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DEVICE DESCRIPTION
BiomarC Fiducial Marker is a sterile, pyrogen free, single patient use, pyrolytic 
carbon coated or gold discrete marker that is visible on standard radiographs, CT, 
CBCT, ultrasound and Magnetic Resonance Imaging (MRI). All markers are visible 
on kV OBI. BiomarC EX and Gold markers are also visible on MV OBI. BiomarC 
Fiducial Markers are supplied preloaded in a delivery device system or in individual 
packages which may be used with commercially available delivery devices per the 
table below.
Table 1
 BiomarC Fiducial Marker Minimum Delivery Needle Internal Diameter 
 040158 – 1 × 5 mm Enh 0.81 mm (.032”)
 040145 – 1 × 5 mm EX 1.1 mm (.041”)
 040129 – 0.9 × 3 mm Gold 0.91 mm (.036”)

INDICATIONS FOR USE
BiomarC Fiducial Markers are intended to be implanted into the body to accurately  
visualize and constitute the reference frame for stereotactic radiosurgery and 
radiotherapy target localization.

CONTRAINDICATIONS
Patients who have an allergic response to gold should not use BiomarC Gold 
Fiducial Marker (Catalog Numbers: 040118, 040125, 040129, 040141). 

WARNINGS
•   Do not insert BiomarC Fiducial Marker into blood vessels. 
•   Do not insert a suture needle through the hole of the BiomarC Secure Fiducial 

Marker (Catalog Number: 040150). Only the suture material is to be in contact 
with the marker.

•   Do not use metallic sutures with BiomarC Secure Fiducial Marker. 
•   Using metal surgical instruments could damage BiomarC’s carbon coating. 

PRECAUTIONS / UNDESIREABLE SIDE EFFECTS

should use this device.
•   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 
BiomarC Fiducial Marker in a procedure, verify compatibility prior to the 
initiation of the procedure.

•   Do not use in the presence of infection.
•   Though rare, hypersensitivity, immune response or foreign body reaction is 

possible with the use of BiomarC Fiducial 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  
the procedure.

•   When sutures are used together with BiomarC Secure Fiducial Marker, verify 
compatibility prior to initiation of the procedure. 

•   BiomarC Fiducial Marker 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, 
illness 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.  

 
 

INSTRUCTIONS FOR USE – EN



4

•   Unless the packaging is damaged, BiomarC Fiducial Marker will remain sterile 
until used or expired.

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

POSSIBLE ADVERSE EVENTS
Possible adverse reactions (e.g., infection, allergic reaction to gold) that may 
be associated with the use of the BiomarC Fiducial Marker 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 Carbon Medical Technologies, Inc. at  
info@carbonmed.com and the competent authority of the Member State.

MRI INFORMATION

MR MR CONDITIONAL
BiomarC delivery devices are not compatible with Radiofrequency Fields.  While 
the BiomarC 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 magnet bore 
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.
The BiomarC Fiducial Marker is MR Conditional
Non-clinical testing demonstrated that the BiomarC Fiducial Marker is MR 
conditional. A patient with this device can be scanned safely, immediately after 
placement under the following conditions:

•   

(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
MRI-Related Heating
In non-clinical testing the BiomarC Fiducial 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/128-MHz, Excite, HDx, Software 14X.
M5, General Electric Healthcare, Milwaukee, WI):
MR system reported, whole body averaged SAR 2.9-W/kg
Calorimetry measured values, whole body averaged SAR 2.7-W/kg 
Highest temperature change 1.5°C
Temperature scaled to whole body averaged SAR of 4-W/kg 2.1°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 BiomarC Fiducial 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 BiomarC Fiducial 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 

view.  Positional errors and artifacts on MR images will be smaller for MR systems 

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: 0858015005002UT.
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INSTRUCTIONS FOR USE 
Verify compatibility of all minimally invasive instruments and accessories 
prior to use (refer to Precautions). 
Inspect the BiomarC Fiducial Marker package to ensure that neither the package 
integrity nor the contents have been compromised or damaged. The product is 
sterile through the expiration date unless the seal is broken. 
BiomarC Fiducial Marker – Individually Packaged
1.  Using standard sterile aseptic technique, remove the BiomarC Fiducial Marker 

from the package.
2.  Take a single BiomarC Fiducial Marker and insert it into a commercially available 

delivery device with stylet having a minimum internal diameter per Table 1.
3.  Advance stylet into hub of the device so that BiomarC Fiducial Marker is visible 

at the distal end of the device.
4.  When placement of the BiomarC Fiducial Marker is desired, advance the 

delivery device to the targeted site. Locate the target area using appropriate 
imaging technique. 

5.  Completely advance the stylet forward and then rotate 180° to release the 
BiomarC Fiducial Marker from the delivery device.

6.  With the stylet completely advanced, remove entire delivery device.
7.  Dispose of the device and stylet properly.

9.  Repeat above steps with additional BiomarC Fiducial Markers to completely 
constitute the desired reference frame.

BiomarC Fiducial Marker – Preloaded System
1.  Using standard sterile aseptic technique, remove the BiomarC Fiducial Marker 

System from the package. REMOVE THE SHEATH. Inspect the device for 
signs of damage.

2.  When placement of the BiomarC Fiducial Marker is desired, advance the device 
to the targeted site. Locate the target area using appropriate imaging technique. 

3.  Remove the stylet lock, if applicable.
4.  Completely advance the stylet forward and then rotate 180° to release the 

BiomarC Fiducial Marker from the device. 
5.  With the stylet completely advanced, remove entire delivery device.
6.  Dispose of the delivery device properly. 

8.  Repeat above steps with additional BiomarC Fiducial Markers to completely 
constitute the desired reference frame.

BiomarC Secure Fiducial Marker – Individually Packaged
1.  Using standard aseptic technique, remove the BiomarC Secure Fiducial 

Marker from the package. 
2.  Locate the target area. 
3.  Secure marker to targeted site using suture of choice. Do not insert a suture 

needle through the suture hole of the BiomarC Secure Fiducial Marker. 
4.  Repeat above steps with additional BiomarC Secure Fiducial Markers to 

completely constitute the desired reference frame.

HOW SUPPLIED 
BiomarC Fiducial Markers are individually packaged and supplied one (1), three (3) 
or ten (10) packages to a box. 

STORAGE 
Product should be stored at room temperature.

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 

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.

BiomarC® Fiducial Marker is a Registered Trademark of Carbon Medical Technologies, Inc.
©2021 Carbon Medical Technologies, Inc.  All Rights Reserved.
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CE-Kennzeichnung und Nummer der benannten Stelle (DE)

CE-märgis ja teavitatud asutuse tunnuskood (ET)

Oznaka CE i broj prijavljenog tijela (HR)
CE jelzés és a bejelentett szervezet száma (HU)

CE-merkteken en nummer aangemelde instantie (NL)
CE-merke og tilsynsmyndighets nummer (NO)

CE-märkning och id-nummer för anmält organ (SV)

Quantity (EN)

Antal (DA)
Menge (DE)

Kogus (ET)
Quantité (FR)

Mennyiség (HU)
Quantità (IT)
Kiekis (LT)
Daudzums (LV)
Aantal (NL)
Antall (NO)

Quantidade (PT)
Cantitate (RO)

Cantidad (ES)
Kvantitet (SV)
Miktar (TR)

Batch Code (EN)

Batchkode (DA)
Chargenbezeichnung (DE)

Partii kood (ET)
Code du lot (FR)
Šifra serije (HR)
Tételkód (HU)
Numero di lotto (IT)
Partijos kodas (LT)
Partijas kods (LV)
Batchcode (NL)
Batchkode (NO)
Kod partii (PL)
Código do lote (PT)
Cod de lot (RO)

Oznaka serije (SL)
Código del lote (ES)
Batchkod (SV)
Seri Kodu (TR)

Catalog number (EN)

Katalognummer (DA)
Katalognummer (DE)

Kataloogi number (ET)
Référence catalogue (FR)

Katalógusszám (HU)
Numero di catalogo (IT)
Katalogo numeris (LT)
Kataloga numurs (LV)
Catalogusnummer (NL)
Katalognummer (NO)
Numer katalogowy (PL)

Katalognummer (SV)

Use by Date (EN)

Holdbar til (DA)
Verwendbar bis (DE)

Tarvitamise lõpptähtpäev (ET)
Date d’expiration (FR)
Rok uporabe (HR)
Felhasználhatósági dátum (HU)
Scadenza (IT)
Tinkamumo naudoti data (LT)

Houdbaarheidsdatum (NL)
Brukes innen (NO)

Prazo de validade (PT)
Data de expirare (RO)

Rok uporabnosti (SL)
Fecha de caducidad (ES)
Sista förbrukningsdag (SV)
Son Kullanma Tarihi (TR)
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Manufacturer and Date of Manufacture (YYYY-MM-DD) (EN)

Fremstiller og fremstillingsdato (YYYY-MM-DD) (DA)
Hersteller und Herstellungsdatum (JJJJ-MM-TT) (DE)

Tootja ja valmistamise kuupäev (AAAA-KK-PP) (ET)
Fabricant et date de fabrication (AAAA-MM-JJ) (FR)

Gyártó és a gyártás dátuma (ÉÉÉÉ-HH-NN) (HU)
Produttore e data di fabbricazione (AAAA-MM-GG) (IT)
Gamintojas ir pagaminimo data (MMMM-MM-DD) (LT)

Fabrikant en productiedatum (JJJJ-MM-DD) (NL)
Produsent og produksjonsdato (ÅÅÅÅ-MM-DD) (NO)
Producent i data produkcji (RRRR-MM-DD) (PL)
Fabricante e data de fabrico (AAAA-MM-DD) (PT)

Proizvajalec in datum proizvodnje (LLLL-MM-DD) (SL)
Fabricante y fecha de fabricación (AAAA-MM-DD) (ES)
Tillverkare och tillverkningsdatum (YYYY-MM-DD) (SV)
Üretici ve Üretim Tarihi (YYYY-AA-GG) (TR)

Authorized Representative in the European Community (EN)

Bevollmächtigter in der Europäischen Gemeinschaft (DE)

Volitatud esindaja Euroopa Ühenduses (ET)
Représentant autorisé dans la Communauté européenne (FR)

Hivatalos képviselet az Európai Közösségben (HU)
Rappresentante autorizzato per la Comunità Europea (IT)

Erkend vertegenwoordiger in de Europese Gemeenschap (NL)
Autorisert representant i EU (NO)
Autoryzowany przedstawiciel w Unii Europejskiej (PL)
Representante autorizado na Comunidade Europeia (PT) 

Representante autorizado en la Comunidad Europea (ES)
Auktoriserad representant i Europeiska gemenskapen (SV)

Consult Instructions for Use (EN)

Se brugsanvisningen (DA)
Gebrauchsanweisung beachten (DE)

Tutvuge kasutusjuhistega (ET)
Consulter le mode d’emploi (FR)
Pogledajte upute za uporabu (HR)
Olvassa el a használati utasítást (HU)
Consultare le istruzioni per l’uso (IT)
Skaityti naudojimo instrukcijas (LT)

Raadpleeg de gebruiksaanwijzing (NL)
Les instruksjoner for bruk (NO)

Consultar as instruções de utilização (PT)

Glejte navodila za uporabo (SL)
Consultar las instrucciones de uso (ES)
Se bruksanvisningen (SV)
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Do not use if package is damaged (EN)

Bei beschädigter Verpackung nicht verwenden (DE)

Ärge kasutage, kui pakend on kahjustatud (ET)
Ne pas utiliser si l’emballage est endommagé (FR)

Ne használja, ha a csomagolás sérült (HU)
Non utilizzare il prodotto se la confezione è danneggiata (IT)

Niet gebruiken als de verpakking beschadigd is (NL)

Do not re-use (EN)

Nicht wiederverwenden (DE)

Ärge korduskasutage (ET)
Ne pas réutiliser (FR)
Nemojte ponovno upotrebljavati (HR)

Non riutilizzare (IT)
Nenaudoti pakartotinai (LT)

Niet opnieuw gebruiken (NL)

Não reutilizar (PT)
A nu se reutiliza (RO)

Ne uporabite znova (SL)
No reutilizar (ES)

Single Sterile Barrier System (EN)

Systém s jednou sterilní bariérou (CS)
Enkelt sterilt barrieresystem (DA)
Einzel-Sterilbarrieresystem (DE)

Ühekordne steriilne kaitsesüsteem (ET)
Système de barrière stérile unique (FR)
Sustav s jednom sterilnom barijerom (HR)

Sistema a singola barriera sterile (IT)
Vieno sterilaus barjero sistema (LT)

Enkelvoudig steriel barrièresysteem (NL)
Enkelt sterilt barrieresystem (NO)
System pojedynczej bariery sterylnej (PL)

Sistem enojne sterilne pregrade (SL)

Tek Steril Bariyer Sistemi (TR)
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MR

MD

Sterilized using Ethylene Oxide (EN)

Sterilizováno pomocí ethylenoxidu (CS)
Steriliseret med ethylenoxid (DA)
Das Produkt wurde mit Ethylenoxid sterilisiert  (DE)

Steriliseeritud etüleenoksiidiga (ET)
Stérilisé à l’oxyde d’éthylène (FR)
Sterilizirano etilen-oksidom (HR)
Etilén-oxiddal sterilizálva (HU)
Sterilizzato con ossido di etilene (IT)
Sterilizuota etileno oksidu (LT)

Gesteriliseerd met ethyleenoxide (NL)
Sterilisert ved bruk av etylenoksid (NO)

Esterilizado por óxido de etileno (PT)

Sterilizované etylénoxidom (SK)
Sterilizirano z etilen oksidom (SL)
Esterilizado con óxido de etileno (ES)
Steriliserad med etenoxid (SV)

MR Conditional (EN)

MR-betinget (DA)
Bedingt MRT-sicher (DE)

MR-tingimuslik (ET)
Compatible avec l’IRM dans certaines conditions (FR)
Uvjetno sigurno za MR (HR)
MR-környezetben feltételesen biztonságos (HU)
A compatibilità RM condizionata (IT)

MR-voorwaardelijk (NL)
MR-betinget (NO)

Compatível com RM sob certas condições (PT)

Pogojno primerno za uporabo z MR (SL)
Compatible con RM (ES)
MR-villkorlig (SV)

Medical Device (EN)

Medicinsk anordning (DA)
Medizinprodukt (DE)

Meditsiiniseade (ET)
Dispositif médical (FR)
Medicinski proizvod (HR)
Orvostechnikai eszköz (HU)
Dispositivo medico (IT)

Medisch hulpmiddel (NL)
Medisinsk enhet (NO)
Wyrób medyczny (PL)
Dispositivo médico (PT)
Dispozitiv medical (RO)
Zdravotnícka pomôcka (SK)

Producto sanitario (ES)
Medicinsk utrustning (SV)

Distributor (EN)

Distributor (CS)

Lieferant (DE)

Turustaja (ET)
Distributeur (FR)
Distributer (HR)
Forgalmazó (HU)
Distributore (IT)
Platintojas (LT)

Distributeur (NL)

Dystrybutor (PL)
Distribuidor (PT)
Distribuitor (RO)

Distributer (SL)
Distribuidor (ES)
Distributör (SV)
Distribütör (TR)
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Importer (EN)

Dovozce (CS)

Importeur (DE)

Maaletooja (ET)
Importateur (FR)
Uvoznik (HR)

Importatore (IT)
Importuotojas (LT)

Importeur (NL)

Importer (PL)
Importador (PT)
Importator (RO)
Dovozca (SK)
Uvoznik (SL)
Importador (ES)
Importör (SV)

Compatible With (EN)

Kompatibilní s (CS)
Kompatibel med (DA)
Kompatibel mit (DE)

Ühildub (ET)
Compatible avec (FR)
Kompatibilno s (HR)

Compatibile con (IT)
Suderinama su (LT)

Compatibel met (NL)
Kompatibel med (NO)
Kompatybilny z (PL)
Compatível com (PT)
Compatibil cu (RO)
Kompatibilné s (SK)

Compatible con (ES)
Kompatibel med (SV)
Uyumluluk (TR)

Do not re-sterilize (EN)

Nicht erneut sterilisieren (DE)

Ärge steriliseerige uuesti (ET)
Ne pas restériliser (FR)
Nemojte ponovno sterilizirati (HR)

Non risterilizzare (IT)
Nesterilizuokite pakartotinai (LT)

Niet opnieuw steriliseren (NL)

Não voltar a esterilizar (PT)
A nu se resteriliza (RO)
Opakovane nesterilizujte (SK)
Izdelka ne sterilizirajte znova (SL)
No volver a esterilizar (ES)

Yeniden sterilize etmeyin (TR)
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Patientifentikikation (DA)
Patientenkennung (DE)

Betegazonosítás (HU) 

Date (EN)

Datum (CS)
Dato (DA)
Datum (DE)

Kuupäev (ET)
Date (FR)
Datum (HR)
Dátum (HU)
Data (IT)
Data (LT)
Datums (LV) 
Datum (NL)
Dato (NO)
Data (PL)
Data (PT)

Dátum (SK)
Datum (SL)
Fecha (ES)
Datum (SV)
Tarih (TR) 

Health care centre or Doctor (EN)

Gesundheitszentrum oder Arzt (DE)

Tervisekeskus või arst (ET) 
Centre de santé ou médecin (FR) 

Egészségügyi központ vagy orvos (HU) 
Medico o centro sanitario (IT) 

Zorginstelling of arts (NL) 
Helsesenter eller lege (NO)
Placówka ochrony zdrowia lub lekarz (PL)

Centru sanitar sau medic (RO)
Stredisko zdravotnej starostlivosti alebo lekár (SK)
Zdravstvena ustanova ali zdravnik (SL)
Centro de atención sanitaria o médico (ES) 
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