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1. [bookmark: _Toc137477344][bookmark: _Toc139025267]INTRODUCTION
Executive Summary of proof of concept, therapeutic development, disease, etc…

2. [bookmark: _Toc139025268][bookmark: _Toc137477345]PRODUCT NAME OR CODE

3. [bookmark: _Toc139025269]PSTN (ISSUED BY CBER) 

4. [bookmark: _Toc137477346][bookmark: _Toc139025270]PROPOSED INDICATIONS

5. [bookmark: _Toc137477347][bookmark: _Toc139025271]GENE THERAPY DESCRIPTION

5.1 [bookmark: _Toc137477348][bookmark: _Toc139025272]CONSTRUCT
Insert text on source, type, transgene, etc.

5.2 [bookmark: _Toc137477349][bookmark: _Toc139025273]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. 

5.3 [bookmark: _Toc137477350][bookmark: _Toc139025274]MANUFACTURERS, MANUFACTURING PROCESS AND SCHEMATIC
Insert text
· Brief description of manufacturing steps
· In Process and Lot Release testing (if known) – high level
· Manufacturing Schematic

6. [bookmark: _Toc137477351][bookmark: _Toc139025275]DOSAGE FORM, ROUTE OF ADMINISTRATION AND DOSING REGIMEN

7. [bookmark: _Toc137477352][bookmark: _Toc139025276]PURPOSE OF THE MEETING
Sample text:
The purpose of this Pre-IND meeting is to obtain Agency reviewer guidance and feedback on our proposed CMC, Non-Clinical and Clinical development plans in preparation for an IND application and an FIH Phase I/II clinical study of our gene therapy product.  Specifically, we wish to seek agreement and input from the Agency to specific questions listed in this meeting request. The IND will include a Phase I/II study protocol titled, “Title” 

The specific meeting objectives are the following:

(i) Confirm that the non-clinical studies are adequate to support the proposed clinical study, including Proof of Concept Safety and Biological Activity Study in animal models.
(ii) Confirm that the Chemistry, Manufacturing and Controls (CMC) process and supporting analytical data are adequate for supporting the proposed clinical study.
(iii) Confirm that the proposed clinical study design is appropriate to address study objectives, including patient, treatment plan, safety monitoring and follow up.

8. [bookmark: _Toc137477353][bookmark: _Toc139025277]PROPOSED AGENDA
Sample text: 
We are proposing the following agenda and will provide presentation materials, as applicable, in advance of the meeting.

	Topic
	Duration

	Introductions
	5 minutes

	Discussion of prioritized questions
	40 minutes

	Meeting conclusions and summary of discussion
	15 minutes




9. [bookmark: _Toc137477354][bookmark: _Toc139025278]PROPOSED QUESTIONS GROUPED BY DISCIPLINE

9.1 [bookmark: _Toc137477355][bookmark: _Toc139025279]CHEMISTRY, MANUFACTURING AND CONTROLS
Description/narrative/rationale supporting questions.

[bookmark: _Toc137477356]CMC Question 1
[bookmark: _Toc137477357]CMC Question 2

9.2 [bookmark: _Toc137477358][bookmark: _Toc139025280]NON-CLINICAL QUESTIONS

[bookmark: _Toc137477359]Completed Pre-Clinical Studies
Table: Completed Pre-Clinical Studies 

[bookmark: _Toc137477360]Planned Pre-Clinical Studies
Table: Proposed POC Pre-Clinical Studies

Description/narrative/rationale supporting questions.

[bookmark: _Toc137477361]Non-Clinical Question 1
[bookmark: _Toc137477362]Non-Clinical Question 2
[bookmark: _Toc137477363]Non-Clinical Question 3

9.3 [bookmark: _Toc137477364][bookmark: _Toc139025281]CLINICAL QUESTIONS
Summary of proposed clinical study.
Table: Phase I/II Clinical Study Design and/or Synopsis
Description/narrative/rationale supporting questions.

[bookmark: _Toc137477365]Clinical Question 1
[bookmark: _Toc137477366]Clinical Question 2
[bookmark: _Toc137477367]Clinical Question 3

10. [bookmark: _Toc137477368][bookmark: _Toc139025282]LIST OF ATTENDEES
Sample text: 
The following Sponsor attendees are expected to be in attendance; however a final list will be provided prior to the meeting along with meeting teleconference information as necessary:

Sponsor

Sponsor Representatives


11. [bookmark: _Toc137477369][bookmark: _Toc139025283]SUGGESTED DATES AND TIMES (ONLY APPLICABLE TO TELECONFERENCE)
Sample text: 
SPONSOR is requesting the earliest available teleconference date (or list dates which the sponsor is not available) 

12. [bookmark: _Toc137477370][bookmark: _Toc139025284]MEETING FORMAT
Sample text: 
SPONSOR requests a (TELECON OR WRITTEN RESPONSE ONLY) Meeting.  
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