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Request for a Pre-IND Meeting Template

Please use UA letterhead issued by your own department. 

Month DD, YYYY
Food and Drug Administration

Center for Drug Evaluation and Research

Division of [Therapeutic Area]

Central Document Room

5901 – B Ammendale Road
Beltsville, MD  20705-1266

RE:  Request for Pre-IND Meeting
Dear Dr. [Division Director]:

In response to our conversation on DATE, I am formally requesting a meeting to determine whether the proposed study of DRUG in DISEASE OR CONDITION patients qualifies for exemption from an IND (21 CFR Part 312.2).  A proposed outline for discussion is provided below:

Product Name 

· “Biologic  XY” – Name of the biologic such as vaccine construct

Chemical Name and Structure

Proposed Indications(s)
· A description of the disease or condition being treated or prevented

Type of Meeting Requested

· Pre-IND teleconference is an acceptable to alternative to a face-to-face meeting

Statement of Purpose
· To discuss the clinical study design, adequacy of manufacturing standards, the intended product formulation and safety profile of DRUG.

Specific Objectives of Meeting

· Obtain answers to submitted questions

Proposed Agenda 

· General Introductions

· Brief Review of Protocol

· Discussion of questions submitted

· Discussion of issues identified by the Agency

· Summary of conclusions reached at the meeting 
 List of Attendees
· A list of all participants, with their titles and affiliations, who will attend the meeting from the sponsor’s organization, including consultants and interpreters. 

Proposed Date and Time for Teleconference

· May include suggested dates and time (e.g. morning or afternoon) for the meeting.  Non availability dates and times should also be included.     

· We propose the following dates in 202X:  

Month DD, DD. DD

Following Month:  DD, DD, DD

The approximate date on which supporting documentation will be sent to the review division.

· Supporting documents will be submitted to FDA 30 days prior to the meeting date.

PRELIMINARY LIST OF QUESTIONS FOR THE FDA

Regulatory:

The types of questions or topics related to CMC covered will depend on your product.

Preclinical:

The types of questions or topics related to CMC covered will depend on your product.  
Chemistry, Manufacturing and Control:

The types of questions or topics related to CMC covered will depend on your product.  For example, you may seek Agency input on:

· Innovative technologies for the qualification of new cell substrates

· Product-manufacturing (e.g., cell sources, donor eligibility determination for allogenic cellular products and qualification of international donors)

· Product dependent and manufacturing process dependent reagents, starting materials and critical product components

· Qualification of a novel delivery device related to a specific investigational product

· Discussion of complex software issues and strategies to support device use in clinical studies

Pharmacology / Toxicology: 

The types of questions or topics related to CMC covered will depend on your product.  For example, you may seek Agency input on:
· The design of proof-of-concept or other pilot safety/biodistribution studies necessary to support administration of an investigational product in a first-in-human clinical trial. 

· The adequacy of the selected animal models; study design (e.g., endpoints, dose levels, route of administration, dosing regimen); and acceptability of innovative preclinical testing strategies, products and/or delivery modalities. 

· Modification of a preclinical program or study design, as applicable, to ensure judicious use of animals. 

Clinical Questions:

The types of questions or topics related to CMC covered will depend on your product.  For example, you may seek Agency input on:
· It is appropriate to seek Agency advice regarding general recommendations for a future first-in-human trial in a target clinical population. These recommendations may vary based on scientific knowledge about the disease and regulatory experience with the disease. Review of clinical study designs or protocols occurs in the context of pre-IND submissions. 
If you require additional information, please contact me at the phone number or email address provided below.

Sincerely, 
Sponsor/Investigator Name, MD

Title

University of Arizona

Phone number

Email address 
Attachments:
2

