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Customer Service Communication

Stryker Orthopaedics has performed testing according to applicable industry standards
regarding metallic implants within an MRI environment. While we are confident that the
results demonstrate that our products pose no known hazards in a 3.0 Tesla (or less) MR
System, we cannot make claim that it poses no known hazards until the FDA has
reviewed our data and cleared our 510k submission. Therefore, we cannot encourage
reliance upon our testing and encourage facilities to rely upon their own clinical
Judgement when deciding if its safe to have metallic implants within an MRI environment.

Additional Information

The metallic Stryker Orthopaedics products (the shell, bone screw, femoral stem, and
head) are considered MR-Conditional according to the terminology specified in the
ASTM Standard F2503-05, Standard Practice for Marking Medical Devices and Other
Items for Safety in the Magnetic Resonance Environment', and based on the testing
described below. Plastic products are not at risk in an MRI environment.

MR Conditional items have been demonstrated to pose no known hazards in a specific
MRI environment with specified conditions of use. Field conditions that define the MRI
environment include static magnetic field strength, spatial gradient, dB/dt (time varying
magnetic fields), ratio frequency (RF) fields, and specific absorption rate (SAR).
Additional conditions, including specific configurations of the item (e.g., the routing of
leads used for a neurostimulation system), may be required.®

The magnitudes of possible safety-related magnetic field interactions are affected by the
object’s composition, size, and shape, as well as by the MRI equipment itself. Stryker
Orthopaedics evaluated worst-case representative devices from the hip, knee, trauma, and
shoulder product lines produced from a broad range of metallic materials such as CoCr
and Titanium alloys, pure titanium, and austenitic stainless steel. The products were
chosen as “worst-case” based on the testing to be conducted and with severity criteria
such as mass, shape, sharpness, potential to be magnetic, and the ability to form a
conductive loop.

Testing

Testing was performed according to the industry standards listed below:

e ASTM F2503-05
o ASTM F2052°
o ASTMF2119°
o ASTM F2182*
o ASTM F2213°
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agnetic field interactions and Imaging artifact testing was conducted using a 3.0-Tesla
R system (3-Tesla/128 MHz, Excite, Software (G3.0-052B, General Electric Healthcare,

Milwaukee, WI; active shielded, horizontal field scanner). MRI-related heating was

professional.
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Preklad z anglického Jjazyka

Zaddvatel’: PTK-Echo Services, s.r.0., Presovskd 39, 821 08 Bratislava, SR

Komunikdcia v rdmci zdkaznickeho servisu
—S=——r1iXatld V ramci zakaznickeho servisu

Stryker Orthopaedics vykonal testovanie podfa platnych priem yselych Standardov tykajiice sa
kovovych implantdtov v prostredi MRI. Aj ked'sme presvedceni, Ze vysledky ukazuju, Ze nase produkty
nepredstavuju Ziadne znéme rizikg v systéme MR s 3,0 Tesla (alebo menej), nemézeme urobit
vyhldsenie, Ze nepredstavuje Ziadne znéme rizikd, kym FDA nepreskima nage ddta a neschvdli nage
podanie 510k. Preto neméseme zariadenia povzbudzovat, aby sa spoliehali na nase testovanie, a
povzbudzujeme ich, aby sq spoliehali na viastny klinicky usudok pri rozhodovani, & je bezpecné

vystavit kovové implan taty prostrediu MRI.

Dopliujtice informacie

Kovové produkty spolo¢nosti Stryker Orthopaedics (plast, skrutka do kosti, femordlny driek a hlava)
st povaZované za MR-Conditional podfa terminoldgie uvedenej v ASTM Standard F2503-05, Standard
Practice for Marking Medical Devices and Other Items for Safety in the Magnetic Resonance
Environment’, a na ziklade testovania, ktoré je popisané nisgie. Plastové vyrobky nie s v prostredi
magnetickej rezonancie ohrozené.

V pripade MR Conditional polozZiek bolo preukazané, 7e nepredstavuji Ziadne zname nebezpedenstvo
v 3pecifickom prostredi MRI pri Specifikovanych podmienkach pouZitia. Podmienky pola, ktoré
definuju prostredie MR| zahfiaju intenzitu statického magnt-[_‘tického pola, priestorovy gradient,
dB/dt (¢asovo premenné magnetické polia), RF polia a Specificky absorp¢ény pomer (SAR).

M6Zu byt poadované aj dalsie podmienky, vratane Specifickych konfiguracii danej polozky (napr.
smerovanie zvodov pouzivanych pre neurostimuldciu systému). ©

Velkosti interakcif magnetickych poli, ktoré mézu suvisiet s bezpecnostou, si ovplyvnené zloZenim
objektu, velkosfou a tvarom, ako aj samotnym zariadenim MRI. Stryker Orthopaedics posudzoval
najhorsie pripady reprezentativnych pomécok z produktového radu pre bedrové kiby, kolenné kiby,
traumu a ramenné kiby vyrobené zo Sirokej skaly kovovych materidlov, ako sg zliatiny CoCr a titanové
zliatiny, &isty titén a austenitickd nehrdzavejica ocel. Tieto produkty boli vybrané ako »hajhorgje
pripady” na zaklade vykondvaného testovania a zavaznosti kritérii, ako je hmotnost, tvar, ostrost,
potencidlna magnetickost a schopnost vytvorit vodiva slugku.

Testovanie

Testovanie bolo vykonané v silade s priemyselnymi Standardmi, ktoré sy uvedené niZje:

® ASTM F2503-05
o ASTM F2052>
o ASTM F2119°
o ASTM F2182°
ASTM F2213°

o}



§

Systémom MR s 3,0 Tes|z (3-Tesla/128 MHz, Excite, softvér G3.0-0528, General Electric Healthcare,
Milwaukee, Wi, aktivne tieneny skener s horizontélnym polom). Zahrievanije sUvisiace s MR| bola

horizontalnym polom).

Odporicanije
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Zadavatel: Milan BOOR, Zilina

Ako prekladatefka anglického a nemeckého jazyka zapisana v zozname znalcov,
timognikov a prekladatefov Ministerstva spravodlivosti SR pod ev. & 970 669
potvrdzujem, Ze preklad sihlasi s textom pripojenej listiny. Ukon je zapisany pod
poradovym &islom /243 | dennika.
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