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A. Name, Address and Signature of Sponsor Investigator

Specify the name and address
 of the investigator-sponsor of the IDE application; i.e:


Name: Investigator-Sponsor



Academic Department of Investigator-Sponsor



University of Pittsburgh



Hieber Building, Suite 401


3500 Fifth Avenue

Pittsburgh, PA 15213

Incorporate a signature line and date line.  Sign and date the application.
B.  Overall Clinical Plan (all studies currently planned)

Incorporate a brief description (i.e., not a complete protocol) of each of the clinical studies (e.g., feasibility, pilot, pivotal/comparative) of the device currently planned.

The Clinical Plan should summarize, for each planned clinical study, the:

1.
Descriptive title

2.
Student design, including whether concurrent or non-current controls will be used

3.
Sample size

4.
Primary outcome measures

5.
Principal results (achieved or expected)
C.
Report of Prior Investigations of the Device

Refer to IDE APPLICATION TEMPLATE: REPORT OF PRIOR INVESTIGATONS OF THE DEVICE for guidance in completing this section of the initial IDE application.
D.
Investigational Plan

Refer, as applicable, to IDE APPLICATION TEMPLATE: INVESTIGATIONAL PLAN – FEASIBILITY STUDY or IDE APPLICATION TEMPLATE: INVESTIGATIONAL PLAN – PIVOTAL STUDY for guidance in completing this section of the initial IDE application. 
E.
Methods, Facilities and Control Information

Refer to IDE APPLICATION TEMPLATE: METHODS, FACILITIES, AND CONTROL INFORMATION for guidance in completing this section of the initial IDE application.
F.
Example: Investigator’s Agreement

Incorporate the example Investigator’s Agreement included in the IND APPLICATION TEMPLATE:EXAMPLE INVESTIGATOR’S AGREEMENT.

List all investigators who have signed this Investigator’s Agreement to date.
G.
Certification of Investigator Agreements (Incorporate the following as written)
The investigator-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 included under F. Example: Investigator’s Agreement, above, includes all of 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 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.
H.
Reviewing Institutional Review Boards

(Incorporate the following as written)

1.0
Clinical Investigation of the device at the University of Pittsburgh/University of Pittsburgh Medical Center (UPMC):
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, M.D., 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. 
I.
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 H. Reviewing Institutional Review Boards, above.  If no institutions, other than those already listed under section H. be involved in conducting part of the clinical investigation, specify “None”.

J.
Device Charges

Specify whether or not 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.) 
K.
Device Labeling

Incorporate under this section (or by reference to an Appendix) 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.

Note that the FDA’s investigational device regulations (21 CFR Sec. 809.10(c)(2)(i)) specify that the investigational device or its immediate package shall bear a label with the following information:
· Name and place of business of the manufacturer, packager, or distributor of the device;

· Quantity of contents, if appropriate;

· 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. 
L.
Consent Materials

Incorporate under this section (or by reference to an Appendix) the proposed informed consent form(s) that will be used for the clinical investigation(s) of the device included as part of this IDE application. 

If applicable, incorporate under this section (or by reference to an Appendix) any other informational materials that will be provided to potential research subjects in obtaining their informed consent for study participation.  
M.
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.
� Note: In accordance with University of Pittsburgh policies and procedures for investigator-sponsored IND and IDE applications, the IDE application must incorporate the address of the O3IS as the address of the investigator-sponsor.
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