
PRODUCT NAME -- IND PLANNING TABLE

SUBMISSION DATE:  [fill in date]:  UPDATED: April 21, 2008
	PRIVATE 
IND ITEM
	TIMING
	RESPONSIBILITY
	COMMENTS



	PRIVATE 
Cover Letter
	TBD; complete at least 2 weeks prior to filing for company review and comment
	TBD
	• Key points include:

PRIVATE 

• If starting studies in Phase II, summarize previous clinical experience from Phase I studies - key safety or efficacy observations.

• What type of patient population/ indication is included in Phase II studies?

• What stages of disease are relevant -- early versus late intervention?  Where does this therapy fit into existing treatment regimens?  First line?  Second line therapy? Concomitant use?

•  What safety and efficacy parameters will be assessed and in which particular populations?  Will toxicity profile match other therapies or be better?  What therapeutic endpoints are being evaluated for efficacy?

• What are any potential cost considerations (if any)?

• What are the advantages of any particular dosage form or route of administration?  For instance, will intranasal administration mean greater patient compliance versus daily injection?  Advantage would be reduced risk of infection from intranasal since there is no parenteral administration.



	Letters of Authorization
	ASAP; no later than one month before filing
	
	• Attach any letters of authorization from manufacturers for drug substance, drug product, packaging, etc.

• Include a letter authorizing US Agent and specify the particular tasks (and parties) and limits of responsibilities.



	IND Item 1: Form FDA 1571
	Final item
	If CRO doing the filing; usually signed by client and/or US Agent
	•FDA Form 1571 is standard form that is completed last; signed by firm or US Agent or both.

• Need to indicate in Part 13 what parts of the clinical studies will be performed by a contract research organization (CRO).  What responsibilities are transferred to them (e.g., conduct of trial and monitoring, but not writing up report)?  Attach a letter to this effect.

• Need to identify a firm/CRO person(s) responsible for oversight of the clinical trials/ safety assessments

• Need to identify persons who will monitor the conduct and progress of the clinical investigations (if not being done by CRO)

• Need to identify persons who will review and evaluate safety information (if not being done by CRO)




	IND Item 2: Table of Contents
	Finalized shortly before filing
	Firm/CRO
	• Table of Contents (TOC) is a final item to be completed.  Suggested pagination is that each IND Item is paginated as a stand-alone section with a prefix number preceding it.  So, IND Item 3 is paginated 03  001 - end.  IND Item 7 is paginate 07  001 - end.  

Some firms paginate the entire submission continuously 001 to end but this requires the entire IND be completed and finalized before pagination.  This means major sections like CMC or preclinical – although finalized – cannot be paginated until the last portions are done.  Not the most efficient way for a large IND but can work for a small submission like an Investigator IND or Compassionate Use IND.

Some firms may opt to paginate 001 - end for each volume (which is usually not more than 250 pages) and forego any section prefix.  This is fine too. 

Some firms prefer a very detailed TOC in Item 2 and nothing before each IND section.  Other firms use a detailed TOC in Item 2 and a copy of the specific TOC portion as the front page for each volume of the relevant IND section.  So, a Section 7 TOC would appear in the CMC section but a Section 8 TOC would only appear in the volumes with the preclinical data.  Advantage here is that it cuts down on extraneous TOC data that’s not relevant to the section volume it’s in.



	IND Item 3: Introductory Statement
	Completed at least one month prior to filing
	Firm/CRO
	• Outline the clinical approaches that will be detailed in the General Investigation Plan and in the protocols.  Expand on some of the points mentioned in the cover letter.

	PRIVATE 
IND Item 4: General Investigational Plan
	Completed at least one month prior to filing
	Firm/CRO
	• Need to provide a list of studies intended for the first year of the IND.  If you have more studies than for the first year, that’s fine and can include.

• How will you assess therapeutic failures?

• How will you determine dose ranging and safety assessments?

• With your commercial labelling in mind, what studies do you intend to complete for market application?



	IND Item 5: Investigator’s Brochure
	Completed at least one month prior to filing
	Firm/CRO
	• Develop IB along lines of marketed product labelling.  How do you see the product taking shape in the commercial arena?  Also try to craft any Contraindications or Warnings that MDs should be aware of.

	IND Item 6:  Protocol
	TBD
	Firm/CRO with MD input
	• Protocol

• Informed Consent

• Case Report Form

• Investigator Documentation




	IND Item 7: CMC Data
	Completed at least one month prior to filing
	Firm/CRO/Contract Manufacturer
	•INTRODUCTION: provide overview to reviewer of CMC milestones and lot comparability.

•DRUG SUBSTANCE: manufacturing flowcharts, list of components, route of synthesis, manufacturing narrative, specifications for release testing of raw materials and drug substance, and stability program needed.  Facilities description or reference to existing DMFs where so noted.  Any reprocessing or rework to be described.  Is this mfg scale going to be used for Phase III studies?  FDA likes to see drug substance validation done before making drug product for pivotal trials.

•DRUG PRODUCT:  mfg flowcharts, list of components, mfg narrative, and specifications for release testing of raw materials and drug product, and stability program are key components being organized.  Packaging/ labelling operations detailed or referred to packager’s DMF.  If parenteral, then overview of sterility assurance documentation needed with reference to key DMF or master validation documents that support these data.  Facilities description needed or reference to existing DMF where so noted.  Overview of stability program and data already started.  Any reprocessing or rework to be described.  Is this mfg scale going to be used for Phase III studies?

•ENVIRONMENTAL ASSESSMENT:  File IND with categorical exclusion



	IND Item 8: Pharmacology & Toxicology
	Completed at least one month prior to filing
	Firm/CRO/Contract Manufacturer
	• Need summaries for pharmacology, pharmacodynamics, and toxicology as well as individual reports.  Also do overall tables with brief outline of individual studies.

	IND Item 9: Previous Clinical Experience
	Completed at least one month prior to filing
	Firm/CRO
	• Complete summary based on Phase I studies.

	IND Item 10: Additional Information
	TBD
	Firm/CRO
	• Need to do literature search of all published articles; provide bibliography for preclinical, clinical, and review papers.  Need English translations (of abstracts) for foreign publications.

• Provide bibliography for other related compounds and their use in clinical population.
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