post-marketing commitments
	
	
	

	
1.13.13
	Status of other post-marketing studies
	
	
	

	
1.13.14
	Log of outstanding regulatory business
	
	
	

	1.4
	Labelling
	
	
	Need to include copies of draft prescribing information, and immediate container labels.  

	
1.14.1
	Draft labelling
	
	
	

	
1.14.1.1
	Draft carton & container labels
	
	
	Draft text and layouts provided in original submission; final revisions closer to approval


	
1.14.1.2
	Annotated draft labelling text
	
	
	This is the draft labelling that cross-references to key clinical, non-clinical, CMC, and other data supporting those conclusions.


	
1.14.1.3
	Draft labelling text
	
	
	This is the draft SPL formatted labelling as it will appear in the PDR or attached to the product.



	
1.14.1.4
	Label comprehension studies
	
	
	Not performed

	
1.14.1.5
	Labelling history
	
	
	To be updated as changes are made

	
1.14.2
	Final labelling
	
	
	Will be finalized before approval and submitted

	
1.14.2.1
	Final carton & container labels
	
	
	Will be finalized before approval and submitted

	
1.14.2.2
	Final package inserts
	
	
	Will be finalized before approval and submitted

	
1.14.2.3
	Final labelling text
	
	
	Will be finalized before approval and submitted

	
1.14.3
	Listed drug labelling 
	
	
	Will be finalized before approval and submitted

	
1.14.3.1
	Annotated comparison with listed drug
	
	
	Will be finalized before approval and submitted

	
1.14.3.2
	Approved labelling text for listed drug
	
	
	Will be finalized before approval and submitted

	
1.14.3.3
	Labelling text for reference listed drug
	
	
	Will include the most recent copy of RLD labelling in submission with updates as they occur

	
1.14.4
	Investigational drug labelling 
	
	
	Not applicable

	
1.14.4.1
	Investigator’s Brochure
	
	
	Not applicable

	
1.14.4.2
	Investigational drug labelling 
	
	
	Not applicable

	
1.14.5
	Foreign labelling
	
	
	Not applicable

	
1.15
	Promotional material 
	
	
	Not applicable

	
1.16
	Risk management plans
	
	
	To be discussed with the Agency as part of post-marketing surveillance and expanded safety reporting models


	Module 2 – Common Technical Document Summaries

	Section in CTD
	Description
	Person/

Group
	Due Date
	Comments

	2.1
	Comprehensive Table of Contents for Module 2
	
	
	Compiled from individual Modules 3 through 5
_________________________



	2.2
	Introduction To The Summary Documents
	
	
	

	2.2.1
	Introductory Statement
	
	
	

	2.2.2
	Pharmacological Class
	
	
	

	2.2.3
	Mode of Action
	
	
	

	2.2.4
	Proposed Clinical Use
	
	
	

	2.3
	Quality Overall Summary
	
	
	

	2.3.S
	Drug Substance
	
	
	

	
2.3.S.1
	General Information
	
	
	

	
2.3.S.2
	Manufacture
	
	
	

	
2.3.S.3
	Characterization
	
	
	

	
2.3.S.4
	Control of Drug Substance
	
	
	

	
2.3.S.5
	Reference Standards or Materials
	
	
	

	
2.3.S.6
	Container Closure systems
	
	
	

	
2.3.S.7
	Stability
	
	
	

	
2.3.P
	Drug Product
	
	
	

	
2.3.P.1
	Description, Composition of Product
	
	
	

	
2.3.P.2
	Pharmaceutical Development
	
	
	

	
2.3.P.3
	Manufacture
	
	
	

	
2.3.P.4
	Control of Excipients
	
	
	

	
2.3.P.5
	Control of Drug Product
	
	
	

	
2.3.P.6
	Reference Standards or Materials
	
	
	

	
2.3.P.7
	Container Closure System
	
	
	

	
2.3.P.8
	Stability
	
	
	

	2.3.A
	Appendices
	
	
	

	
2.3.A.1
	Facilities and Equipment
	
	
	

	
2.3.A.2
	Adventitious Agents Safety Evaluation 
	
	
	

	
2.3.A.3
	 Novel Excipients
	
	
	

	2.3.R
	Regional Information
	
	
	

	2.4
	Non-clinical Overview
	
	
	

	2.4
	Non-clinical Overview General Aspects
	
	
	

	2.4.1
	Overview of Non-clinical Testing Strategy
	
	
	

	
2.4.1.1
	General Approaches and Deviations
	
	
	

	2.4.2
	Pharmacology
	
	
	

	
2.4.2.1
	Pharmacodynamics, MoA, Potential SE, Etc.
	
	
	

	2.4.3
	Pharmacokinetics
	
	
	

	
2.4.3.1
	PK, TK, Metab, Prot Binding, Hemolysis
	
	
	

	2.4.4
	Toxicology
	
	
	

	
2.4.4.1
	Studies Conducted and Important Results
	
	
	

	
	Onset, severity, duration of toxic effects, dose dependency, reversibility, species/gender effects
	
	
	

	
2.4.4.2
	Comparison in Species, Dose, Duration
	
	
	

	
2.4.4.3
	Specialized Toxicity Studies
	
	
	

	2.4.5
	Integrated Overview and Conclusions
	
	
	

	
2.4.6.1
	Impact of disease, physiological changes, antibodies, cross species considerations, data inconsistencies
	
	
	

	
2.4.5.2
	Data inconsistencies
	
	
	

	
2.4.5.3
	Species Extrapolation to Humans
	
	
	

	
2.4.5.4
	Clinical Dose Rationale, exposure, predict SE
	
	
	

	2.4.6
	Literature Citations
	
	
	


	Module 2 – Common Technical Document Summaries

	Section in CTD
	Description
	Person/

Group
	Due Date
	Comments

	2.5
	Clinical Overview
	
	
	

	2.5.1
	Product Development Rationale
	
	
	Summarize development and utility of product

	2.5.2
	Overview of Biopharmaceutics
	
	
	Integrate the PK data from the product with known PK data from the RLD and other issues relating to safety and efficacy.


	2.5.3
	Overview of Clinical Pharmacology/Micro
	
	
	

	2.5.4
	Overview of Efficacy
	
	
	

	2.5.5
	Overview of Safety
	
	
	

	2.5.6
	Benefits and Risks Conclusions
	
	
	

	2.5.7
	References
	
	
	


	Module 2 – Common Technical Document Summaries

	Section in CTD
	Description
	Person/

Group
	Due Date
	Comments

	2.6
	Non-clinical Summary
	
	
	

	2.6.1
	Introduction
	
	
	

	
2.6.1.1
	Structure, properties
	
	
	

	
2.6.1.2
	Clinical indication, dose, duration
	
	
	

	2.6.2
	Pharmacology Written Summary
	
	
	

	
2.6.2.1
	Brief Summary
	
	
	

	
2.6.2.2
	Primary Pharmacodynamics
	
	
	

	
2.6.2.3
	Secondary Pharmacodynamics
	
	
	

	
2.6.2.4
	Safety Pharmacology
	
	
	

	
2.6.2.5
	Pharmacodynamic Drug Interactions
	
	
	

	
2.6.2.6
	Discussion and Conclusions
	
	
	

	
2.6.2.7
	References
	
	
	

	2.6.3
	Pharmacology Tabulated Summary
	
	
	

	2.6.4
	Pharmacokinetics Written Summary
	
	
	

	
2.6.4.1
	Brief Summary
	
	
	

	
2.6.4.2
	Methods of Analysis
	
	
	

	
2.6.4.3
	Absorption
	
	
	

	
2.6.4.4
	Distribution
	
	
	

	
2.6.4.5
	Metabolism
	
	
	

	
2.6.4.6
	Excretion
	
	
	

	
2.6.4.7
	Pharmacokinetic Drug Interactions
	
	
	

	
2.6.4.8
	Other Pharmacokinetic Studies
	
	
	

	
2.6.4.9
	Discussion and Conclusions
	
	
	

	
2.6.4.10
	References
	
	
	

	2.6.5
	Pharmacokinetics Tabulated Summary
	
	
	

	2.6.6
	Toxicology Written Summary
	
	
	

	
2.6.6.1
	Brief Summary
	
	
	

	
2.6.6.2
	Single-Dose Toxicity
	
	
	

	
2.6.6.3
	Repeat-Dose Toxicity
	
	
	

	
2.6.6.4
	Genotoxicity
	
	
	

	
2.6.6.5
	Carcinogenicity
	
	
	

	
2.6.6.6
	Reproductive and Developmental Toxicity
	
	
	

	
2.6.6.7
	Local Tolerance
	
	
	

	
2.6.6.8
	Other Toxicity Studies
	
	
	

	
2.6.6.9
	Discussion and Conclusions
	
	
	

	
2.6.6.10
	References
	
	
	

	2.6.7
	Toxicology Tabulated Summary
	
	
	

	2.7
	Clinical Summary
	
	
	

	2.7.1
	Summary of Biopharmaceuticals and Analytical Methods
	
	
	

	
2.7.1.1
	Background and Overview
	
	
	

	
2.7.1.2
	Summary of Individual Study Results
	
	
	

	
2.7.1.3
	Comparison of Results Across Studies
	
	
	

	
2.7.1.4
	Appendix
	
	
	

	2.7.2
	Summary of Clinical Pharmacology Studies
	
	
	

	
2.7.2.1
	Background and overview
	
	
	

	
2.7.2.2
	Summary of Individual Study Results
	
	
	

	
2.7.2.3
	Comparison of Results Across Studies
	
	
	

	
2.7.2.4
	Special Studies
	
	
	

	
2.7.2.5
	Appendix
	
	
	

	2.7.3
	Summary of Clinical Efficacy
	
	
	

	
2.7.3.1
	Background and overview
	
	
	

	
2.7.3.2
	Summary of Individual Study Results
	
	
	

	
2.7.3.3
	Comparison of Results Across Studies
	
	
	

	
2.7.3.3.1
	Study Populations
	
	
	

	
2.7.3.3.2
	Comparison of Efficacy Results
	
	
	

	
2.7.3.3.3
	Comparison of Subpopulation Results
	
	
	

	
2.7.3.4
	Analysis of Clinical  Relative to Dosing
	
	
	

	
2.7.3.5
	Persistence of Efficacy and/or Tolerance
	
	
	

	
2.7.3.6
	Appendix
	
	
	

	2.7.4
	Summary of Clinical Safety
	
	
	

	
2.7.4.1
	Exposure to the Drug
	
	
	

	
2.7.4.1.1
	Overall safety evaluation plan and narratives
	
	
	

	
2.7.4.1.2
	Overall extent of exposure
	
	
	

	
2.7.4.1.3
	Demographic & Characteristics of Study Population.
	
	
	

	
2.7.4.2
	Adverse Events
	
	
	

	
2.7.4.2.1
	Analysis of Adverse Events
	
	
	

	
2.7.4.2.2
	Narratives
	
	
	

	
2.7.4.3.3
	Clinical Laboratory Evaluations
	
	
	

	
2.7.4.4
	Vital Signs, Physical Findings, Observations
	
	
	

	
2.7.4.5
	Safety in Special Groups and Situations
	
	
	

	
2.7.4.5.1
	Intrinsic Factors
	
	
	

	
2.7.4.5.2
	Extrinsic Factors
	
	
	

	
2.7.4.5.3
	Drug Interactions
	
	
	

	
2.7.4.5.4
	Use in Pregnancy and Lactation
	
	
	

	
2.7.4.5.5
	Overdose
	
	
	

	
2.7.4.5.6
	Drug Abuse
	
	
	

	
2.7.4.5.7
	Withdrawal and Rebound
	
	
	

	
2.7.4.5.8
	Effect on Ability to Drive or Operate Machinery
	
	
	

	
2.7.4.6
	Post-marketing Data
	
	
	

	
2.7.4.7
	Appendix
	
	
	

	2.7.5
	References
	
	
	

	2.7.6
	Synopses of Individual Studies
	
	
	


	Module 3 – Quality

	Section in CTD
	Description
	Person/

Group
	Due Date
	Comments

	3.1
	Comprehensive Table of Contents for Module 3
	
	
	

	3.2
	Body of Data
	
	
	

	3.2.S

	DRUG SUBSTANCE
	
	
	

	3.2.S.1


3.2.S.1.1


3.2.S.1.2


3.2.S.1.3
	General Information

Nomenclature

Structure

General Properties
	
	
	

	3.2.S.2.
	Manufacture
	
	
	

	
3.2.S.2.1
	Manufacturer(s)
	
	
	

	
3.2.S.2.2
	Description of Process and Process Controls
	
	
	

	
3.2.S.2.3
	Control of Materials
	
	
	

	
3.2.S.2.4
	Control of Critical Steps and Intermediates
	
	
	

	
3.2.S.2.5
	Process Validation and/or Evaluation
	
	
	

	
3.2.S.2.6
	Manufacturing Process Development
	
	
	

	3.2.S.3


3.2.S.3.1


3.2.S.3.2
	Characterization

Elucidation of Structure and Other Characteristics

Impurities
	
	
	

	3.2.S.4.
	Control of Drug Substance
	
	
	

	
3.2.S.4.1
	Specification
	
	
	

	
3.2.S.4.2
	Analytical Procedure
	
	
	

	
3.2.S.4.3
	Validation of Analytical Procedures
	
	
	

	
3.2.S.4.4
	Batch Analyses
	
	
	

	
3.2.S.4.5
	Justification of Specification
	
	
	

	3.2.S.5
	Reference Standards or Materials
	
	
	

	3.2.S.6
	Container Closure Systems
	
	
	

	3.2.S.7


3.2.S.7.1


3.2.S.7.2


3.2.S.7.3
	Stability

Stability Summary and Conclusions

Post-approval Stability Protocol and Commitment

Stability Data
	
	
	


	Module 3 – Quality

	Section in CTD
	Description
	Person/

Group
	Due Date
	Comments

	3.2.P
	DRUG PRODUCT
	
	
	

	
3.2.P.1
	Description and Composition 
	
	
	

	3.2.P.2
	Pharmaceutical Development
	
	
	

	
3.2.P.2.1
	Components of Drug Product – Substance, Excipients
	
	
	

	
3.2.P.2.2
	Drug Product - Formulation, Overages, Properties
	
	
	

	
3.2.P.2.3
	Manufacturing Process Development
	
	
	

	
3.2.P.2.4
	Container Closure System
	
	
	

	
3.2.P.2.5
	Microbiological Attributes
	
	
	

	
3.2.P.2.6
	Compatibility
	
	
	

	3.2.P.3
	Manufacture
	
	
	

	
3.2.P.3.1
	Manufacturer
	
	
	

	
3.2.P.3.2
	Batch Formula
	
	
	

	
3.2.P.3.3
	Description of Process and Controls
	
	
	Per 21 CFR 314.54(a)(1)(i), “The information required under 314.50(a), (b), (c), (d)(a), (d)(3), (e), and (g), except that 314.50(d)(1)(ii)(c) shall contain the proposed or actual master production record, including a description of the equipment to be used for the manufacture of a commercial lot of drug product.”


	
3.2.P.3.4
	Control of Critical Steps and Intermediates
	
	
	

	
3.2.P.3.5
	Process Validation (PV) and/or Evaluation
	
	
	

	3.2.P.4
	Control of Excipients
	
	
	

	
3.2.P.4.1
	Specifications
	
	
	

	
3.2.P.4.2
	Analytical Procedures
	
	
	

	
3.2.P.4.3
	Validation of Analytical Procedures
	
	
	

	
3.2.P.4.4
	Justification of Specifications
	
	
	

	
3.2.P.4.5
	Excipients of Human or Animal Origin
	
	
	

	
3.2.P.4.6
	Novel Excipients
	
	
	

	3.2.P.5
	Control of Drug Product
	
	
	

	
3.2.P.5.1
	Specifications
	
	
	

	
3.2.P.5.2
	Analytical Procedures
	
	
	

	
3.2.P.5.3
	Validation of Analytical Procedures
	
	
	

	
3.2.P.5.4
	Batch Analyses
	
	
	

	
3.2.P.5.5
	Characterization of Impurities
	
	
	

	
3.2.P.5.6
	Justification of Specifications
	
	
	

	3.2.P.6
	Reference Standards or Materials
	
	
	

	3.2.P.7
	Container Closure System
	
	
	

	3.2.P.8
	Stability
	
	
	

	
3.2.P.8.1
	Stability summary and Conclusion
	
	
	

	
3.2.P.8.2
	Post-approval Stability Protocol and Commitment
	
	
	

	
3.2.P.8.3
	Stability Data
	
	
	

	3.2.A
	Appendices
	
	
	

	3.2.A.1
	Facilities and Equipment
	
	
	

	3.2.A.2
	Adventitious Agents Safety Evaluation
	
	
	

	3.2.A.2
	For non-viral agents/ viral agents
	
	
	

	3.2.A.3
	Novel Excipients
	
	
	

	3.2.R
	Regional Information
	
	
	

	3.2.R
	Executed Batch Records (USA)
	
	
	

	3.2.R
	Methods Validation Package (USA)
	
	
	The methods validation section will be prepared and submitted as directed per 21 CFR 314.50(e). 



	3.2.R
	Comparability Protocols (USA)
	
	
	

	3.2.R
	Process Validation Scheme for Drug Product (EU)
	
	
	

	3.2.R
	Medical Device (EU)
	
	
	

	3. 3
	Key Literature References
	
	
	


	Module 4 – Non-clinical Study Reports

	Section in CTD
	Description
	Person/

Group
	Due Date
	Comments

	4.1
	Comprehensive Table of Contents for Module 4
	
	
	

	4.2
	Study Reports
	
	
	

	4.2.1
	Pharmacology
	
	
	

	
4.2.1.1
	Primary Pharmacodynamics
	
	
	

	
4.2.1.2
	Secondary Pharmacodynamics
	
	
	

	
4.2.1.3
	Safety Pharmacology
	
	
	

	
4.2.1.4
	Pharmacodynamic Drug Interactions
	
	
	

	4.2.2

	Pharmacokinetics
	
	
	

	
4.2.2.1
	Analytical Methods and Validation 
Reports
	
	
	

	
4.2.2.2
	Absorption
	
	
	

	
4.2.2.3
	Distribution
	
	
	

	
4.2.2.4
	Metabolism
	
	
	

	
4.2.2.5
	Excretion
	
	
	

	
4.2.2.6
	Pharmacokinetic Drug Interactions
	
	
	

	
4.2.2.7
	Other Pharmacokinetic Studies
	
	
	

	4.2.3
	Toxicology
	
	
	

	
4.2.3.1
	Single-Dose Toxicity (order by species by route)
	
	
	

	
4.2.3.2
	Repeat-Dose Toxicity (order by species, route, duration)
	
	
	

	
4.2.3.3
	Genotoxicity
	
	
	

	
4.2.3.3.1
	In vitro
	
	
	

	
4.2.3.3.2
	In vivo 
	
	
	

	
4.2.3.4
	Carcinogenicity
	
	
	

	
4.2.3.5
	Reproductive and Development Toxicity
	
	
	

	
4.2.3.5.1
	Fertility and early embyonic development
	
	
	

	
4.2.3.5.2
	Embryo-fetal development
	
	
	

	
4.2.3.5.3
	Pre- and Post-natal development, maternal function
	
	
	

	
4.2.3.5.4
	Offspring, juvenile, second, third generation studies
	
	
	

	
4.2.3.6
	Local Tolerance
	
	
	

	
4.2.3.7
	Other Toxicity Studies
	
	
	

	
4.2.3.7.1
	Antigenicity
	
	
	

	
4.2.3.7.2
	Immunotoxicity
	
	
	

	
4.2.3.7.3
	Mechanistic studies (if not elsewhere included)
	
	
	

	
4.2.3.7.4
	Dependence
	
	
	

	
4.2.3.7.5
	Metabolites
	
	
	

	
4.2.3.7.6
	Impurities
	
	
	

	
4.2.3.7.7
	Other
	
	
	

	4.3
	Literature References
	
	
	


	Module 5 – Clinical Study Reports

	Section in CTD
	Description
	Person/

Group
	Due Date
	Comments

	5.1
	Comprehensive Table of Contents for Module 5
	
	
	

	5.2
	Tabular Listings of All Clinical Studies
	
	
	

	5.2.1
	Tabular Listing of All Clinical Studies
	
	
	

	5.2.2

	Investigator Listing
	
	
	

	5.3
	Clinical Study Reports
	
	
	

	5.3.1
	Reports of Biopharmaceutic Studies
	
	
	

	
5.3.1.1
	Bioavailability  (BA) Study Reports
	
	
	

	
5.3.1.2
	Comparative BA & BEQ Study Reports
	
	
	

	
5.3.1.3
	In vitro/In vivo Correlation (IV/IVC) 
	
	
	

	
5.3.1.4
	Bioanalytical and Analytical Methods 
	
	
	

	5.3.2
	Reports of Studies Pertinent to Human PK
	
	
	

	
5.3.2.1
	Plasma Protein Binding Study Reports
	
	
	

	
5.3.2.2
	Hepatic Metabolism/ Drug Interaction
	
	
	

	
5.3.2.3
	Studies Using Other Human Materials
	
	
	

	5.3.3
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