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These Total Hip prostheses have not been evaluated for safety and compatibility in
the MR environment.

These Total Hip prostheses have not been tested for heating or migration in the MR
environment.

The risks of exposure to MR include heating and/or displacement of a metallic
implant. Image artifacts including dead zones and distortion may occur, especially in
the immediate area around the implant, requiring optimization of imaging parameters.
Please refer to current local MR safety guidelines for additional investigation,
patient monitoring and patient follow—up advice.

DePuy recommends that a professional familiar with the specific MRI apparatus to
be used, assess the patient prior to any MRI examination or therapy.
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[Postoperative Precautions]

There are inherent risks associated with the use of metallic implants in the MR
environment; including component migration, heat induction, and signal interference
or distortion near the component(s). Heat induction of metallic implants is a risk
related to component geometry and material, as well as the MR power, duration, and
pulse sequence. Since MR equipment is not standardized, the severity and likelihood
of occurrence are unknown for these implants.

MicroPort Hip Systems have not been evaluated for safety and compatibility in the
MR environment. MicroPort Hip Systems have not been tested for heating or
migration in the MR environment. Since these devices have not been tested,
MicroPort cannot make a recommendation for the use of MRIs with these implants,
neither for safety considerations nor imaging accuracy.

These components are passibe metallic devices, and as with all passibe devices,
there is potential for reciprocal interference with certain imaging modalities;
including image distortion for MR andX-ray scatter in CT.
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[Precautions and Warnings]
DJO Surgical (Hip, Knee, and Shoulder) systems have not been evaluated for safety
RIERES A AR FEAELS—F54F—  |and compatibility in the Magnetic resonance environment. The (Hip, Knee, shoulder)
stems have not been tested for heating or migration in the Magnetic resonance
environment.
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MR Information

Non—clinical testing has demonstrated the BHR System is MR Conditional. It can be
scanned safely under the following conditions:

- Static magnetic field of 1.5-Tesla (1.5T) and 3.0-Tesla (3.0T)

- Spatial gradient field of 3,000 Gauss/cm (30.0 Tesla/m) or less

- Maximum whole body specific absorption rate (SAR) of 2.0 W/kg for 15 minutes of
continuous scanning

* Normal operating mode of the MR system. The effects of MRI procedures using MR
systems and conditions above these have not been determined

MR Heating

Non—clinical testing was performed according to ASTM F2182-09 and yielded the
following:

1.5 Tesla

The BHR System produced a temperature rise of less than 7.5 ° C at a maximum
whole body averaged specific absorption rate (SAR) of 2.1 W/kg, as assessed by
calorimetry for 15 minutes of continuous MR scanning in a (field strength — 1.5T)
(model — Intera) (manufacture — Philips Medical Systems (PMS)) (software version —
Release 12.6.1.4 (11/5/2012)) MR scanner.

3.0 Tesla

The BHR System produced a temperature rise of less than 4.4 ° C at a maximum
whole body averaged specific absorption rate (SAR) of 2.3 W/kg, as assessed by
calorimetry for 15 minutes of continuous MR scanning in a (field strength — 3T)
(model — Signal Hdxt) (manufacturer — General Electric (GE) Medical Systems)
(software version— 15.0_.M4_0910.a) MR scanner.

Image Artifacts

MR image quality may be compromised if the area of interest is relatively close to
the position of the device. Distortion extended as much as 10.2 cm from the implant
in image distortion tests performed according to ASTM F2119-07 ina 3.0 T MR
system. Therefore, it may be necessary to optimize MR imaging parameters for the
presence of these implants.
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