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Castel San Pietro, 12/05/2022

OBJ: Medacta Hip Implants — MRI information

Dear requestor,

Medacta hip implants contain metal parts, made of alloys standardized and validated for long-term
implantation in human body. Details of the altoys used can be found in the text of the standards

quoted.

These materials are amagnetic. However, jt must be noted that the reaction of the implants may vary
with the magnetic intensity and the frequency.

In vitro tests have been carried out under specific conditions that did not give raise to potentially
dangerous behaviour: for this reason these devices will be classified in the near future as MRI

CONDITIONAL.

Such tests were carried out in the following conditions:

e Static magnetic field of 3 Teslg;

e Maximum spatial magnetic field gradient 65 T/m or less (extrapolated value);

e Maximum product of static magnetic field by spatial gradient (force product) 124 T?/m
(extrapolated value);

e Maximum MR system reported whole body averaged specific absorption rate (SAR) of 2,0
W/kg for 15 minutes of scanning in the Normal Operating Mode of operation for the MR
system.

Under the scan conditions defined, the worst-case implant construct is expected to produce a
maximum temperature rise of up to 0.6+0.1°C after 15 minutes of continuous scanning.

In non-clinical tests, the resulting image artifact caused by the worst-case implant construct can
extend up to approximately 36.27 cm, when imaged using a gradient echo pulse sequence and a 3
Tesla MRI system.

The list of implants to which this letter refers is reported at the end of the document.
This information is given with direct alignment to our published Instructions For Use, available at
resources.medacta.com. While Medacta ensures the overall safety and effectiveness of all our

medical devices, only a patient's personal physician can fully comment on a patient's particular
condition and post-treatment activities. So in closing, we highly recommend that all patients consult

Sincerely,
&A‘\O
Dario Bergadano

Scientific and Medical Affairs Director
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Here the list of the implants to which the letter refers:

VERSAFIT CUP CC TRIO

VERSAFIT CUP CC TRIO No-Hole

VERSAFITCUP DM

VERSACEM

MPACT NO-HOLE

MPACT TWO-HOLE

MPACT MULTI-HOLE

MPACT RIM-HOLE

MPACT DM

MPACT TWO-HOLE 3D METAL

MPACT MULTI-HOLE 3D METAL

MPACT MULTI-HOLE THIN 3D METAL

MPACT 3D METAL MONOCER

MPACT 3D Metal MONOLITH

MPACT Cortical Bone Screw, Flat Head

MPACT Cancellous Bone Screw, Flat Head

Cortical Bone Screw, Rounded Head

Cancellous Bone Screw, Flat Head

Compression Polyaxial Locking Screw

VersafitCup CC HighCross Flat UHMWPE Liner

VersafitCup CC HighCross Hooded UHMWPE Liner

DM HighCross Liner

MPACT HighCross UHMWPE Flat Liner

MPACT HighCross UHMWPE Hooded Liner

MPACT HighCross UHMWPE Liner +4mm

MPACT HighCross UHMWPE Liner 10°

MectaCer BIOLOX delta Ceramic Liner

CoCrMo DM Converter Liner

HNSS TiN Coated DM Converter Liner

MPACT AUGMENT 3D METAL

MPACT 3D METAL AUGMENT Il

ILIAC SCREW MPACT Small Screw Head

ILIAC SCREW MPACT 3D METAL

MPACT 3D METAL FOAM Acetabular Shell

MEDACTA F-Cage

Kerboull Cage

Reinforcement Cage
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3D Metal B-Cage

ROMAX E-Cross 3D METAL Acetabular Shell

ROMAX SensiTiN Resurfacing Femoral Head

ROMAX Resurfacing Femoral Head

ROMAX Resurfacing Head TiNbN

ROMAX Large Femoral Head

MectaCer BIOLOX delta Ball Head TAPER 12/14

MectaCer BIOLOX OPTION Ball Head

MectaCer BIOLOX CONTOURA Femoral Head

MectaCer BIOLOX OPTION SLEEVE

Femoral Heads CoCr Ball Head TAPER 12/14

Femoral Heads Stainless Steel Ball Head TAPER 12/14

Femoral Heads Stainless Steel Ball Head TAPER 10/12

QUADRA-P

Quadra-P Cemented

QUADRA-P Short Neck

QUADRA-P Collared

QUADRA-P Anteverted

QUADRA-C

QUADRA-C Short Neck

QUADRA-R

QUADRA-S

QUADRA-S Short Neck

QUADRA-H

QUADRA-H Short Neck

AMIStem-P

AMIStem-P Collared

AMIStem-P Short Neck

AMIStem-P Collared Short Neck

AMIStem-C

AMIStem-C Short Neck

AMIStem-H

AMIStem-H Collared

AMIStem-H Proximal Coating

MasterLoc — Mectagrip

MasterLoc — Mectagrip + HA

SMS

SMS Solid
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SMS Collared

MPRES

MiniMax

X-acta

X-acta Short

AMIS-K

AMIS-K Long

M-Vizion Femoral Revision Stem — Proximal Body

M-Vizion Femoral Revision Stem — Proximal Body With Holes

M-Vizion Femoral Revision Stem — Distal Stem Straight

M-Vizion Femoral Revision Stem — Distal Stem 4°

M-Vizion Femoral Revision Stem - Locking Screw

M-Vizion Femoral Revision Stem MONOBLOC

Bipolar Head CoCr

Endo Head CoCr Unipolar Head

MectaPlug PE

MectaPlug PE Il

APRICOT SYSTEM Cemented UHMWPE Flat Cup

APRICOT SYSTEM Cemented HighCross UHMWPE Flat Cup

NATIVE Cemented UHMWPE Cup

ROMAX Large Femoral Head Adaptor
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