
[UC Letterhead]
[Month XX, 20XX]
Food and Drug Administration

Center for Drug Evaluation and Research

Division of [Therapeutic Area]
Central Document Room

5901-B Ammendale Rd.

Beltsville, MD  20705-1266

Attn:
[Division Director]


Director, Division of [XX]

RE:
Request for Pre-IND Meeting
Dear Dr. [Division Director]:
In response to our conversation on [Date], 
I am formally requesting a Pre-IND meeting to discuss preclinical, product, and clinical issues and the overall drug development program for the use of [Drug] in the treatment of [Disease or Condition]. 

We have gathered a substantial amount of information on the use of [Drug] to treat [Disease or Condition] in preparation for further research. However, we have a number of questions that pertain to the proposed administration of [Drug] in the [affected patient population]. The issues that we wish to discuss and obtain FDA guidance relate to aspects of the clinical study design [for example], IND applicability, and the choice of endpoints [for example] that could be the basis of approval for [Drug] in treatment of [Disease or Condition
]. Enclosed is the required information relating to this Pre-IND meeting request.
If you require additional information, please contact me at the phone number or email address provided below.  
Sincerely,

[Sponsor-investigator Name], Credentials
[Title]
University of California, San Francisco
[Phone number]
[Email address]
Pre-IND MEETING REQUEST

TITLE

Name of Sponsor, Affiliations

X Professor, Department

University of California, San Francisco
Date of Submission

1. Application number 

[if known]

2. Product Name
3. Chemical Name and Structure

4. Proposed Indication(s)

5. Proposed Regulatory Pathway

[505(b)(1) or 505(b)(2)]

6. Type of Meeting Requested
[Pre-IND (Type A, Type B, Type B (EOP), or Type C)]
[The meeting can be either a face-to-face meeting, a teleconference, or a written response]
7. Pediatric Study Plans

[if applicable]

8. Human Factors Engineering Plan

[if applicable]

9. Combination Product Information

[If applicable, include constituent parts, details of any device constituent part, intended packaging, and planned human factors studies]
10. Statement of Purpose 
[To discuss the clinical study design, adequacy of manufacturing standards, the intended product formulation, and safety profile of DRUG]

11. Specific Objectives of Meeting
[Obtain answers to submitted questions]

12. Proposed Agenda
Introductions






5 min

Discussion of questions submitted



20 min

Discussion of issues identified by the Agency

30 min

Summary of conclusions reached at the meeting

5 min

13. Participants from Name of Institution

14. Proposed Dates and Times for Teleconference

We would ask that the meeting be held by teleconference [at any time other than Monday or Thursday mornings (PST) as the members of our research group have administrative responsibilities during those times]. We propose the following dates and times [state morning or afternoon below if applicable] in 202X:

Month D, D, D, D [morning/afternoon]
Following Month D, D, D, D [morning/afternoon]

Note: Pre-IND meetings are scheduled within 60 days of request.

15.  Approximate date Pre-IND Meeting Package will be sent to the review division
Supporting documents will be submitted to FDA 30-days prior to the meeting date.
16.  List of Requested FDA Attendees

[If applicable, FDA IND Project Manager or FDA individuals with previous correspondence with study team are recommended if known]

PRELIMINARY LIST OF QUESTIONS FOR THE FDA

Regulatory:

[Delete if no applicable questions]

Preclinical:

[Delete if no applicable questions]

Chemistry, Manufacturing, and Control:

[Delete if no applicable questions]

Clinical Questions:

[Delete if no applicable questions]

�The recipient can be customized based on your IND. For example, INDs submitted to the Center for Biologic Evaluation and Research (CBER) should be addressed to:





Food and Drug Administration


Center for Biologics Evaluation and Research


Division of [Therapeutic Area]


Document Control Center


10903 New Hampshire Avenue


WO71, G112


Silver Spring, MD 20993-0002


�Address the cover letter to the appropriate FDA Division Director. The FDA CDER and CBER Divisions can be found on FDA’s website at the following links:





CDER:  �HYPERLINK "http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm075128.htm"��http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm075128.htm�


CBER: �HYPERLINK "http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm123224.htm"��http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CBER/ucm123224.htm�


�Delete if not applicable


�Reword and edit as necessary


�A list of all individuals, with their titles and affiliations, who will attend the requested meeting from the requester’s organization, including consultants and interpreters.


�The questions in the Pre-IND meeting are probably the most important part of the process. As much as possible, you will want to formulate clear and specific questions that will receive a “yes” or “no answer” from the FDA and are critical to the drug development process. If questions are too open-ended, the FDA may not be able to provide useful recommendations. Ideally, you will want questions to address the following issues at the meeting if applicable to your study: 


 


Design of IND-enabling (GLP) toxicology studies or acceptability of data from preclinical program


Adequacy of quality (CMC) assessment (i.e. stability, analytical characterization, impurities)


Proposed clinical program


Starting dose


Dose escalation scheme


Patient population (HV vs. patients)


Safety monitoring


Study design (i.e. SAD vs. combined SAD/MAD)


Overall registration package (especially for novel products)


Endpoints, size of safety database, # clinical trials





Please keep in mind that pre-IND meetings are typically 1 hour, so the questions should be limited to those that can be reasonably answered within the allotted meeting time.


�Are GLP animal toxicity studies performed internationally acceptable to the FDA?


Does the study drug qualify for an IND-exemption?


We plan to submit IND for the Drug X (or and a separate IND for the related Drug Y. After assessing a safety of each drug in each cohort of patients, we propose to study both drugs in combinations. Can the protocol for this combination drug study be submitted to one of the INDs and just cross-reference the second?


�Does the FDA agree that the nonclinical/pre-clinical studies conducted are sufficient to enable the proposed clinical development program?


Is the list of preclinical studies and the proposed timing of preclinical  studies acceptable?


Given the extensive toxicology data already available for the “Drug X”, and the extensive clinical testing demonstrating safety of the “Drug X”, is a formal animal toxicology study necessary?


We propose to perform a 5-dose infusion toxicity study in rabbits. Is this study acceptable to support the 5-dose initial Phase I clinical study?


�Does the FDA agree that the clinical pharmacology information in the labeling, in conjunction with the PK data for the product, is sufficient to fulfill the clinical pharmacology requirements for the NDA?


Does the FDA agree that a control strategy based on the outlined drug substance and drug product quality attributes will be sufficient to support the identity, potency, purity, quality, and stability review of the drug substance/product?


Does the FDA agree that no additional toxicology testing is required to support the proposed clinical study? For example, are the toxicities seen..  A) At a sufficicientt exposure multiple to anticipated human levels? B)  Monitorable and/or reversible C) Not relevant to humans?


We have developed an in vitro potency assay for release and to monitor stability of the drug product, but do not feel that the assay is yet sufficiently precise and accurate to use to dose in our clinical study (see Section…). Therefore, we are planning to dose the XY drug by weight. Is this plan acceptable?


�Does the FDA agree that the proposed clinical study design, including the primary endpoint, dose selection, visit schedule, study procedures (+safety monitoring), and inclusion/exclusion criteria, is acceptable?


Does the FDA agree with the proposed statistical analysis plan?


For programs with existing clinical data: Does clinical safety data to-date support proposed clinical design?


In our initial Phase I study, we propose a multiple dosing paradigm. Is this clinical study design acceptable?


Is dosing with Drug XY at concentrations that are proposed acceptable as long as no serious adverse events are observed?


In our Phase I clinical trial design, we propose to enroll 3 healthy volunteers at each dose in this dose-escalation study design (for details, see section…). Is this study design acceptable?


Mechanistically, we feel that Drug X will have an effect in both [X] patient population. We would like to pursue a clinical plan that enrolls both patient populations using different inclusion/exclusion criteria and potentially different outcomes. Is this approach acceptable to the Agency?


The protocol proposes to treat patients for a prolonged period of time. Is continuous dosing of Drug XY acceptable as long as there is no serious adverse events associated with the use of the drug?


We propose a detailed plan for managing adverse events should those occur. Does the FDA agree with this plan?


Independent data safety monitoring will be performed by [X], who is an expert in the field and who has no involvement with the investigation. It is proposed that the safety data assessment will be performed each time five additional subjects have been enrolled to the study. Is this frequency of review acceptable?


Is the draft informed consent acceptable to the FDA?


If in the opinion of the Primary Attending Physician, the patient lacks decision making capability at the time of the initial screening visit, may consent be obtained from the surrogate?


Does a surrogate need a special consent or may we use the same consent using the wording “patient and surrogate” or “you and your love one”?


The protocol requires assessment of heart rate, oxygen saturation and blood pressure to be performed every 4 hours after loading dose. Is this acceptable?


Protocol proposes the increase of the Drug XY loading dose every 30 min. Is this rate of increase acceptable?


If a randomized control placebo study shows a statistically significant difference in the two proposed parameters, would the Agency consider this as evidence of efficacy?
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