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ADMINISTRATIVE INFORMATION FORM

The use of this form is voluntary, but it will help facilitate processing and review by FDA. FDA suggests that you use this form whenever you submit information to FDA regarding a clinical investigation. If you choose not to use the form, ensure that the relevant information is contained in the cover letter:

· Sponsor’s contact information

· Name, address, telephone number, fax number, email address

· Investigational tobacco product name, product category, and sub-category

· Distinguish if this is modification of a legally marketed tobacco product

· Submission type (e.g. New Proposal)

*The form is not intended for use in submitting adverse experience reports.

Please note that this is not an FDA form, but developed based on Appendix A in the FDA draft guidance “Use of Investigational Tobacco Products.” 
1 TABLE OF CONTENTS
2ADMINISTRATIVE INFORMATION FORM


21
TABLE OF CONTENTS


32
INTRODUCTION


43
INVESTIGATIONAL TOBACCO PRODUCT


43.1
Product Design


43.2
Product Components


53.3
Product Manufacturer


53.4
Manufacturing and Control Information


53.4.1
General Manufacturing Flow Diagram


63.4.2
Manufacturing Process and In-Process Testing


63.4.3
Analytical Testing of In-Process Products


73.5
Product Stability


84
PREVIOUS EXPERIENCE


95
STUDY PROTOCOL


116
LIST OF STUDY SITES


127
LIST OF LEAD INVESTIGATORS


127.1
Investigator’s Curriculum Vitae


138
PRODUCT PACKAGING AND LABELING


149
INVESTIGATOR’S BROCHURE


1510
INFORMED CONSENT


1611
RECRUITMENT MATERIALS


1712
OVERSIGHT COMMITTEE


1813
REFERENCES




2 INTRODUCTION
This section is optional, but recommended if the tobacco product is under development. Include a brief description of the overall goals, product development plans, and specific purpose(s)/objective(s) for the investigational tobacco product(s).
3 INVESTIGATIONAL TOBACCO PRODUCT
A description of the investigational tobacco product and any comparator or placebo to be used in the study (this information may be provided in a table format), including each product’s composition, design, and manufacture.  
For studies involving the use of legally marketed products that are subsequently modified, provide only information that relates to the modification.
Please note: If this information can be found in a master file or other submission by a third party to which the sponsor has a right of reference, the sponsor should provide FDA with a copy of the letter from the owner of the information authorizing the sponsor to reference it and authorizing FDA to access it on the sponsor’s behalf.

3.1 Product Design

A description of the product design with schematics of the complete product and product components, a description of the design features (e.g., location of ventilation holes, heat source, paper porosity, coatings, nicotine concentration gradient), and performance specifications.

3.2 Product Components
A complete list of, or a reference to the manufacturer’s complete list of, components and parts, ingredients, and additives by quantity in the tobacco product, including product chemistry and a table of any harmful or potentially harmful constituents, as well as applicable specifications and a description of the intended function of each.
Table 1: The ingredients used in the manufacture of XY
	Item Description/Name
	Manufacturer
	Quantity
	Function
	Acceptance Criteria/ Specification

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Table 2: Harmful and potentially harmful constituents in or produced by XY

	Constituent Description
	Quantity
	Function
	Specification

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


3.3 Product Manufacturer
The name and address of the manufacturer of the tobacco product and components or parts.
3.4 Manufacturing and Control Information

A detailed description of the methods, facilities, and controls used for the manufacture, processing, packing, and storage of the tobacco product. This includes, but is not limited to, all manufacturing phases and test methods used in each phase.  The details should include the manufacturing requirements, specifications, and testing results.
Please make a general manufacturing diagram describing the manufacturing. Examples of a flow diagram and table are shown below. 
3.4.1 General Manufacturing Flow Diagram
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3.4.2 Manufacturing Process and In-Process Testing
	Step
	Description
	In-process testing
	Release testing

	1.
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3.4.3 Analytical Testing of In-Process Products

Please describe the analytical testing performed on the tobacco product(s) during the manufacturing.
To fully identify and characterize the products, please provide a comprehensive description for each product you propose using in your study including, but not limited to, the following:
· Cigarette Weight (mg);

· Cigarette Resistance to Draw (mm H2O);

· Cigarette Length and Circumference (mm);

· Puff Count;

· Burn Rates(s);

· Tobacco Filler Weight (mg);

· Tobacco Filler Cut Width (mm);

· Tobacco Filler Oven Volatiles (OV) or Moisture (%);

· Tobacco Filler pH;

· Tipping Paper Ventilation (%);

· Tipping Paper Length (mm);

· Filter Length (mm);

· Filter Efficiency (%) - If no filter efficiency data is available for the products, please include information sufficient to show that the cigarette filter is unchanged (denier per filament, total denier, etc.); 

· Filter (Plug) Pressure Drop (mm H2O); and

· Fire Standard Compliant (FSC) – If the products use FSC paper, provide the Base Paper Porosity (CU), Band Porosity (CU), Band Width (mm) and Band Space (mm). 

For each of these parameters, provide full test data (including test protocols, quantitative acceptance (pass/fail) criteria, data sets and a summary of the results) for all testing performed.
3.5 Product Stability

Data and information sufficient to demonstrate the tobacco product will be stable during the conduct of the study.
4 PREVIOUS EXPERIENCE
Any information about the investigational tobacco product, both favorable and unfavorable, known or reasonably obtainable by the sponsor, such as results of product testing, nonclinical laboratory studies, and clinical investigations, and information on marketed tobacco products similar to the investigational tobacco product.
If you have Letter of Authorization referencing another ITP, IND or MF regarding information that would normally be included in this section, please reference the LOA here.

5 STUDY PROTOCOL
Rather than insert the protocol within this document, we recommend assembling the protocol separately and combining the documents before submission.  

FDA recommends that your study protocol include the following information, which may be considered should FDA assess the enforcement priority of a particular investigation:

· Protocol title;
· A statement of the study objective(s), hypotheses, study endpoints, definitions, and success criteria;
· Background information, such as a brief description of the investigational tobacco product, a summary of relevant literature, the significance of the study to be conducted, and a summary of information relevant to the health risks of the investigational tobacco product. Such a summary could consist of available information on a marketed product that is similar to the investigational tobacco product;
· A description of the design and setting (e.g., clinical, community) for the study, including the type of control group, if any, to be used and a description of methods to be used to minimize bias and confounding;
· A description of the study population, including the methods used for recruitment, number of subjects to be enrolled, inclusion/exclusion criteria, and comparison group(s);
· A description of the dosing/exposure plan that describes the manner, quantity, and frequency for administration of the investigational tobacco product(s), including the principles of operation for the investigational tobacco product(s) (e.g., whether the tobacco product is administered via the mouth or nose and whether the tobacco product is ignited and, if so, by what means). In addition, the description should explain how the product is designed to be smoked, inhaled, swallowed, dissolved, sniffed, chewed, or otherwise ingested or absorbed into the body.
· A copy of data collection procedures and samples of data collection instruments;

· The timing for baseline and follow-up assessments, including assessment of adverse experiences, and duration of follow-up;
· A risk assessment, including a description of clinical procedures, laboratory tests, criteria for stopping the study, criteria for withdrawing a study participant, or other measures to be taken to monitor the effects of the product in human subjects and to minimize risk;
· A sample case report form;
· A description of the steps that will be taken to protect human subjects (including any plans to report adverse experiences and to debrief subjects, if appropriate);

· The name and address of any facility where laboratory testing will be performed. 
· Statistical Analysis Plan

· A description of the statistical method(s) to be used and the reason for choosing this method(s);

· A discussion of sample size, including calculations of the power of the study and the level of significance or confidence level to be used;

· A description of the study design with appropriate controls for the testing of study hypotheses (selection of the controls should be based on the endpoint or effect to be evaluated). The study duration should allow for adequate assessment of selected endpoint(s) and/or effects;

· The procedures that will be employed to minimize bias on the part of observers, researchers, participants, and analysts of the data and prevent undue influences on the results and interpretation of the study data, such as blinding, masking, random assignment to condition, etc. Procedures for the selection of human subjects should allow for generalizability of study results to the U.S. population, as appropriate.

6 LIST OF STUDY SITES

Include the name and address of each study site.

7 LIST OF LEAD INVESTIGATORS
List the lead investigator for each study site and a statement of his/her qualifications to conduct the study.

7.1 Investigator’s Curriculum Vitae

8 PRODUCT PACKAGING AND LABELING
Please include copies of all packaging and labeling to be provided to clinical investigators and/or study subjects. Investigational tobacco products should be distributed with labeling indicating that they are limited to investigational use only.
9 INVESTIGATOR’S BROCHURE
The Investigator’s Brochure (recommended if there are multiple investigators or co-investigators) with the following information:

· Brief description of the product

· Summary of the pharmacological and toxicological effects, to the extent known

· Summary of the pharmacokinetics, to the extent known

· Summary of any information obtained from prior investigations of the product in humans relating to the health risks, including risk of abuse liability

· Description of possible health risks, including abuse liability, to be anticipated based on prior experience with the tobacco product or with related tobacco products; also any precautions or special monitoring to be done as part of the investigation
If an investigator’s brochure will not be used, please describe how study teams will be informed of new information on the product.

10 INFORMED CONSENT
A copy of the study participant informed consent form and a summary of the informed consent procedures to be followed. Rather than insert the informed consent within this document, we recommend assembling the informed consent separately and combining the documents before submission.
11 RECRUITMENT MATERIALS
Include copies of recruitment materials and any other information to be provided to participants, such as a debriefing script.
12 OVERSIGHT COMMITTEE
The name and contact information of the committee or group (e.g. IRB) that has been formally designated to oversee the clinical investigation. 
13 REFERENCES
