
IND APPLICATION TEMPLATE:

Template Instructions:
Italicized text describes the content that should be included in the section, it is not suggested or example language.  Italicized text should be deleted before finalizing the application.

Important Notes: 
· If the manufacturer of the investigational product provides a Letter of Authorization (LOA) to Cross Reference their full IND to include as an appendix in the application, for each of the following sections, reference to the appropriate appendix containing the LOA is all that is required.
· Pharmacology Toxicology

· Chemistry, Manufacturing, and Controls

· Labeling

· Previous Human Experience

· For trials involving the use of an FDA-approved product and commercial drug supply will be used for the investigation, include the current FDA-approved Package Insert as an appendix in the application.  For each of the following sections, reference to the appropriate appendix containing the Package Insert is all that is required.

· Pharmacology Toxicology

· Chemistry, Manufacturing, and Controls

· Labeling

· Previous Human Experience

Delete this cover sheet prior to finalizing the IND application.

Sponsor-Investigator’s Name

Academic Department of Investigator-Sponsor

University of Pittsburgh

Hieber Building, Suite 401
3500 Fifth Avenue

Pittsburgh, PA 15213

[CHOOSE THE APPROPRIATE FDA CENTER ADDRESS BELOW]
Address for Drug OR Biologic Products regulated by CDER:

Food and Drug Administration

Center for Drug Evaluation and Research

Central Document Room

5901-B Ammendale Road

Beltsville, MD 20705-1266 

Address for Biological Products regulated by CBER:

Food and Drug Administration 

Center for Biologics Evaluation and Research

Document Control Center
10903 New Hampshire Avenue
Building 71, Room G112

Silver Spring, MD 20993-0002
Date:  

Re: Initial Investigational New Drug Application - (provide name of investigational new drug or biological product)
Dear Division Director:

Enclosed please find an initial sponsor-investigator IND application.  Please contact the Sponsor at [email] or [phone] with any questions.
Thank you for your consideration of this application.

Sincerely, 

___________________________
______________________________

Signature of Sponsor-Investigator

Printed Name of Sponsor-Investigator
Completed and signed Form FDA 1571 to be inserted here.
Specific instructions:
Field 3: Incorporate the address of IND and IDE Support (IIS) as the address of the sponsor-investigator; i.e.: Academic department of requesting physician 

University of Pittsburgh 

Hieber Building, Suite 401
3500 Fifth Avenue

Field 20:  Enter IND and IDE Support (IIS) fax number (412-648-4010)

Field 21: Incorporate the address of IND and IDE Support (IIS) as the address of the sponsor-investigator (see above) Pittsburgh, PA 15213
Completed and signed FDA Form 1572 to be inserted here.
Specific instructions:

Field 1: Incorporate the name and address of the Investigator
Completed and signed FDA Form 3674 to be inserted here.
Specific instructions:

Field 3: Incorporate the address of the Sponsor 
Field 4: Incorporate the fax number of the Sponsor

Field 12: Incorporate the address of the Sponsor
Field 13: Incorporate the fax number of the Sponsor
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A. Introductory Statement and General Investigational Plan
1.
Introductory Statement
1.1 Name of investigational drug and, if applicable, all other active ingredients in the drug product:
1.2 Investigational drug’s pharmacological class:

1.3 Investigational drug’s structural formula, if known:
1.4 Formulation of dosage form(s) to be used:
1.5 Proposed route of administration of investigational drug product:
1.6 Summary of broad objectives and planned duration of the proposed clinical investigation of the investigational drug:
1.7 Previous human experience with investigational drug:
Provide a brief summary, if applicable, of previous human experience with the investigational drug, with reference to other INDs if pertinent, and to investigational or marketing experience in other countries that may be relevant to the safety of the proposed clinical investigation of the investigational drug.
1.8 Withdrawal of drug from investigation or marketing:

If the investigational drug has been withdrawn from investigation or marketing in any country for any reason related to safety or effectiveness, identify the respective country (countries) and the reason(s) for withdrawal.
2. General Investigational Plan
2.1 Rationale for the investigational drug or research study:
2.2 Clinical indication(s) to be studied:
2.2.1 Evaluation approach:
Briefly describe the general approach to be followed in evaluating the investigational drug; to include:
2.2.2 Clinical trial(s) to be conducted:
Briefly describe the kind(s) of clinical trial(s) to be conducted in the first year following the submission.
2.2.3 
Number of research subjects:
Indicate the estimated number of research subjects to be given the investigational drug in the above-referenced clinical trial(s).
2.3 Anticipated Risks

Briefly describe any risks of particular severity or seriousness anticipated on the basis of toxicological data in animals or prior studies in humans with the investigational drug or related drugs.
B. Investigator’s Brochure
Refer to the appropriate appendix for the Investigator’s Brochure. 
For research using a product that is FDA-approved for marketing but must be conducted under an IND, if an Investigator’s Brochure is available it should be included with the application.  If an Investigator’s Brochure is no longer available, the current FDA approved package insert can be used as an alternative in this section.   

If there is no Investigator’s Brochure available for the investigational product, incorporate the following statement, as written:

In accordance with 21 CFR Sec. 312.55, an Investigator’s Brochure is not required for a sponsor-investigator IND.

C. Clinical Protocol(s)

Refer to the appropriate appendix for the Clinical Protocol.

For a Clinical Protocol Template, please go to www.eco-hsr.pitt.edu/IIS/Templates/IND 

Note: The Clinical Protocol that is receives the FDA Safe to Proceed needs to be the same version of the protocol that is to be submitted to the IRB.
D. Chemistry, Manufacturing and Control Information
Include an environmental assessment under 21 CFR 25.40 or a statement requesting a categorical exclusion from an environmental assessment under provisions provided for in 21 CFR 25.31(e) (§ 312.23(a)(7)(iv)(e)).

For a Chemistry, Manufacturing and Control Template, please go to www.eco-hsr.pitt.edu/IIS/Templates/IND
E. Labeling
Incorporate the two statements below as written.

The immediate package of an investigational new drug intended for human use shall be labeled with the statement “Caution: New Drug – Limited by Federal (or United States) law to investigational use.”
The label or labeling of an investigational new drug shall not bear any statement that is false or misleading and shall not represent that the investigational new drug is safe or effective for the purposes for which it is being investigated.
F. Pharmacology and Toxicology Information
For a Pharmacology and Toxicology Template, please go to www.eco-hsr.pitt.edu/IIS/Templates/IND
G. Previous Human Experience with Investigational Drug
Include a summary of previous human experience with the investigational drug, if any, known to the Sponsor-Investigator. (If there has been no apparent prior human experience with the investigational drug based on the sponsor-investigator’s thorough review of the literature, indicate this.) As applicable, the summary is required to include the following information:

1. Safety and/or effectiveness information based on prior human use of the investigational drug:
If the investigational drug has been investigated in humans or marketed previously, either in the United States or other countries, provide detailed information about such experience that is relevant to the safety of the proposed clinical investigation(s) or the investigation’s rationale. If the drug has been the subject of controlled clinical trials, detailed information on such trials that is relevant to an assessment of the drug’s effectiveness for the proposed investigational use(s) should also be provided.

Provide, in full, any published material that is relevant to the safety of the proposed clinical investigation or to an assessment of the drug’s effectiveness for its proposed investigational use; published material that is less directly relevant may be supplied by a bibliography.
Note: If the investigational drug product is a combination of drugs previously investigated or marketed, information for each active drug component should be provided; however, if any component in such combination is subject to an approved marketing application or is otherwise lawfully marketed in the United States, the sponsor-investigator is not required to submit published material concerning that active drug component unless such material relates directly to the proposed investigational use (including publications relevant to component-component interactions).
2. Marketing and withdrawal of investigational drug in other countries:
If the drug has been marketed outside the United States, provide a listing of the countries in which the drug has been marketed and a listing of the countries in which the drug has been withdrawn from marketing for reasons potentially related to safety or effectiveness.
If not applicable or if the sponsor-investigator is not aware of such information, indicate this.

H. Additional Information

For certain initial IND applications, information related to special topics, as described below, may be required.  Such information, if applicable, should be incorporated under this section of the application.  If not applicable, indicate this.   
1. Drug dependence and abuse potential:
If the investigational drug is a psychotropic substance or otherwise has abuse potential, describe relevant clinical studies and experience and/or relevant studies in test animals.
2. Radioactive drugs:
If the investigational drug is a radioactive drug, provide sufficient data from animal or human studies to allow a reasonable calculation of radiation-absorbed dose estimates to the whole body and critical organs of human subjects.
Phase I studies of radioactive drugs must include a clinical investigation directed at obtaining sufficient human data for direct human radiation dosimetry calculations.
3. Pediatric studies:
Incorporate plans for assessing pediatric safety and effectiveness of the investigational drug.
4. Other information:
Include a brief statement addressing any other information that would aid evaluation of the proposed clinical investigations with respect to their safety, or their design and respective potential as controlled clinical trials to support marketing of the drug.
I. FDA Requested Information

If requested by the FDA (e.g., during a Pre-IND conference), include any other relevant information needed for review of the initial IND application.
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