Sponsor		PSTN

 




Pre-IND Meeting Information Package (Version 1.0 – 2023)


Sponsor Name
Gene Therapy Name
Regulatory Contact Name/Contact
Application Number (for Pre-IND)
Date of Meeting:  xx/xx/xxxx (if known) 
Notes: 
This template may be used for Pre-IND meetings (as well as other Type ABC meetings). 
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 cancel 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.  
[Note: DELETE HIGHLIGHTED TEXT BEFORE SUBMITTING] 


TABLE OF CONTENTS
1.	INTRODUCTION	4
1.1.	Product Name or Code	4
1.2.	Product Description (Chemical Name and Structure)	4
1.3.	Proposed Indications	4
1.4.	Dosage Form, Route of Administration, and Dosage Regimen	4
2.	PURPOSE AND OBJECTIVE OF THE MEETING	5
3.	PROPOSED AGENDA OF THE MEETING AND LIST OF ATTENDEES	6
4.	PRODUCT BACKGROUND	7
4.1.	Disease Background	7
4.2.	Rational for Investigational Product	7
4.3.	Investigational Clinical Product Background	7
4.3.1. Expected Patient Benefits	7
4.3.2. Comparisons to Other Investigational Products in Clinical Trials	7
4.4.	Product Development Status Overview	7
5.	QUESTIONS FOR THE AGENCY GROUPED BY DISCIPLINE	8
5.1.	Regulatory Questions	8
5.2.	Chemical, Manufacturing, and Controls Questions	8
5.3.	Preclinical Questions	8
5.4.	Clinical Questions	8
6.	REGULATORY BACKGROUND (IF APPLICABLE)	9
7.	CHEMISTRY, MANUFACTURING AND CONTROLS INFORMATION SUMMARY	10
7.1.	Product Manufacturing – Components and Materials	10
7.2.	Product Manufacturing – Procedures and Flow Chart	10
7.3.	Product Testing	10
7.4.	Other Issues	10
8.	PRE-CLINICAL DATA SUMMARY	11
8.1.	Mechanism of Action/Pharmacology/Pharmacokinetics Studies	11
8.2.	Completed Studies	11
8.2.1. Proof of Concept Studies	11
8.2.2. Pharmacology Studies	11
8.2.3. Toxicology Studies	11
8.2.4. Other Non-clinical Studies (applicable)	11
8.2.5. Studies of Gene Therapy Product Fate Post-Administration	11
8.2.6. Studies of Drug/Medical Device Component Biocompatibility	11
8.3.	Planned Studies	11
8.3.1. Proof of Concept Studies	11
8.3.2. Pharmacology Studies	11
8.3.3. Toxicology Studies	11
8.3.4. Studies of Gene Therapy Product Fate Post-Administration	11
9.	CLINICAL DATA SUMMARY	12
9.1.	Completed and Ongoing Clinical Studies (if applicable, for e.g. foreign studies or studies for other indications) (IF APPLICABLE)	12
9.2.	Planned IND-Opening Study	12
9.2.1. Proof of Concept Studies	12
9.2.2. Study Synopsis – Phase 1a Clinical Study	12
9.3.	Future Studies (optional)	12
9.3.1. Study Concept Sheet – Phase 1b Clinical Study	12
10.	REFERENCES	13
11.	APPENDICES	14
11.1.	Prior Clinical Data Supporting the Indication	14
11.2.	Clinical Study Synopsis	14
11.3.	Clinical Study Concept Sheet	14
11.4.	Investigator’s Brochure (if available)	14
11.5.	Additional Studies	14

[DELETE HIGHLIGHTED TEXT BEFORE SUBMITTING] Note: please be sure to update the page numbers in the Table of Contents (i.e., highlight the entire Table of Contents, go to the "References" tab and click "Update Table")

LIST OF TABLES


LIST OF FIGURES

1. [bookmark: _Toc505934380][bookmark: _Toc137477291][bookmark: _Toc139029470]INTRODUCTION
Insert text
1.1. [bookmark: _Toc505934381][bookmark: _Toc137477292][bookmark: _Toc139029471][bookmark: _Toc505934382]Product Name or Code
Insert text
1.2. [bookmark: _Toc137477293][bookmark: _Toc139029472]Product Description (Chemical Name and Structure)
Include a brief description of all components of the final product. Indicate if the product is a combination product (Device-Biologic/Drug-Biologic/Drug-Device-Biologic). For more information on combination products, refer to the FDA Office of Combination Products: https://www.fda.gov/CombinationProducts/AboutCombinationProducts/default.htm DELETE WHEN COMPLETED
1.3. [bookmark: _Toc505934383][bookmark: _Toc137477294][bookmark: _Toc139029473]Proposed Indications
Insert text
1.4. [bookmark: _Toc505934384][bookmark: _Toc137477295][bookmark: _Toc139029474]Dosage Form, Route of Administration, and Dosage Regimen
Insert text
2. [bookmark: _Toc505934385][bookmark: _Toc137477296][bookmark: _Toc139029475][bookmark: Purpose_and_objective]PURPOSE AND OBJECTIVE OF THE MEETING
Type of meeting: (i.e., Type A, Type B, Type B EOP, Pre-IND or Type C)
A brief statement of the purpose of the meeting.  This statement could include a discussion of the types of completed or planned studies or data that the sponsor or applicant intends to discuss at the meeting, the general nature of the critical questions to be asked, and where the meeting fits in overall development plans.  A list of the specific objectives/outcome from the meeting should be included.  DELETE WHEN COMPLETED.
Input text
3. [bookmark: Proposed_Agenda][bookmark: _Toc505934386][bookmark: _Toc137477297][bookmark: _Toc139029476]PROPOSED AGENDA OF THE MEETING AND LIST OF ATTENDEES
A proposed agenda, including estimated amounts of time needed for each agenda item and designated speaker(s) should be included.  DELETE WHEN COMPLETED.

Sponsor attendees
	Name and Title of Sponsor’s Attendees
	Discipline

	SELECT REQUESTED DISCIPLINES BASED ON YOUR DISCUSSION QUESTIONS AND DELETE THE REST. 
	CMC
Pharmacology/Toxicology
Clinical
Biostatistics
Division of Manufacturing and Product Quality (e.g., facilities and GMP)
Bioresearch Monitoring (BIMO)
Medical Device Consult (CDRH)
Drug Consult (CDER)




4. [bookmark: _Toc137477298][bookmark: _Toc139029477][bookmark: _Toc505934387]PRODUCT BACKGROUND
4.1. [bookmark: _Toc137477299][bookmark: _Toc139029478]Disease Background
Insert text
4.2. [bookmark: _Toc137477300][bookmark: _Toc139029479]Rational for Investigational Product 
Insert text
4.3. [bookmark: _Toc137477301][bookmark: _Toc139029480]Investigational Clinical Product Background
Insert text
4.3.1. [bookmark: _Toc137477302][bookmark: Expected_Patient_Benefits][bookmark: _Toc139029481]Expected Patient Benefits
Insert text
4.3.2. [bookmark: _Toc137477303][bookmark: _Toc139029482][bookmark: Comparisons]Comparisons to Other Investigational Products in Clinical Trials
Insert text
4.4. [bookmark: _Toc137477304][bookmark: _Toc139029483]Product Development Status Overview 
Insert text




5. [bookmark: _Toc137477305][bookmark: _Toc139029484]QUESTIONS FOR THE AGENCY GROUPED BY DISCIPLINE
Place the following sections in priority order and renumber, as needed, delete those not needed.  DELETE WHEN COMPLETED.
5.1. [bookmark: _Toc137477306][bookmark: _Toc139029485][bookmark: _Toc478431485][bookmark: _Toc505934388][bookmark: _Toc478431482]Regulatory Questions
Insert text
5.2. [bookmark: _Toc505934390][bookmark: _Toc125453094][bookmark: _Toc137477307][bookmark: _Toc139029486][bookmark: _Toc478431483][bookmark: _Toc505934389]Chemical, Manufacturing, and Controls Questions
Insert text
5.3. [bookmark: _Toc137477308][bookmark: _Toc139029487]Preclinical Questions
Insert text
5.4. [bookmark: _Toc137477309][bookmark: _Toc139029488]Clinical Questions
Insert text

6. [bookmark: _Toc137477310][bookmark: _Toc139029489][bookmark: _Toc505934396]REGULATORY BACKGROUND (IF APPLICABLE)
Discussion on regulatory pathway, prior agency meetings/discussions, approval in other countries, ODD etc..
























	
7. [bookmark: _Toc505934411][bookmark: _Toc137477311][bookmark: _Toc139029490]CHEMISTRY, MANUFACTURING AND CONTROLS INFORMATION SUMMARY
For more information, refer to the FDA Guidance: Content and Review of Chemistry, Manufacturing, and Control (CMC) Information for Human Gene Therapy Investigational New Drug Applications (INDs) available here: https://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Xenotransplantation/UCM092705.pdf
Provide the information outlined below as needed to support your discussion questions. Delete sections that are not needed and renumber. DELETE WHEN COMPLETED.
7.1. [bookmark: _Toc505934412][bookmark: _Toc137477312][bookmark: _Toc139029491]Product Manufacturing – Components and Materials
[bookmark: _Toc478431488]Describe list of reagents and excipients used in DS and DP production. Sources for critical reagents should be listed and whether they are clinical or research grade materials. DELETE WHEN COMPLETED.
7.2. [bookmark: _Toc505934413][bookmark: _Toc137477313][bookmark: _Toc139029492]Product Manufacturing – Procedures and Flow Chart
Describe (list or summary) all procedures used during the collection, production, and purification of the gene therapy product. A schematic of the production and purification process, and in-process and final product testing, is appreciated by the review staff. DELETE WHEN COMPLETED.
7.3. [bookmark: _Toc505934414][bookmark: _Toc137477314][bookmark: _Toc139029493]Product Testing
Describe process and final lot release tests.
7.4. [bookmark: _Toc505934415][bookmark: _Toc137477315][bookmark: _Toc139029494]Other Issues



8. [bookmark: _Toc137477316][bookmark: _Toc139029495]PRE-CLINICAL DATA SUMMARY
For more information, refer to the FDA Guidance for Industry: Preclinical Assessment of Investigational Cellular and Gene Therapy Products available here:
https://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/CellularandGeneTherapy/UCM376521.pdf
Provide the information outlined below as needed to support your discussion questions. Delete or add sections as needed and renumber. DELETE WHEN COMPLETED.
8.1. [bookmark: _Toc137477317][bookmark: _Toc139029496][bookmark: _Toc505934397]Mechanism of Action/Pharmacology/Pharmacokinetics Studies 
8.2. [bookmark: _Toc137477318][bookmark: _Toc139029497]Completed Studies
8.2.1. [bookmark: _Toc137477319][bookmark: _Toc139029498][bookmark: _Toc505934403][bookmark: _Hlk72758217]Proof of Concept Studies
Insert text
8.2.2. [bookmark: _Toc137477320][bookmark: _Toc139029499]Pharmacology Studies
Insert text
8.2.3. [bookmark: _Toc137477321][bookmark: _Toc139029500]Toxicology Studies
Insert text
8.2.4. [bookmark: _Toc137477322][bookmark: _Toc139029501][bookmark: _Toc505934404]Other Non-clinical Studies (applicable)
[bookmark: _Hlk138970850]Insert text
8.2.5. [bookmark: _Toc137477323][bookmark: _Toc139029502]Studies of Gene Therapy Product Fate Post-Administration
Insert text
8.2.6. [bookmark: _Toc505934409][bookmark: _Toc137477324][bookmark: _Toc139029503]Studies of Drug/Medical Device Component Biocompatibility
Insert text
8.3. [bookmark: _Toc137477325][bookmark: _Toc139029504]Planned Studies
Insert tabular list of planned studies here.
8.3.1. [bookmark: _Toc137477326][bookmark: _Toc139029505]Proof of Concept Studies 
[bookmark: _Toc137477327]Insert text
8.3.2. [bookmark: _Toc139029506]Pharmacology Studies
[bookmark: _Toc137477328]Insert text
8.3.3. [bookmark: _Toc139029507]Toxicology Studies
[bookmark: _Toc137477329]Insert text
8.3.4. [bookmark: _Toc139029508]Studies of Gene Therapy Product Fate Post-Administration
Insert text
9. [bookmark: _Toc505934393][bookmark: _Toc137477330][bookmark: _Toc139029509]CLINICAL DATA SUMMARY
9.1. [bookmark: _Toc137477331][bookmark: _Toc139029510][bookmark: _Toc478431493]Completed and Ongoing Clinical Studies (if applicable, for e.g. foreign studies or studies for other indications) (IF APPLICABLE)
[bookmark: _Hlk138970868]Insert text
9.2. [bookmark: _Toc137477332][bookmark: _Toc139029511]Planned IND-Opening Study 
[bookmark: _Toc137477333]Insert text
9.2.1. [bookmark: _Toc139029512]Proof of Concept Studies 
Insert text
9.2.2. [bookmark: _Toc137477334][bookmark: _Toc139029513]Study Synopsis – Phase 1a Clinical Study
Insert text
9.3. [bookmark: _Toc137477335][bookmark: _Toc139029514]Future Studies (optional)
Insert text
9.3.1. [bookmark: _Toc137477336][bookmark: _Toc139029515]Study Concept Sheet – Phase 1b Clinical Study 
Insert text


10. [bookmark: _Toc137477337][bookmark: _Toc139029516][bookmark: _Toc505934416]REFERENCES 
List literature citations (copies of relevant publications should be attached but not mandatory).
11. [bookmark: _Toc137477338][bookmark: _Toc139029517]APPENDICES
Note: These are only examples of what may be in the appendices.
11.1. [bookmark: _Toc137477339][bookmark: _Toc139029518][bookmark: _Toc505934417]Prior Clinical Data Supporting the Indication 
Insert text
11.2. [bookmark: _Toc137477340][bookmark: _Toc139029519]Clinical Study Synopsis 
Insert text
11.3. [bookmark: _Toc137477341][bookmark: _Toc139029520]Clinical Study Concept Sheet  
Insert text
11.4. [bookmark: _Toc137477342][bookmark: _Toc139029521]Investigator’s Brochure (if available) 
Insert text
11.5. [bookmark: _Toc137477343][bookmark: _Toc139029522]Additional Studies
Insert text





















Confidential		Page 2 of 16
