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The package should be around 50 pages but no more than 80 (excluding copies of literature which should be no more than 30 pages).  
The information package should provide summary information relevant to the product(s) and any supplementary information needed to develop responses to issues raised by the sponsor, applicant or reviewing division.  The content of the information package should support the intended objectives of the formal meeting with FDA.
If the content of the information package is not sufficient to provide the basis for a meaningful discussion (e.g., critical data have not been generated or analyzed or have not been included in the package), the Agency may not grant the meeting.  
To facilitate FDA’s review, the sponsor or applicant should organize the contents of the information package according to the proposed agenda.  A fully paginated document with a table of contents, appropriate indices, appendices, cross references and tabs differentiating sections is recommended.  
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1. [bookmark: _Toc139023211]INTRODUCTION
Executive Summary of proof of concept, therapeutic development, disease, etc.

2. [bookmark: _Toc139023212]PRODUCT NAME OR CODE 

3. [bookmark: _Toc139023213]PROPOSED INDICATIONS

4. [bookmark: _Toc139023214]GENE THERAPY DESCRIPTION

4.1 [bookmark: _Toc139023215]Construct
Insert text on source, type, transgene, etc.

4.2 [bookmark: _Toc139023216]Completed And Planned Non-clinical Studies
Insert brief description of any early proof of concept, pilot or pivotal non-clinical pharm/tox or other safety studies 

4.3 [bookmark: _Toc139023217]Manufacturers, Manufacturing Process and Schematic
Insert text
· Brief description of manufacturing steps
· In Process and Lot Release testing (if known) – high level
· Manufacturing Schematic

5. [bookmark: _Toc139023218]Dosage Form, Route of Administration and Dosing Regimen

6. [bookmark: _Toc139023219]PURPOSE OF THE MEETING
Sample text:
The purpose of this meeting is to obtain Agency reviewer guidance and feedback on our early development CMC, Non-Clinical and Clinical plans in preparation for a Pre-IND and eventual IND application.  Specifically, we wish to seek agreement and input from the Agency for specific questions listed in this meeting request. 

7. [bookmark: _Toc139023220]PROPOSED AGENDA
Sample text: 
If a teleconference is granted, we are proposing the following agenda.

	Topic
	Duration

	Introductions
	5 minutes

	Discussion of prioritized questions
	40 minutes

	Meeting conclusions and summary of discussion
	15 minutes



8. [bookmark: _Toc139023221]PROPOSED QUESTIONS GROUPED BY DISCIPLINE

8.1 [bookmark: _Toc139023222]Chemistry, Manufacturing and Controls
Description/narrative/rationale supporting questions.

CMC Question 1
CMC Question 2

8.2 [bookmark: _Toc139023223]Non-Clinical Questions

Completed Pre-Clinical Studies
Table: Completed Pre-Clinical Studies 

Planned Pre-Clinical Studies
Table: Proposed POC Pre-Clinical Studies

Description/narrative/rationale supporting questions
Non-Clinical Question 1
Non-Clinical Question 2
Non-Clinical Question 3

8.3 [bookmark: _Toc139023224]Clinical Questions
Summary of proposed clinical study

Table: Phase I/II Clinical Study Design and/or Synopsis
Description/narrative/rationale supporting questions.
Clinical Question 1
Clinical Question 2
Clinical Question 3


9. [bookmark: _Toc139023225]LIST OF ATTENDEES 

10. [bookmark: _Toc139023226]SUGGESTED DATES AND TIMES 

11. [bookmark: _Toc139023227]MEETING FORMAT
Sample text:
SPONSOR requests a (TELECON OR WRITTEN RESPONSE ONLY) Meeting
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