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1. Introduction 

1.0.0.1 
The emergence and rapid development of Magnetic Resonance Imaging (MRI) in recent 
years has made MRI competitive with, and in many cases preferable to, many existing 
invasive and non-invasive imaging technologies. Primarily a neuroradiologic tool when 
introduced, MRI has quickly become the method of choice in many clinical fields, including 
cardiovascular imaging. In detecting the extent and precise location of myocardial ischemia, 
or in the diagnosis of arrhythmogenic right ventricular cardiomyopathy, MRI is the 
preferred investigative method. In general, MRI can currently be applied in the examination 
of almost all organs and systems, with the exception of those that have a low density of 
protons, such as the flat bones of the calvarium or the lungs. MRI is non-invasive, and since 
the electromagnetic energy applied in MRI is relatively weak, it carries no radiation burden. 
Furthermore, it is highly improbable that this energy is able to break chemical or biological 
bonds. Therefore, after almost thirty years of the clinical use, MRI is considered a safe 
technique. 

1.0.0.2 
There are approximately 60 million MRI scans performed worldwide every year (Sutton et 
al., 2008), and approximately two million Europeans currently have a cardiac pacemaker. It 
is estimated that between 50-75% of patients with a cardiac implant will be indicated for an 
MRI (Nazarian & Halperin, 2009), and every five seconds a patient is denied an MRI because 
of an implantable cardiac device (Medtronic, 2010). The increase in both indications for MRI 
and the prevalence of implanted cardiac pacemakers has necessitated the development of an 
MR conditional cardiac pacemaker system. As mentioned, MRI is preferable to other 
imaging methods in many cases, and the advent of MR conditional pacemaker systems 
allows the clinician to take advantage of this imaging modality (Figures 1, 2). 

2. Magnetic resonance imaging 

2.1 Basic principles 
2.1.0.3 
A thorough exposition of the principles governing magnetic resonance imaging is beyond 
the scope of this text, and we refer those interested readers to any of the excellent resources 
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available on this subject (McRobbie et al., 2007). It is however important to explain some of 
the basic principles of the modality as they relate to the safety of implanted cardiac 
pacemakers and related devices. An MR system unsurprisingly uses magnetic fields to 
induce and detect subtle changes in the imaging subject, transforming this information into 
images. The system is able to accomplish this feat using three cooperating fields: a static 
magnetic field, gradient magnetic fields, and radio frequency (RF) fields. 
 

 
(a) CT (b) FLAIR 

Fig. 1. Computerized tomography (CT) image and fluid-attenuated inversion recovery 
(FLAIR) MR image in the same patient with an EnRhythm MRI SureScan MR conditional 
pacemaker system. The images illustrate the advantages of MRI in some pathologies. In this 
patient, only slight hypodensity in the frontal region is visible in the CT image. The FLAIR 
image shows the extent and character of the pathology with greater precision — in this case, 
low grade astrocytoma. 

2.1.0.4 
The static magnetic field (B0) of an MR system, as the name implies, remains constant and is 
present at all times, even when no examination is taking place. The magnetic flux density 
(magnitude) of this field is denoted in Tesla (T) (1T = 10,000 gauss), with most clinical 
scanners in use today being 1.5T or 3T. As a comparison, the magnetic flux density of the 
earth is approximately 50 μT (0.5 gauss). The source of this field is a coil, made of a specific 
alloy that when cooled to a temperature close to absolute zero loses nearly all electrical 
resistance. This condition is called superconductivity, and it enables the static magnetic field 
to remain on at all times, without the requirement of an external electric current to maintain 
the field. Another advantage of superconductive coils is their ability to provide a very 
homogeneous field, which is necessary for MR imaging. 
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Fig. 2. MR conditional pacemaker systems also enable NMR spectroscopic studies of the 
brain, where individual brain metabolites are visualized. This spectroscopic examination 
was performed in the same patient as presented in Figure 1, and here an increased choline 
peak suggests the presence of brain tumor. This technique is especially sensitive to the 
homogeneity of the magnetic field, and the presence of the MR conditional cardiac 
pacemaker system did not negatively influence the results. 

2.1.0.5 
Clinical MRI is proton imaging, and only hydrogen nuclei in different local magnetic 
environments and conditions are imaged. Protons have a property called spin, which is the 
total angular momentum of its constituent parts (in fact many MR-related texts use spins 
synonymously with protons), as well as a magnetic dipole moment. When the subject is 
placed in the B0 field, the protons tend to align with the B0 field, and their magnetic dipole 
moments begin to precess. The usual analogy given to help visualize precession is the 
wobble of a spinning top. Precession results from torque when a magnetic dipole is placed 
in an external field. This is termed Larmor precession, and the frequency of precession is 
proportional to the magnetic field magnitude as stated by the Larmor equation (see 
Equation 1, where ω is precessional frequency, γ is gyromagnetic ratio (a constant for a 
given nucleus), and B0 is the magnitude of the magnetic field). This alignment of protons in 
the B0 field is the first step in creating MR images. 

 
0

Bω γ=  (1) 
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2.1.0.6 
Magnet field gradients are provided by the three paired orthogonal gradient coils, being 
superimposed on the static (B0) field. The gradients are applied in short pulses and vary in 
amplitude, time and direction, allowing slice selection, frequency encoding, and phase 
encoding. To state this more simply, the linear gradients produced by the gradient coils 
allow spatial encoding of the imaging data (the gradient coils also serve an important role in 
many pulse sequences). Two critical properties of gradient coils that affect image quality 
and have important safety implications are the gradient strength and the gradient slew rate. 
Gradient strength (amplitude) is the change in field strength per unit distance, and is given 
in mT/m. The gradient slew rate is the rate of ascent or descent of a gradient from zero to its 
maximum amplitude, and is given in mT/m/msec, or more often in T/m/s. 

2.1.0.7 
Radio frequency pulses, in the most simplistic sense, are used to excite the protons so that 
meaningful data can be captured and used for image reconstruction. An RF pulse is a 
magnetic field oscillating at the Larmor frequency. When these pulses are applied for specific 
short durations, they are able to transfer energy to protons, or more accurately to change the 
spin state of protons, which are precessing at the same frequency. This is termed nuclear 
magnetic resonance, and is the process after which this modality is named. The result of the 
process is a change in energy state in the same direction as the B0 field (a decrease in 
longitudinal magnetization), and the development of precessional phase coherence 
(development of transversal magnetization). Transversal magnetization is an essential process 
for MRI (Figure 3). Precessional phase coherence results in a vector of magnetization 
transverse to the B0 field that, in the absence of phase coherence, is canceled out. Since this 
vector is not in the same plane as the B0 field, it is not obscured by the B0 field and can be 
detected. The protons quickly return to a lower energy state after cessation of the RF pulse in a 
process called relaxation. Longitudinal relaxation results in the transfer of thermal energy to 
the surrounding environment (spin-lattice relaxation), and is the basis for an important safety 
consideration, the specific absorption rate (SAR), which will be discussed shortly. 
 

z zz

xx x

y y y

 
Fig. 3. The development of transversal magnetization. 

2.1.0.8 
An important point to note about the magnetic field produced by an MR system is that it 
extends beyond the bore of the magnet—this is call the fringe field. The fringe field 
produced by the superconductive coils of an MR system is analogous to the magnetic flux 
lines that can visualized by placing iron shavings around a permanent magnet (Figure 4). 
The magnetic flux density of the fringe field decreases by the squared distance from the 
magnet, and this attenuation of magnitude is enhanced by the active magnetic shielding 
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present in all modern scanners. The “5 gauss line” is clearly marked around the scanner, 
generally being a line painted on the floor of the scanner room, which denotes the point at 
which the field is 5 gauss (0.5 mT). Five gauss is considered the maximum safe level of 
exposure for the general public, and access between this line and the bore of the magnet is 
strictly controlled. 
 

 
Fig. 4. Diagram illustrating the magnetic flux lines of a solenoid. 

2.2 Safety 
2.2.0.9 
MRI is remarkable in that it can deliver images with superb soft tissue contrast while 
exposing the patient to very little risk. Nevertheless, there are important safety concerns that 
must be considered when performing an MR examination. In contrast to the stochastic 
effects of ionizing radiation used in many radiological modalities, e.g., X-ray or 
computerized tomography (CT) examinations, the effects of the magnetic fields used in MR 
systems on biological tissues follow a deterministic model. Therefore, the magnitude of the 
effect is dependent on parameters relating to exposure and can be predicted to a large 
extent, allowing the establishment of appropriate safety thresholds. 

2.2.0.10 
Several international organizations provide valuable safety recommendations for MRI. The 
International Electrotechnical Commission (IEC) and the International Commission on Non 
Ionizing Radiation Protection (ICNIRP) are two such organizations that provide guidance to 
manufacturers, regulatory bodies, and the public. As our discussion on MRI safety will 
primarily focus on implanted devices, we encourage readers interested in more detailed 
safety information to consult the documentation provided by the commissions mentioned 
above, or any of the excellent texts available on this subject (ICNIRP, 2009; IEC, 2010; 
Shellock, 2009). 

2.2.0.11 
The response of matter to an applied external field can be classified as diamagnetic, 
paramagnetic, or ferromagnetic (superparamagnetism, antiferromagnetism, and other types 
of magnetism may also be described, but are omitted here for the sake of simplicity). 
Diamagnetism is present in all materials and is the weakest property of the three. When 
para- and ferromagnetism are not present, diamagnetism is the dominant property and the 
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material is said to be diamagnetic. The electrons in these materials are covalently bound, 
balanced in magnetic moment, and tend to align in a way that opposes the applied external 
field. Most biological tissues are diamagnetic. In paramagnetic materials, the magnetic 
moments of electrons do not balance completely, and these materials exhibit a 
magnetization that is proportional to the applied external field. Paramagnetism is stronger 
than diamagnetism, and when present in a material it overpowers its inherent diamagnetic 
properties. Finally, ferromagnetic materials have domains in which the magnetic moments 
of unpaired electrons align parallel to each other. The domains are arranged in random 
orientations, but in the presence of an external field the domains become aligned and the 
material is said to be magnetized. Ferromagnetism is several orders of magnitude stronger 
than paramagnetism. 

2.2.1 Magnetic field safety 
2.2.1.1 
The magnetic fields used in MRI can interact with implanted devices in several ways. Para- 
and ferromagnetic materials, provided they are not spherical in shape, will attempt to align 
themselves with the external B0 and gradient fields to minimize free energy. This 
magnetomechanical interaction may exert force, torque or vibrational effects on the 
implanted device, which if significant could lead to tissue damage, lead displacement, or 
device malfunction. The B0 field may intermittently affect reed switch activity, leading to 
asynchronous pacing or inhibition of pacing. Current may be induced in the leads by the 
gradient magnetic fields, this in turn may cause over- or under-sensing resulting in pacing 
inhibition or acceleration. Restrictions in the maximum gradient slew rate help to minimize 
induced current. RF fields may also induce current in the leads leading to inappropriate 
pacing. Furthermore, RF fields may cause significant heating of the leads due to induction, 
with lead temperatures increasing up to 20°C (Luechinger et al., 2005). Lead heating is an 
important safety consideration as it may lead to tissue necrosis. The SAR, the energy 
absorbed per unit of tissue mass and time, is restricted to minimize temperature gains. The 
SAR is calculated by the MR system, and more restrictive SAR limits must be observed 
when imaging patients with MR conditional pacing systems. 

2.2.2 Device Safety 
2.2.2.1 
ASTM International (formally, the American Society for Testing and Materials) is a 
voluntary standards development organization responsible for the development of medical 
device safety standards in the MR environment recognized by the FDA (ASTM, 2008). The 
standard stipulates that device testing evaluate magnetically induced displacement force, 
magnetically induced torque, heating by RF fields, and MR image artifacts from passive 
implants. After testing, the device may be classified into one of three categories: MR safe, 
MR conditional, and MR unsafe. 
 

 
Fig. 5. MR safe symbol 
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2.2.2.2 
MR Safe — MR safe items pose no known hazards in all MR environments (Figure 5). Items 
in this category include diamagnetic materials known to be MR safe, or if determined to be 
MR safe from product testing, must include the highest static field strength that the item 
was tested in. 
 

 
Fig. 6. MR conditional symbol 

2.2.2.3 
MR Conditional — MR conditional items have been demonstrated to pose no known 
hazards in a specified MRI environment with specified conditions of use (Figure 6). Field 
conditions that define the MRI environment include static magnetic field strength, spatial 
gradient, dB/dt (time varying magnetic fields), radio frequency fields, and specific 
absorption rate. Additional conditions, including specific configurations of the item may be 
required. Conditions for safe operation must be defined and observed. 
 
 

 
Fig. 7. MR unsafe symbol 

2.2.2.4 
MR Unsafe — MR unsafe items are known to pose hazards in all MR environments (Figure 
7). The presence of an MR unsafe item is obviously a contraindication to MR examination. 
Implantable cardiac pacemakers usually belong to this category. 

3. MR conditional cardiac pacemaker systems 

3.1 Introduction 
3.1.0.5 
The same need to perform MRI examinations in some patients with implanted cardiac 
pacemakers that spurred the development of MR conditional devices, also led some 
clinicians and researchers to attempt MRI examinations in non-pacemaker dependent 
patients with nonapproved devices. In each instance, the benefit of performing the 
examination was determined to out-weigh any associated risks. There have been some 
publications detailing the results of such endeavors, and in general they report satisfactory 
results (Luechinger et al., 2005; Nazarian et al., 2006; Sommer et al., 2006). However, one 
cannot generalize from these studies that all non-dependent patients with nonapproved 
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cardiac pacemakers can safely undergo an MRI examination, even when implementing 
stringent safety precautions, as these studies are limited by small sample sizes and the 
variety of implanted pacemakers, leads, and combinations thereof that were investigated. At 
least ten deaths have been attributed to MRI procedures in patients with cardiac pacemakers 
(Kanal et al., 2007; Martin et al., 2004). In light of these documented events, the clinician 
must be aware of potentially fatal outcomes when a standard implanted cardiac pacemaker 
is exposed to the strong magnetic fields of an MR system. These studies can however 
provide valuable guidance in those situations when a patient would benefit greatly from an 
MRI but has an MR unsafe device. 

3.1.0.6 
One response to the limited sample size in the studies mentioned previously has been the 
creation of the MagnaSafe Registry (MagnaSafe, 2010). The MagnaSafe Registry is a 
prospective multi-center study designed to determine the risk of non-thoracic 1.5T MRI 
scanning for patients with implanted cardiac devices, and aims to collect data from 1500 
MRI examinations (1000 cardiac pacemakers, 500 implantable cardioverter-defibrillators). 
The data collected should help to refine safe scanning protocols and allow relatively better 
informed consent in those instances when an MRI is warranted and the patient does not 
enjoy the benefit of an MR conditional device. Some critics however have voiced concern 
over the utility of the registry, correctly pointing out that the study will likely lack the 
necessary power to establish the safety of any one device/lead combination. 

3.1.0.7 
With the vast number of cardiac pacemakers on the market, a great number of leads, and an 
overwhelming number of component combinations, device manufacturers have turned their 
attention to developing cardiac pacemaker systems designed specifically to minimize the 
safety concerns relevant to MRI examinations. MR conditional pacemaker systems are 
specific pacemaker/lead combinations that have undergone rigorous testing to establish 
their safety. 

3.2 General principles shared by MR conditional pacemaker systems 
3.2.0.8 
Two manufacturers have been award CE approval to market their MR conditional 
pacemaker systems in the European Economic Area (EEA). Medtronic currently has CE 
approval for three systems: the EnRhythm, Advisa, and Ensura MRI SureScan pacing 
systems. Biotronik currently has CE approval for two systems: the Evia and the Entovis 
ProMRI MR conditional pacing systems. 

3.2.0.9 
These devices differ in some aspects from standard cardiac pacemakers. First, the amount of 
ferromagnetic parts is minimized, therefore the static magnetic field does not induce 
significant torque or vibration. Second, the leads of the pacemaker are isolated, therefore 
increases in temperature are also minimized. Third, the gradient and RF fields do not 
interfere with the pacing regime of the device on the condition that an MR conditional mode 
is activated. These features enable MR scanning in closed bore 1.5 Tesla systems. 
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3.2.0.10 
MR scanners at 1.5 Tesla currently represent the gold standard of clinical MR imaging. A 
common sense rule that usually applies in MR imaging is that if a metallic implant is safe at 
a field strength of 1.5 Tesla, it is automatically safe for lower external fields. In the case of 
MR conditional cardiac pacemakers, this common sense rule does not apply. These devices 
have been constructed to be safe at a resonance frequency of approximately 64 MHz that 
corresponds to the external field of 1.5 Tesla. Different resonance frequencies, lower or 
higher, may interfere with the pacemaker system and thus be dangerous. 

3.2.0.11 
Our institution has practical experience with MRI in patients with MR conditional cardiac 
pacemakers as part of routine clinical practice, and also as participants in the EnRhythm 
SureScan clinical study (Vymazal et al., 2009). Over thirty patients with this device have been 
scanned at 1.5 Tesla in our hospital, and we have experienced no adverse events to date. 

3.3 MRI in patients with MR conditional pacemaker systems 

3.3.0.12 
In a certain sense, the emergence of these medical devices complicates what has been, until 
now, a relatively straightforward situation. While until recently the presence of any 
implanted cardiac pacemaker was an absolute contraindication to MRI, now a radiological 
technician or radiologist has to ensure that several pre-MRI scanning conditions are met. 
First, it is important to ascertain that the patient does not have any other implanted devices, 
and that there are no abandoned, broken or intermittent leads, lead extensions or lead 
adapters present. This should be verified by chest X-ray, which also serves to identify the 
system as MR conditional. A standard chest X-ray reveals radiopaque markers on the 
device, unique for the specific type of pacemaker (Figure 8). Specific radiopaque markers are 
also present in the leads of Medtronic systems (Figure 9). The pacing system must be 
implanted for at least six weeks, and must in the left/right pectoral region. The six week 
period after the system has been implanted is an arbitrary period that also applies for most 
stents, metallic prosthesis, and other implants. The patient must also bring printed 
confirmation that specific MR pacing parameters have been activated. This includes 
activation of the MR conditional mode, and selection of an MRI pacing mode and rate. The 
printed confirmation is generated by a programming device and should be signed by the 
cardiologist or cardiovascular technician (Figure 10). Finally, suitable equipment for the MRI 
environment must be used for patient monitoring during the scanning procedure. An 
external defibrillator must also be available. Pre-MRI requirements are given in Table 1. 
 

 Medtronic Biotronik 
Time since implantation >6 weeks >6 weeks 

Radiopaque marker PVX/PTA SF 
IPG position L/R pectoral Chest area 

Activate MR Mode X X 
Capture threshold <2.0 V at 0.4 ms X X 

Lead impedance 200-1500 Ω X X 

Table 1. Pre-MRI requirements for patients with MR conditional cardiac pacemaker systems. 
IPG, implantable pulse generator 
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3.3.0.13 
After the pre-MRI scanning conditions have been met, the patient may undergo an MRI at 
1.5 Tesla. Specific rules and limitations for imaging in patients with MR conditional systems 
are quite similar between systems and manufacturers, and are summarized in Table 2. Of 
note, the lateral decubitus position is contraindicated, and Biotronik further restricts patient 
position to only dorsal. Transmit coils cannot be used with Biotronik systems, only receive-
only coils may be used. Biotronik systems also have a scan exclusion zone which must be 
observed (Figure 11). No coils, including receive-only coils, may be positioned within the 
scan exclusion zone. The result of this limitation is that no imaging data may be collected for 
this zone. The total scan time is also restricted to thirty minutes in Biotronik systems. 
 

 
(a) (b) 

Fig. 8. Plain film chest X-ray allows visual confirmation of lead placement and integrity, 
implantable pulse generator (IPG) position, and MR conditional radiopaque markers (arrows). 
 

 Medtronic Biotronik 

B0 field 1.5T 1.5T 

GSR ≤ 200 T/m/s ≤ 200 T/m/s 

SAR — head ≤ 2W/kg ≤ 2W/kg 

SAR — body < 3.2W/kg < 3.2W/kg 

Patient position No lateral decubitus only dorsal 

Patient monitoring ECG/PO/BP ECG+PO/ECG+BP 

Scanning Whole body Scan exclusion zone 

Coils Transmit/receive Only receive 

Min. patient height — 1.4 m 

Table 2. Specific rules and limitations for MR scanning in patients with MR conditional 
cardiac pacemaker systems. SAR, specific absorption rate; GSR, gradient slew rate; ECG, 
electrocardiogram; PO, pulse oximetry; BP, blood pressure 
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3.3.0.14 
After the MR examination is finished, the integrity of the pacemaker system should be 
evaluated by the programming machine, and it should be returned to normal operating mode. 
 

 
Fig. 9. Radiopaque symbols on the Medtronic EnRhythm MRI SureScan system. |—Location 
of the device radiopaque symbol, ~—Device radiopaque symbol, ¡—Lead radiopaque 
symbol. 

 

 
Fig. 10. Example pre-MRI report documenting activation of the MR conditional mode, and 
selection of an MRI pacing mode and rate. 

3.4 Currently approved MR conditional pacemaker systems 
3.4.0.15 EnRhythm MRI™ SureScan™ pacing system 
Medtronic’s EnRhythm MRI SureScan pacing system received CE approval in November, 
2008, and was the first MR conditional pacing system commercially available. The 
EnRhythm MRI SureScan pacing system consists of the EnRhythm MRI SureScan 
implantable pulse generator (IPG) and the CapSureFix MRI SureScan pacing leads. When 
the EnRhythm MRI SureScan pacing system was introduced, an isocenter landmark 
exclusion zone was stipulated between the superior surface of C1 and the inferior surface of 
T12, with respect to the position of the patient within the scanner bore, relative to the 
isocenter landmark of the bore. Recently this restriction has been lifted, and the EnRhythm 
MRI SureScan pacing system is now approved for full body imaging (Burrows, 2010). 
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3.4.0.16 
The EnRhythm MRI SureScan pacing system can be identified on chest X-ray by specific 
radiopaque markers (Figure 12). The device radiopaque marker found on the IPG features 
the Medtronic company symbol, with a tilde (~) symbol above designating the device as MR 
conditional. Between these two symbols three letters are visible, in this case “PTA”, which 
identifies this as a first generation SureScan device. Radiopaque markers on the leads are 
seen as a set of wavy lines close to the lead/IPG junction. This identifies the leads as MR 
conditional SureScan pacing leads. 
 

 
Fig. 11. Permissible positioning zone and scan exclusion zone for Biotronik Evia and Entovis 
ProMRI pacemaker systems. Starting from the foot end, the maximum allowed positioning 
mark for the isocenter is at the hip bone level. Starting from the top of the skull, the 
maximum allowed positioning mark for the isocenter is at the level of the eyes. 
 

3

 
Fig. 12. Figure demonstrating the EnRhythm radiopaque device marker. |—Marker 
identifying the device as MR conditional, ~—Medtronic identifer, ¡ —Specific device 
identifier. 
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3.4.0.17 
The EnRhythm MRI SureScan pacing system is no longer commercially available, having 
been supplanted by the company’s next generation MR conditional pacing systems. 

3.4.0.18 Advisa DR MRI™ SureScan™ pacing system 
The Advisa DR MRI SureScan pacing system received CE approval in June, 2009, and is one of 
Medtronic’s second generation MR conditional pacing systems. The Advisa DR MRI SureScan 
pacing system consists of the Advisa MRI SureScan IPG and the MRI SureScan leads. 

3.4.0.19 
The Advisa DR MRI SureScan pacing system can also be identified on chest X-ray by 
specific radiopaque markers (Figure 13). The device radiopaque marker found on the IPG 
features the Medtronic company symbol, with a tilde (~) symbol above designating the 
device as MR conditional. Between these two symbols three letters are visible, in this case 
“PVX”, which identifies this as a second generation SureScan device. Radiopaque markers 
on the leads are seen as a set of wavy lines close to the lead/IPG junction. This identifies the 
leads as MR conditional SureScan pacing leads. 
 

3

 
Fig. 13. Figure demonstrating the Advisa/Ensura radiopaque device marker. | — Marker 
identifying the device as MR conditional, ~ — Medtronic identifer, ¡ — Specific device 
identifier. 

3.4.0.20 Ensura MRI™ SureScan™ pacing system 
The Ensura MRI SureScan pacing system was awarded CE approval in June, 2010, and is 
also a second generation MR conditional pacing system produced by Medtronic. The Ensura 
MRI SureScan pacing system is closely related to the Advisa MRI SureScan pacing system, 
and from the perspective of MRI safety they are the same. The Ensura system does differ in 
the pacing options available, being essentially a less featured and more affordable version of 
Advisa. 

3.4.0.21 
The radiopaque markers of the Ensura MRI SureScan pacing system are identical to the 
Advisa system described above (Figure 13). 

3.4.0.22 Evia ProMRI® MR conditional pacing system 
Biotronik received CE approval for the Evia ProMRI MR Conditional Pacing System in 
April, 2010. The Evia ProMRI system consists of the Evia SR/DR ProMRI IPG and Safio MR 
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conditional leads. A “-T” following the IPG model designation indicates that the device is 
equipped for Home Monitoring® service. Specific limitations with respect to MRI are 
summarized in Table 2, of note, a scan exclusion zone and permissible positioning zones 
within the MRI bore must be observed for safe operation (Figure 11). 

3.4.0.23 
The Evia ProMRI IPG can be identified by radiopaque markers on the device (Figure 14). 
The Biotronik logo is visible on the left, followed by two letters, in this case “SF”, which 
identify the device family. No radiopaque markers are present on the leads, necessitating 
that the investigating physician carefully review the patient documentation to ensure 
approved Safio leads are present. 
 

 
Fig. 14. Figure demonstrating the Biotronik radiopaque device marker. | — Radiopaque 
device marker, ~ —Biotronik identifier, ¡ —Specific device identifier. 

3.4.0.24 Entovis ProMRI® MR conditional pacing system 
3.4.0.25 
The Entovis ProMRI MR Conditional Pacing System produced by Biotronik also received CE 
approval in April, 2010. The Entovis ProMRI MR Conditional Pacing System consists of the 
Entovis DR/SR ProMRI IPG and Safio MR conditional leads. Like the Evia ProMRI IPG, a  
“-T” following the model designation indicates that the device is equipped for Home 
Monitoring® service. The Entovis ProMRI IPG is identical to the Evia ProMRI IPG from the 
perspective of MRI safety and radiopaque markers, as the two devices differ only in feature 
set and price point (Figures 11, 14). 

4. Conclusion 

4.0.0.26 
MR conditional pacing systems are being actively developed, tested and refined by many 
cardiac pacemaker manufacturers. Currently, there are no FDA-approved MR conditional 
pacemaker systems, although several companies are actively pursuing this. The Revo MRI 
SureScan pacemaker system produced by Medtronic is expected to be the first system to 
gain FDA approval, after receiving unanimous recommendation from the FDA Circulatory 
System Devices Advisory Panel in March, 2010. The Revo MRI SureScan pacemaker system 
is a second generation Medtronic pacemaker system like the Advisa and Ensura. If 
approved, this system will have the same isocenter landmark exclusion zone that the 
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EnRhythm system launched with. No transmit coils may be used in this zone, but receive 
only coils are permitted, allowing off-center imaging of thoracic and abdominal organs 
(Figure 15). In other respects the Revo system is not expected to differ significantly from 
other second generation Medtronic systems. 
 

 
(a) (b) 

Fig. 15. (a) Magnetic resonance cholangiopancreatography (MRCP) examination in a patient 
with an EnRhythm MRI SureScan MR conditional pacemaker system using an off-center 
scanning approach. (b) True fast imaging with steady-state precession (TrueFISP) image of 
the abdomen in the same patient, also performed using an off-center scanning approach. 

4.0.0.27 
In the future we expect to see more of these devices gaining approval and appearing in our 
daily practice. As indications for MRI and the prevalence of implanted cardiac pacemakers 
increase, MR conditional cardiac pacemakers will do our patients a great service by giving 
them access to a powerful imaging modality while exposing them to a minimum of risk. 
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