How to add the 7T to your eIRB Protocol:

SECTION 23 - DEVICES

1.0 
Device Name:     

7 Tesla Magnetic Resonance Imaging Instrument

2.0 
Name of device manufacturer:   

Philips Healthcare

3.0 
Does this device have FDA marketing clearance?    

no

4.0 
Will it be used according to the FDA approved indication

5.0 
If the FDA has issued any of the following for this device, click the Add button to provide appropriate information   

    * Investigational Device Exemption (IDE)

    * Humanitarian Device Exemption (HUD)

    * Pre-Market Notification (510 (K))

    * Pre-Market Approval (PMA)

    * PMA Supplement

    * PMA Amendment

    * Other FDA documentation

Click Add to enter information:

  
IDE 
HUD
510(k) 
PMA Amendment 
PMA Supplement 
Pre-Market Approval
Other Approval


There are no items to display

6.0 
If the device does not have FDA marketing clearance or other FDA approval for marketing, do you consider use of this device to be Non-Significant Risk (NSR)?     

yes

7.0

 Provide NSR information: 

Click Add to enter information:

  
Justification for NSR reasoning.
Available Information

Although classified by FDA as an investigational device, the 7 Tesla (T) MR system has been ruled as a non-significant risk device by the same agency. This finding is stipulated in "Guidance for Industry and FDA Staff --Criteria for Significant Risk Investigations of Magnetic Resonance Diagnostic Devices issued July 14, 2003. A copy of the ruling has been uploaded in Section 3.0 for your review. In well over 1000 studies done at 7T in the last 8 years at multiple institutions (University of Minnesota, Massachusetts General Hospital, NIH, no significant risks have been found. Some subjects have experienced dizziness and we exclude patieents with a history of vertigo, seizure disorder, middle-ear disorder, and double vision. A potential concern with MR studies at high fields is radiofrequency heating due to radiofrequency power deposition in the subject. The FDA has set strict guidelines to guard against this risk. Such power deposition increases with the square of the magnetic field strength. However, even at 7T it is possible to stay well within these guidelines, especially with the pulse sequences we will employ. To be 100% sure of compliance with FDA guidelines, power deposition is monitored continuously by the software of the manufacturer and scans are not possible to implement if the power deposition would exceed guidelines. Based on data derived from the FDA, the experience of colleagues at other institutions and the data available from the manufacturer the 7T system is ruled to be a NSR device. 
Documents have been uploaded in Section 3.0 regarding federal guidelines supporting the position that a 7 Tesla MR scanner represents no significant risk to human subjects.

8.0 
Is the device electrical or battery powered?     IRB Help/Forms IT Help

no

9.0

If it will be used at JHH or JHBMC, has it been approved for use in the hospital(s) by Johns Hopkins Clinical Engineering (410-955-2100) or by JHBMC Clinical Engineering (410-550-0264/5)?     IRB Help/Forms IT Help

10.0

Click Add to provide either Clinical Engineering approval or submission timeline     IRB Help/Forms IT Help

Click Add to enter information:

  
Timeline for Submission:


There are no items to display


Click OK to display information on the application.  Click Save on the Devices page to save information entered on this screen. 

