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INSTRUCTIONS FOR USE - EN

+ Minimally invasive instruments may vary in size from manufacturer to
manufacturer. When minimally invasive instruments and accessories
from different manufacturers are employed together and in conjunction
with the MammoSTAR device in a procedure, verify compatibility
prior to initiation of the procedure.

INDICATIONS FOR USE

MammoSTAR is indicated for use to radiographically mark soft tissue
at the surgical site during a surgical procedure or for future surgical
procedures.

soft tissue during open, percutaneous, or endoscopic procedures to
radiographically mark a surgical location.

The sideport MammoSTAR applicator shafts are marked with 1 depth
indicator band. This band is used with Mammotome probes, except for

lllustration 1. lilustration and Nomenclature for MammoSTAR Mammotome MR probes.

Biopsy Site Identifier

Biopsy Site Identifier

MammoSTAR rigid needle applicators are marked with depth indicator * Dornotuse n the presence of nfection.
bands at 1 cm increments. + MammoSTAR Biopsy Site Identifier is not recommended for use in
patients with breast implants due to the risks of puncturing the implant

MammoSTAR is supplied pre-loaded in the delivery device. capsule with the sharp device.

Tip: @%

CONTRAINDICATIONS

seopenng Product Code | Product Description e Marker Shaj Lz Applicator Deployment Insertion
None known. f Size Pe | Aspect P ploy!
Allgnment ndicator STAR0g01 | MemmoSTARBiopsy | g Barbell Standard Flexible Side Deploy Probe
Applicator Shaft WARN'NGS Site Identifier 2mm x 17 mm
) ) STAR0802 Ma";’q"?;“?ﬁa“’psy 86 Tribell 5 s‘a”"g" Flexible Side Deploy Probe
Do not insert MammoSTAR into ite Identifier mm x 7 mm
blood vessels. staioor | METOSTAR Bopsy |46 Bavel |, SN0 | RigdNeede | DistalDeploy Direct
MammoSTAR Biopsy Standard . "
STAR1101 " 16 Barbell Flexible Side Deploy Probe
PRECAUTIONS / UNDESIREABLE Ste dentfer 2mmx 17 mm o
MammoSTAR Biopsy Standard . .
SIDE AFFECTS STARM02 St Hemtior 16 Tribell Palri Flexible Side Deploy Probe
.
Only qualified physicians trained in MammoSTAR Biopsy Standard - )
L ) 8 Y N STAR1121 " 16 Barbell Rigid Distal Deploy Probe
DEVICE DESCRIPTION minimally invasive biopsy techniques - 5"9;"%“&“;f 2”‘8’:‘ X;7m”"“
. . o . . . . i i lammo: 10psy landar "
MammoSTAR Biopsy Site Identifier is a sterile, single patient use, sho(jt{ld IuIT tht's dewlcet: C?”f”';] ) STAR140T Site Identifier 146 Barbel | 5 mmx17mm | RigidNeede | DistalDeploy Direct
pyrolytic carbon coated zirconium oxide discrete marker embedded me "i.a ltera uregeha ve do echniques, STRi0z | MemmoSTAR Biopsy |, Trbel Standad | o Neede | Distel Deploy Direct
in a glucan aspect that is visible on standard radiographs (x-ray, corrrflp ications, and I aZﬁar Is prior to - S'“’é‘;’x‘éﬁ;’ i
mammography, fluoroscopy, kV, and CT) as well as ultrasound, and pe orgung any minimatly invasive sTARM03 | MeTEOOTRBORY | 146 gael | , " | RigdNeede | Distal Deploy Direct
procedure.

Magnetic Resonance Imaging (MRI). MammoSTAR is placed into




« Though rare, hypersensitivity, immune response or foreign body
reaction are possible with use of MammoSTAR markers. As with any
implanted device, the implant site should be monitored for any sign of
irritation or reaction following the surgical procedure.

Infection is a possible adverse reaction as a result of any surgical
procedure. Physicians should monitor patient to ensure no sign of
infection following procedure.

The MammoSTAR device is supplied sterile in a sealed package

and is intended for single use only. Reprocessing, resterilization or
reuse of single use devices may create a risk of contamination and/or
cause patient infection or cross-infection, including, but not limited to,
the transmission of infectious disease(s) from one patient to another.
Contamination of this device may lead to injury, illiness or death of the
patient. Carefully examine each unit to verify that neither the contents
nor the sterile package has been damaged in shipment. DO NOT
USE if damaged.

Do not re-sterilize. This may damage and/or distort contents which
may result in patient injury, iliness or death.

Unless the packaging is damaged, the MammoSTAR device will
remain sterile until used or expired.

« After use, device may be potential biohazard. Handle accordingly
and dispose of in accordance with accepted medical practice and
applicable local requirements.

SUMMARY OF SAFETY AND CLINICAL

PERFORMANCE (SSCP)

For additional information, the SSCP is available in the European
database on medical devices (EUDAMED) and is linked to the BASIC
UDI-DI. Visit https://ec.europa.eu/tools/eudamed and search Basic
UDI-DI: 0858015005004UX.

INSTRUCTIONS FOR USE

Verify compatibility of all minimally invasive instruments and
accessories prior to use (refer to Precautions).

MammoSTAR delivery devices are not compatible with MRI delivery
(refer to MRI Safety Info).

Side Port Delivery

SIDE PORT

STAR0801
STAR0802
STAR1101
STAR1102

1. Inspect the MammoSTAR device package to ensure that the
package integrity has not been compromised. The product is sterile
through the expiration date unless the seal is broken.

2. Using standard aseptic technique, remove the MammoSTAR device
from the package. REMOVE THE TIP COVER. Inspect the device
to ensure it has not been damaged, kinked, or bent.

POSSIBLE ADVERSE EVENTS

Possible adverse reactions (e.g., infection) that may be associated
with the use of the MammoSTAR Biopsy Site Identifier are similar to
those associated with the use of other marking devices. The patient
should be counseled to report adverse events to the treating physician.
Physicians should report device-related adverse events to
Devicor Medical Products at 1-877-926-2666 and the competent
authority of the Member State.

MR SAFETY INFORMATION

MR CONDITIONAL

MammoSTAR delivery devices are not compatible with MRI delivery.
While the MammoSTAR devices may be used in the MRI environment
they will not be used during the actual MR imaging. The patient will be
moved out of the MR System and then the delivery device will be used
to place the marker. As such, they will not be exposed to an MR imaging
procedure or RF heating.

‘ﬁ‘ This Marker is MR Conditional

Non-clinical testing demonstrated that the Marker is MR Conditional.

A patient with this device can be scanned safely, immediately after

placement under the following conditions:

+ Static magnetic field of 3-Tesla or less

+ Maximum spatial gradient magnetic field of 36,000-Gauss/cm
(extrapolated) or less

+ Maximum MR system reported, whole body averaged specific
absorption rate (SAR) of 4-W/kg for 15 minutes of scanning
(i.e., per pulse sequence)

« First Level Controlled Operating Mode of operation for the MR system

3. Itis recommended to clear the probe of any remaining diagnostic
tissue or fluids prior to marker insertion or deployment.

4. Retract the specimen cutter/collection tube from the MAMMOTOME
probe per instructions for use of the probe. Prior to retracting the
cutter/collection tube the needle can be pulled back up to 1 cm.

5. When placement of the MammoSTAR Biopsy Site Identifier is
desired, place the MammoSTAR applicator into the Mammotome
Biopsy probe. Advance MammoSTAR until the colored depth band
on the MammoSTAR shaft is aligned with the distal edge of the
Mammotome tissue collection chamber.

CAUTION: If significant resistance is met during the advancement
of the MammoSTAR prior to reaching the colored depth indicator
band, remove the marker to inspect the integrity of the distal tip of
the marker device, and repeat insertion. Take a new marker device
if damage is present.

CAUTION: Do not insert beyond appropriate band or tip damage
may occur.

6. The MammoSTAR side deploy device is marked with an arrow on
the hub to indicate the deployment position. Align the arrow on the
hub with the center of the aperture of the biopsy device.

7. Grasp the tissue marker handle and, using firm, but gentle force,
advance the plunger forward completely until it contacts the finger
tabs on the handle to deploy the biopsy site identifier into the
biopsy cavity.

Note: Ensure the alignment indicator on the tissue marker handle
ALWAYS remains in the position corresponding with the probe’s
sample aperture orientation.

CAUTION: If excessive resistance is met during deployment,
check the alignment of the MammoSTAR applicator shaft as
specified in step 6.

MRI-Related Heating

In non-clinical testing the Marker produced the following temperature rise
during MRI performed for 15-min of scanning (i.e., per pulse sequence)
in a 3-Tesla MR system (3-Tesla/125-MHz, Excite, HDx, Software 14X.
M5, General Electric Healthcare, Milwaukee, WI):

MR system reported, whole body averaged SAR 2.9-Wlkg
Calorimetry measured values, whole body

Averaged SAR 2.7-Wikg
Highest temperature change 15°C
Temperature scaled to whole body averaged

SAR of 4-W/kg 21°C
Artifact Information

MR image quality may be compromised if the area of interest is in

the exact same area or relatively close to the position of the marker.
Therefore, optimization of MR imaging parameters to compensate for
the presence of this device may be necessary. The maximum artifact
size (i.e., as seen on the gradient echo pulse sequence) extends
approximately 5-mm or less relative to the size and shape of the marker.

Artifact size is dependent on the type of pulse sequence used for
imaging (larger for gradient echo pulse sequences and smaller for spin
echo pulse sequences), the frequency encoding direction (larger if the
frequency encoding direction is parallel to the device and smaller if it is
perpendicular to the device), and the size of the field of view. Positional
errors and artifacts on MR images will be smaller for MR systems with
lower static magnetic field strengths using the same imaging parameters
as those operating at higher static magnetic field strengths.

CAUTION: Due to its absorbent characteristics, the MammoSTAR
glucan portion may swell with extended exposure to tissue fluids
increasing the force to deploy. Deploy in a timely manner. If the
marker is unable to deploy, remove and replace with a new device.

8. After deployment, release pressure from the plunger to allow the
spring to retract the plunger.

9. Rotate the outer cannula of the biopsy device 180 degrees.

10. Verify the deployment and proper position of the marker prior to
removal of the device with the appropriate imaging modality. Slowly
remove the biopsy device and the MammoSTAR device as one unit.
CAUTION: The tip of the MammoSTAR applicator shaft may
shear when the marker applicator is removed independently from
the probe. The probability of tip shear can increase as a result of
the following:

+ Improper deployment of the marker from a failure to align the
MammoSTAR applicator as specified;

+ Inserting the marker beyond the appropriate color depth
indicator band;

+ Diagnostic tissue remaining in biopsy probe needle aperture
during marker insertion and deployment.

11. Dispose of the device properly.

12. Confirm final marker position with desired imaging.



Distal Delivery

DISTAL DISTAL

STAR1401
STAR1402
STAR1403
STAR1001

STAR1121

1. Inspect the MammoSTAR device package to ensure that the
package integrity has not been compromised. The product is sterile
through the expiration date unless the seal is broken.

2. Using standard aseptic technique, remove the MammoSTAR device
from the package. REMOVE THE TIP COVER. Inspect the device
to ensure it has not been damaged, kinked or bent.

3. When placement of the MammoSTAR Biopsy Site Identifier is
desired, advance the device to the targeted site using the 1 cm
markings on the device shaft as guides (when applicable). Locate
the target area using appropriate imaging technique.

4. Completely advance the plunger forward to release the
MammoSTAR Biopsy Site Identifier from the device.
CAUTION: Due to its absorbent characteristics, the MammoSTAR
glucan portion may swell with extended exposure to tissue fluids
increasing the force to deploy. Deploy in a timely manner. If the
marker is unable to deploy, remove and replace with a new device.

5. Verify the deployment and proper position of the marker prior to
removal of the device with the appropriate imaging modality.

6. With the plunger completely advanced, rotate applicator and slowly
remove the MammoSTAR device.

7. Dispose of the device properly.
8. Confirm final marker position with desired imaging.

HOW SUPPLIED E

MammoSTAR Biopsy Site Identifier device is individually packaged and
supplied ten (10) packages to a box.

STORAGE

There are no special storage instructions for the MammoSTAR device.
Prior to use, the product should be at room temperature, 15 °C - 32 °C
(60 °F - 90 °F).
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WARRANTY

The manufacturer warrants that reasonable care has been used in the
design and manufacture of this device. This warranty is in lieu of and
excludes all other warranties not expressly set forth herein, whether
expressed or implied by operation of law or otherwise, including, but not
limited to, any implied warranties of merchantability or fitness. Handling
and storage of this device as well as factors relating to the patient,
diagnosis, treatment, surgical procedures, and other matters beyond the
manufacturer’s control directly affect the device and the results obtained
from its use. The manufacturer’s obligation under this warranty is limited
to the replacement of this device and the manufacturer shall not be liable
for any incidental or consequential loss, damage, or expense directly or
indirectly arising from the use of this device. The manufacturer neither
assumes, nor authorizes any other person to assume for it, any other or
additional liability or responsibility in connection with this device.

Prices and specifications are subject to change without notice.

MammoSTAR is a registered trademark of Devicor Medical Products, Inc.
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Représentant autorisé dans la Communauté
européenne (FR)
Bevollméchtigter in der Européischen
Gemeinschaft (DE)
Rappresentante autorizzato per la Comunita Europea (IT)
Representante autorizado en la Comunidad Europea (ES)
Rep izadona C idade Europeia (PT)
Autoryzowany przedstawiciel w Unii Europejskiej (PL)
Erkend vertegenwoordiger in de
Europese Gemeenschap (NL)
Povéfeny zastupce v Evropském spoleenstvi (CS)
Autoriseret repraesentant i EU (DA)
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Poobla$ceni zastopnik v Evropski skupnosti (SL)
E¢ouaiodornpévog Avtimpdowog oTnv Eupwrraikr
Kowémra (EL)

Thpavon CE kar ApiBpog Kovorroinuévou Catalog number (EN) Manufacturer and Date of Manufacture
OpyaviopoU (EL) - Référence catalogue (FR) “ (YYYY-MM-DD) (EN)
Katalognummer (DE) Fabricant et date de fabrication (AAAA-MM-JJ) (FR)

Quantity (EN) Numero di catalogo (IT) Hersteller und Herstellungsdatum (JJJJ-MM-TT) (DE)
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Consult Instructions for Use (EN)
Consulter le mode d’emploi (FR)
Gebrauchsanweisung beachten (DE)
Consultare le istruzioni per I'uso (IT)
Consultar las instrucciones de uso (ES)
Consultar as instrugdes de utilizagao (PT)
Sprawdzi¢ w instrukcji uzycia (PL)
Raadpleeg de gebruiksaanwijzing (NL)
Pred pouzitim si prectéte pokyny (CS)
Se brugsanvisningen (DA)

Katso kayttoohjeet (Fl)

Se bruksanvisningen (SV)

Les instruksjoner for bruk (NO)

Pozrite si navod na pouzitie (SK)
Pogledaite upute za uporabu (HR)
Glejte navodila za uporabo (SL)
ZupBoueureire Tig Odnyieg Xpriong (EL)

Do not use if package is damaged (EN)
Ne pas utiliser si 'emballage est endommagé (FR)
Bei beschédigter Verpackung nicht verwenden (DE)
Non utilizzare il prodotto se la confezione

& danneggiata (IT)
No utilizar el paquete si esta dafiado (ES)
Néo utilizar se a embalagem estiver danificada (PT)
Nie uzywa¢ w przypadku uszkodzenia opakowania (PL)
Niet gebruiken als de verpakking beschadigd is (NL)
NepouZivejte, jestlize je baleni poskozeno (CS)
Ma ikke anvendes, hvis emballagen er beskadiget (DA)
Ei saa kéyttad, jos pakkaus on vaurioitunut (FI)
Far ej anvandas om forpackningen &r skadad (SV)
Skal ikke brukes hvis forpakningen er edelagt (NO)
NepouZzivajte, ak je balenie poskodené (SK)
Nemojte upotrebljavati ako je pakiranje odtec¢eno (HR)
Ne uporabljajte, ¢e je ovojnina poskodovana (SL)
Mnv 10 XpnotpoToleiTe €av n guokeuaaia

£xel utrooTei {npid (EL)

Medical Device (EN)
Dispositif medical (FR)
Medizinprodukt (DE)

Dispositivo medico (IT)
Producto sanitario (ES)
Dispositivo médico (PT)
Wyréb medyczny (PL)
Medisch hulpmiddel (NL)
Zdravotnicky prostredek (CS)
Medicinsk anordning (DA)
Laaketieteellinen laite (FI)
Medicinsk utrustning (SV)
Medisinsk enhet (NO)
Zdravotnicka pomdcka (SK)
Medicinski proizvod (HR)
Medicinski pripomocek (SL)
larportexvohoyikd Tpoidv (EL)

Distributor (EN)
Distributeur (FR)
Lieferant (DE)
Distributore (IT)
Distribuidor (ES)
Distribuidor (PT)
Dystrybutor (PL)
Distributeur (NL)
Distributor (CS)
Distributer (DA)
Jakelija (FI)
Distributdr (SV)
Distributer (NO)
Distributor (SK)
Distributer (HR)
Distributer (SL)
Aiavopéag (EL)

liONLY By prescription (EN)

@

Sur ordonnance (FR)
Rezeptpflichtig (DE)

Su prescrizione (IT)

Por prescripcion (ES)
Sujeito a receita médica (PT)
Tylko na recepte (PL)

Op voorschrift (NL)

Na priedpis (CS)
Receptpligtig (DA)
Laakarin maarayksella (Fl)
Enligt ordination (SV)
Reseptpliktig (NO)

Na predpis (SK)

Na recept (HR)

Na recept (SL)

Me iampiki} ouvrayn (EL)

Do not re-use (EN)

Ne pas réutiliser (FR)

Nicht wiederverwenden (DE)
Non riutilizzare (IT)

No reutilizar (ES)

Néo reutilizar (PT)

Nie uzywac ponownie (PL)
Niet opnieuw gebruiken (NL)
Nepouzivejte opakované (CS)
Ma ikke genanvendes (DA)

Ei saa kayttaa uudelleen (FI)
Far ej ateranvandas (SV)
Skal ikke brukes pa nytt (NO)
Nepouzivajte opakovane (SK)

Nemojte ponovno upotrebljavati (HR)

Ne uporabite znova (SL)

Nemojte ponovno upotrebljavati (HR)

Mnv emavaypnaiporoieire (EL)

Importer (EN)
Importateur (FR)
Importeur (DE)
Importatore (IT)
Importador (ES)
Importador (PT)
Importer (PL)
Importeur (NL)
Dovozce (CS)
Importer (DA)
Maahantuoja (Fl)
Importor (SV)
Importer (NO)
Dovozca (SK)
Uvoznik (HR)
Uvoznik (SL)
Eioaywyéag (EL)

Compatible With (EN)
Compatible avec (FR)
Kompatibel mit (DE)
Compatibile con (IT)
Compatible con (ES)
Compativel com (PT)
Kompatybilny z (PL)
Compatibel met (NL)
Kompatibilni s (CS)
Kompatibel med (DA)
Yhteensopiva (Fl)
Kompatibel med (SV)
Kompatibel med (NO)
Kompatibilné s (SK)
Kompatibilno s (HR)
Zdruzljivo z (SL)
ZupBard pe (EL)

Do not re-sterilize (EN)

Ne pas restériliser (FR)

Nicht ereut sterilisieren (DE)
Non risterilizzare (IT)

No volver a esterilizar (ES)

N&o voltar a esterilizar (PT)

Nie sterylizowa¢ ponownie (PL)
Niet opnieuw steriliseren (NL)
Neprovadéjte resterilizaci (CS)
Ma ikke gensteriliseres (DA)

Ei saa steriloida uudelleen (FI)
Far ej omsteriliseras (SV)

Skal ikke steriliseres pa nytt (NO)
Opakovane nesterilizujte (SK)
Nemojte ponovno sterilizirati (HR)
Izdelka ne sterilizirajte znova (SL)
Mnv emavaroaTelpuvere (EL)

Single Sterile Barrier System (EN)
Systeme de barriere stérile unique (FR)
Einzel-Sterilbarrieresystem (DE)

Sistema a singola barriera sterile (IT)
Sistema de barrera estéril tnico (ES)
Sistema de barreira estéril tnica (PT)
System pojedynczej bariery sterylnej (PL)
Enkelvoudig steriel barrieresysteem (NL)
Systém s jednou sterilni bariérou (CS)
Enkelt sterilt barrieresystem (DA)
Kertakayttdinen steriili sulkujérjestelma (FI)
Sterilt engangsbarriérsystem (SV)

Enkelt sterilt barrieresystem (NO)

Jeden sterilny bariérovy systém (SK)
Sustav s jednom sterilnom barijerom (HR)
Sistem enojne sterilne pregrade (SL)
Z00Tnua HovoU amoaTeIpwiévou gpaypou (EL)

Sterilized using irradiation (EN)

Stérilisé par irradiation (FR)

Durch Bestrahlung sterilisiert (DE)
Sterilizzato per irraggiamento (IT)
Esterilizado por radiacion (ES)
Esterilizado utilizando irradiacéo (PT)
Produkt sterylizowany z uzyciem promieniowania (PL)
Gesteriliseerd met bestraling (NL)
Sterilizovano ozafenim (CS)
Steriliseret ved hjeelp af bestraling (DA)
Steriloitu séteilyttamalla (FI)
Steriliserad med stralning (SV)
Sterilisert ved bruk av straling (NO)
Sterilizované pomocou Ziarenia (SK)
Sterilizirano zracenjem (HR)
Sterilizirano z obsevanjem (SL)
AmoaTelpwiévo pe akTivoBoAnon (EL)

MR Conditional (EN)

Compatible avec IlRM dans certaines conditions (FR)
Bedingt MRT-sicher (DE)

A compatibilita RM condizionata (IT)
Compatible con RM (ES)

Compativel com RM sob certas condiges (PT)
Warunkowo bezpieczny w $rodowisku MRI (PL)
MR-voorwaardelijk (NL)

Podminéné bezpecné pro MR (CS)
MR-betinget (DA)

MR-ehdollinen (Fl)

MR-villkorlig (SV)

MR-betinget (NO)

Podmienecne bezpecné v prostredi MR (SK)
Uvjetno sigurno u okruzenju MR-a (HR)
Pogojno primerno za uporabo z MR (SL)

MR Conditional (EL)
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