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Date: September 12, 2016 addendum to July 29, 2016 memo

To: Charlene Williamson, CDER

From: Terry O. Woods, Ph.D.
OSEL\DAM
301-796-2503

Re: NDA 208224 Bayer Kyleena IUD, MR testing and labeling

Recommendation: Approval.

SCOPE of REVIEW

I reviewed information related to magnetically induced force, torque RF heating, and artifact testing and labeling.  

DEVICE DESCRIPTION

“Kyleena is a LNG-releasing IUS consisting of a T-shaped polyethylene frame with a steroid reservoir containing a 
total of 19.5 mg LNG.”  The only metal content is a silver ring shown in the diagram below.

Testing:

performed testing in July 2007 on a device called the IUD LCS Ultra Low Dose Levonorgestrel 
Contraceptive System.  As a reference, he also performed testing on the Skyla IUD in 2012.  The Skyla has a 
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DEFICIENCY

1. You have provided MRI Safety labeling.  Your labeling is inconsistent with our current practice and does not 
follow our recommendations in the FDA Guidance for Industry and FDA Staff “Establishing Safety and 
Compatibility of Passive Implants in the Magnetic Resonance (MR) Environment, issued December 11, 2014 
and available at http://www fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-
gen/documents/document/ucm107708.pdf. As a result of a request for more clarity and consistency in MRI 
safety labeling from the MRI user community at a recent FDA workshop on MRI safety, we request that device 
manufacturers use the format for the MRI safety labeling given in the guidance.  Please revise your proposed 
MRI safety labeling using the format provided in the passive implant guidance document.

o Please use the heading “MRI Safety Information” for your MRI labeling.
o Your RF heating testing supports a maximum temperature rise of less than 1º C after 15 minutes of 

continuous scanning at 4W/kg.  We recommend you include that value in your labeling.
o We would find the following labeling acceptable.

MRI Safety Information 

Non-clinical testing has demonstrated the Kyleena is MR Conditional. A patient with Kyleena can be safely scanned 
in an MR system meeting the following conditions: 

Static magnetic field of 3.0 T or less
Maximum spatial field gradient of 36,000 gauss/cm (360 T/m)
Maximum MR system reported, whole body averaged specific absorption rate (SAR) of 4 W/kg (First 
Level Controlled Operating Mode) 

Under the scan conditions defined above, the Kyleena is expected to produce a maximum temperature rise of less 
than 1º C after 15 minutes of continuous scanning. 

In non-clinical testing, the image artifact caused by the device extended up to 5 mm from the implant when imaged 
with a gradient echo pulse sequence and a 3.0 T MRI system.  

RECOMMENDATION:  Additional Information.

The testing is acceptable.  They need to alter their MR Conditional labeling to conform to our standard format.  I’ve 
provided acceptable wording above.  I recommend you send them the labeling deficiency included above.

ADDENDUM, September 12, 2016:

Revised labeling:

FINAL RECOMMENDATION:  Approval.

The revised labeling shown above is acceptable.  I have no further questions and recommend approval.
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ATTACHMENT II: List of Deficiencies for Complete Response 

Not Applicable.
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