
INITIAL IDE 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 device provides a Letter of Authorization (LOA) or Right of Reference (RoR) to cross reference their full IDE or other appropriate file on record at the FDA to include as an appendix in the application, for each of the following sections, reference to the appropriate appendix containing the reference letter may be made.

· Report of Prior Investigations

· Methods, Facilities and Control Information

For trials involving the use of an FDA-approved device and the commercially marketed device will be used off-label for the investigation, include the current FDA-approved label (or 510K summary) as an appendix in the application.  For each of the following sections, reference to the appropriate appendix containing the 510K may be made.

· Report of Prior Investigations

· Methods, Facilities and Control Information

Delete this cover sheet prior to finalizing the IDE application.
<DEPARTMENTAL LETTERHEAD>

Date

Food and Drug Administration

Center for Devices and Radiological Health

Document Mail Center 

10903 New Hampshire Avenue

WO66-G609

Silver Spring, Maryland 20993

Re.: Original IDE Application

Dear Division Director:

The information being provided in the attachment constitutes an original IDE application.

Device Information:

Device name:  

Specify the name of the device under investigation.
Intended use of device:

Specify the intended use of the investigational device; i.e., as per the objective(s) of the planned clinical investigation.

Sponsor Contact Information:

Sponsor name and degree(s)

Academic department or division affiliation

University of Pittsburgh

Hieber Building, Suite 401
3500 Fifth Avenue

Pittsburgh, PA 15213

Telephone number

FAX number: 412-648-4010
Manufacturer Information:

Name of device manufacturer

Address

Contact person

Telephone number

FAX number

Pre-IDE/Pre-IDE meetings:  

Describe any discussions with the FDA reviewing division regarding this device. If a Pre-IDE document was submitted, indicate the Pre-IDE number assigned and the name of the FDA reviewer, if known.  If a Pre-IDE meeting occurred, provide the name of the FDA contact person and a copy of the meeting minutes.  If there was no Pre-IDE document submitted or Pre-IDE meeting, indicate such.

Waiver requests:

Identify any requests for waivers and include a justification for the waiver.  If no waivers are being requested, indicate such.

Referenced files:  

Identify any files that are referenced in the IDE application, such as an existing Premarket Approval, Premarket Notification 510(k), IDE, or device master file.  If such files were not submitted by the sponsor, include a letter from the owner of the files that grants FDA permission to reference the file in its review of this IDE application.  If there are no referenced files, indicate such.

Please accept my thanks, in advance, for the FDA’s review and consideration of this original IDE application.  
Sincerely, 

___________________________

______________________________

Signature of Sponsor



Printed Name of Sponsor
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1 Sponsor Name and Address 

Sponsor

Academic Department 

University of Pittsburgh

Hieber Building, Suite 401
3500 Fifth Avenue

Pittsburgh, PA 15213

2 Report of Prior Investigations of the Device
For an investigational device, this information may be provided by the device manufacturer by way of reference letter.  For commercially market devices, the 510K summary will be referenced in this section.  Example language below.  If the sponsor conducted prior clinical, animal, or laboratory testing of the investigational device, provide the information as described in 2.1 and 2.2 below.
Refer to Appendix II for the [LoA/RoR or 510K summary] from the manufacturer.

2.1 General

The report of prior investigations shall include reports of all prior clinical, animal, and laboratory testing of the device and shall be comprehensive and adequate to justify the proposed investigation.

2.2 Specific contents
a) A bibliography of all publications, whether adverse of supportive, that are relevant to an evaluation of the safety or effectiveness of the device, copies of all published and unpublished adverse information, and, if requested by an IRB or FDA, copies of other significant publications.

b) A summary of all other unpublished information (whether adverse or supportive) in the possession of, or reasonably obtainable by, the sponsor that is relevant to an evaluation of safety or effectiveness of the device.

c) If information on nonclinical laboratory studies is provided a statement that all such studies have been conducted in compliance with applicable requirements in the good laboratory practice (GLP) regulation in 21 CRF part 58. If the study was not conducted in compliance with such regulations, a brief statement of the reason for the non compliance.

3 Methods, Facilities and Control Information

For an investigational device, this information may be provided by the device manufacturer by way of reference letter.  For commercially market devices, the 510K summary will be referenced in this section.  Example language below.  If the sponsor is the manufacturer of the investigational device, provide a description of the methods, facilities, and controls used for the manufacture, processing, storage, and, where appropriate, installation of the device, in sufficient details so that a person generally familiar with good manufacturing practice can make a knowledgeable judgment about the quality control used in the manufacture of the device.  A template Methods, Facilities, and Control section can be found at Methods, Facilities, and Control Information
Refer to Appendix II for the [LoA/RoR or 510K summary] from the manufacturer.

4 Investigational Plan
4.1 Purpose

The name and intended use of the device and the objectives and duration of the investigations.

4.2 Protocol (Appendix III)
Refer to Appendix III.

4.3 Risk Analysis

A description and analysis of all increased risks to which subject will be exposed by the investigation; the manner in which these risks will be minimized; a justification for the investigation; and a description of the patient population including the number, age, sex, and condition.
4.4 Description of the Device

Provide a description of each important component, ingredient or element, property, and principle of operation of the investigational device.

Describe, if applicable, any anticipated change(s) in the investigational device during the course of the clinical study.  If no changes to the device are anticipated, state this.

4.5 Monitoring Procedures
Incorporate the first two paragraphs, as written:
In accordance with 21 CFR 812.46, monitoring of the clinical study for adherence to the investigational plan compliance will be conducted periodically with support from qualified coordinators of the University of Pittsburgh’s Education and Compliance Support for Human Subject Research (ECS-HSR).  

The sponsor, investigator, the University of Pittsburgh and University of Pittsburgh Medical Center will permit direct access of the study monitors and appropriate regulatory authorities to the study data and to the corresponding source data and documents to verify the accuracy of this data.

Refer to Appendix III, Section 13 of the Clinical Protocol for a description of the Data and Safety Monitoring Plan.
5 Example Investigator’s Agreement (Appendix IV)
List all investigators who have signed this Investigator’s Agreement to date.

Refer to Appendix IV for the example investigator agreement.
6 Certification of Investigator Agreements 
Incorporate the following as written:
The sponsor of this IDE application certifies that: 

· All investigators who have been currently identified to participate in the clinical investigation of the device under this IDE application have signed an Investigator’s Agreement;

· The list of investigators is included under section 5. includes all the investigators who have been identified, to date, to participate in the clinical investigation of the device under this IDE application; and

· No new investigators will be permitted to participate in the clinical investigation of the device under this IDE application until such time that they have signed an Investigator’s Agreement.
7 Reviewing Institutional Review Boards

Incorporate the following as written:
The reviewing institutional review board for clinical investigation(s) of the device conducted at the University of Pittsburgh/UPMC is the:

University of Pittsburgh Institutional Review Board

Hieber Building, Suite 401
3500 Fifth Avenue

Pittsburgh, PA 15213

Chairperson: Margaret Hsieh, MD, MS, CIP
The University of Pittsburgh Institutional Review Board will not grant IRB approval of the clinical investigation(s) of the device under this IDE application until such time that the FDA has accepted the IDE application.  A copy of the written notification of approval of the University of Pittsburgh Institutional Review Board for the conduct of the clinical investigation of the device under this IDE application will be submitted to the FDA upon issuance.  Clinical investigation(s) of the device will not commence at the University/UPMC until such time that the University of Pittsburgh Institutional Review Board has granted approval of such.
If applicable, incorporate similar wording for all other institutions wherein clinical investigations of the device are currently planned. 
8 Other Involved Institutions

If applicable, list the name(s) and address(es) of any institution(s) at which a part of the clinical investigation of the device may be conducted and that has (have) not already been identified under section 7 Reviewing Institutional Review Boards, above.  If no institutions, other than those already listed under section 8. be involved in conducting part of the clinical investigation, specify “None”.
9 Device Charges

Specify whether any of the investigators or the research subjects or their insurance providers will be charged for the device.  

If there will be a charge for the device, indicate the amount that will be charged and provide an explanation as to why charging this amount does not involve commercialization of the device (i.e., justify that the amount charged for the device represents only the actual costs associated with research and development, manufacture and distribution of the device.) 
10 Environmental Assessment
Incorporate the following as written:

We are requesting a categorical exclusion from an environmental assessment under provisions provided for in 21 CFR 25.31(e) (§ 812.23(a)(9)).

11 Device Labeling

Incorporate under this section (or by reference to an Appendix containing the 510K summary if an FDA approved device) a copy of the label that will be attached to the device or its immediate package and any other product labeling that will be provided to investigators.  
Refer to Appendix II for the [Letter of Authorization or 510K summary] from the manufacturer.  As required by 21 CFR Part 809.10 (c)(2)(i) the following will appear on the device/device packaging:

· Name and place of business of the manufacturer, packager, or distributor of the device;

· Quantity of contents, as needed;

· The statement, “CAUTION – Investigational device.  Limited by Federal law to investigational use.”; and

· A description (i.e., on the immediate label or other product labeling) of all currently known and relevant contraindications, hazards, adverse effects, interfering substances or devices, warnings, and precautions. 
12 Consent Materials (Appendix VI)
Refer to Appendix VI.
13 Other Relevant Information

Incorporate under this section, any other relevant information that the FDA has requested for review of the application (e.g., information requested subsequent to a pre-IDE discussion of the proposed application).

14 Appendix I – Sponsor-Investigator CV

15 Appendix II – Letter of Reference from the Device Manufacturer or 510K summary (as appropriate based on FDA approval of the device)
16 Appendix III – Clinical Protocol
17 Appendix IV – Example Investigator’s Agreement 
18 Appendix VI – Consent Materials
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