Medical University of South Carolina  - Device Information Sheet D

Name of Device:     
I. Will this study involve use of a new Investigational Device Exemption (IDE) application submitted to the FDA by a sponsor?
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If yes, complete A.- E.

A. Name of Sponsor:     
B. IDE#:      
C. Attach Letterhead letter from sponsor giving IDE#.

D. Attach Investigator’s CVs.

E. Where will the device be obtained?      
II. Is the Principal Investigator submitting an IDE application to FDA?
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If yes, complete A. & B.

A. Attach copy of IDE application.

B. Attach copy of Investigator’s CVs.

III. Has this device been submitted to the FDA as a 510k / Premarket Notification application?
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If yes, attach FDA letter and check the appropriate FDA Class (level of control necessary to assure safety & efficacy of device):
 FORMCHECKBOX 
Class I (baseline requirements)


 FORMCHECKBOX 
Class II  (reasonable assurance of safety/effectiveness can be obtained by applying special controls, i.e. special labeling requirements, mandatory performance standards, patient registries and postmarket surveillance)

 FORMCHECKBOX 
Class III  (support or sustain human life, are of substantial importance in preventing impairment of human health, or to prevent potential, unreasonable risk of illness or injury)

IV. Is the sponsor (or investigator if a non-sponsored study) submitting a protocol using a device for the IRB to determine as a Non Significant Risk?  
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If yes, the sponsor (or investigator if non-sponsored study) must provide the IRB with the following:

A. An explanation or justification for non significant risk and any other information that may assist the IRB in evaluating the risk of the study:

     
B. Reports of prior investigations with the device;

C. Names of other IRBs who have reviewed the proposed study and what determination was made;      
D. FDA’s assessment of the device’s risk if such an assessment has been made.

     
V. I have read the referenced IDE regulations (link to IDE regulations found on IRB Links web site) concerning the responsibilities of investigators and hereby certify that I will conduct this investigation in accordance with them.


Revised PI Statement of Assurance is:


 FORMCHECKBOX 
  on file at the IRB or

 FORMCHECKBOX 
  attached.  
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