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The management of patients with a cardiac implanted electronic device (CIED) receiving radiotherapy (RT) is
challenging and requires a structured multidisciplinary approach. A consensus document is presented as a result
of a multidisciplinary working group involving cardiac electrophysiologists, radiation oncologists and physicists
in order to stratify the risk of patients with CIED requiring RT and approaching RT sessions appropriately.

When high radiation doses and beam energy higher than 6 MV are used, CIED malfunctions can occur during treat-
ment. In our document, we reviewed the different types of RT and CIED behavior in the presence of ionizing radia-
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Cardiac resynchronization therapy of view. We also reviewed in vitro and in vivo literature data and other national published guidelines on this issue
Devices so far. On the basis of literature data and consensus of experts, a detailed approach based on risk stratification and
Implantable cardioverter defibrillator appropriate management of RT patients with CIEDs is suggested, with important implications for clinical practice.
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1. Purpose of the paper

The management of patients with a cardiac implanted electronic
device (CIED) receiving radiotherapy (RT) is challenging and re-
quires a structured multidisciplinary approach. The Italian Associa-
tions of Arrhythmologists (Associazione Italiana Aritmologia e
Cardiostimolazione — AIAC), Radiation Oncologists (Associazione
Italiana Radioterapia Oncologica — AIRO) and Medical Physicists
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(Associazione Italiana Fisica Medica — AIFM) formed a multidisci-
plinary working group to develop a consensus document for the
management of patients with a cardiac implantable electronic
device (CIED) undergoing radiotherapy (RT).

In patients with CIEDs, including cardiac pacemakers (PM) and
implantable cardioverter-defibrillators (ICD), RT could compromise
CIED function and, moreover, CIED could limit RT options.

In the presence of high radiation doses (in Gy) and especially when
beam energy >6 MV are used, both software and hardware errors may
occur [1]. Malfunctions can be:

1. transient (due to electromagnetic interference and occurring only
during radiation exposure)
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2. reset to back-up setting, which can be reverted by CIED programming
3. permanent, requiring CIED substitution.

Electromagnetic interference could lead to

e inappropriate pacing inhibition, particularly dangerous, even if brief,
in pacing-dependent patients (usually defined as patients without
intrinsic or escape rhythm >30/min)

e inappropriate antitachycardia therapies (including ICD shock) when
long enough to be recognized as ventricular fibrillation (>5-10 s).

Awareness among physicians on the topic is unknown, but it is likely
to be low. According to published data, up to half of the patients with
CIED are not evaluated after RT [2,3] and a close communication
between Cardiologists and Radiation Oncologists is often lacking.

A series of guidelines have been published so far, but recommenda-
tions regarding the risk stratification, CIED management and treatment
planning are quite divergent [1,4,5]. In our document, we created a mul-
tidisciplinary group of Cardiologists, Radiation Oncologists and Medical
Physicists with the aim to provide a detailed and updated approach to
risk stratification with regard to CIED patients undergoing RT, with the
result of a document proposing a tailored patient-centered manage-
ment. In addition, some consideration about new technologies (leadless
PM and entirely subcutaneous ICD) are included, adding specific recom-
mendations not included in previous guidelines.

In summary, the aims of this document are to

e increase the awareness of the topic among Cardiologists, Radiation
Oncologists and Medical Physicists

e allow a tailored risk assessment for patients with CIEDs requiring RT

e propose a flowchart for safe management of these patients before,
during and after RT by close cooperation among Cardiologists (in
particular Electrophysiologists), Radiation Oncologists and Medical
Physicists.

The management of patients with other devices (Implantable Loop
Recorders, spinal cord stimulators, vagal nerve stimulators, etc.) is not
discussed in this document.

2. Radiotherapy in patients with CIED: literature data
2.1. Epidemiology

RT is offered in approximately 70% of cancer patients [1] while >
500,000 PMs and 100,000 ICDs are implanted every year in Europe [6].
In a Danish Population-Based Cohort Study [3] the annual rate of RT
courses in CIED patients was 4.33 treatments per 100,000 person-
years in 2012.

2.2. Implantable devices: types and general characteristics

See Supplementary material 1 and Suppl Table 1.
2.3. Radiation treatments

See Supplementary material 1.

2.4. Characteristics of radiation energy and potential interactions with
CIED.

See Supplementary material 1.
2.5. Effects of radiation on implantable devices: in vitro and in vivo data

See Supplementary material 1 and Table 1.

2.6. Operating manuals provided by manufacturers
See Supplementary material 2-7 and Supplementary Table 3.
2.7. Published guidelines

The first recommendations for the management of patients with
PMs undergoing RT were developed in 1994 by the American Associa-
tion of Physicists in Medicine [7]. These were followed by other recom-
mendations for the management of patients with PMs [8,9], PMs and
ICDs [10,11] and ICDs only [12], as well as national guidelines, consen-
sus statements or position papers [4,5,13,14], in some cases included
within a statement on the perioperative management [15].

Reviewing all published recommendations, it emerged that the risk
of malfunctions (or adverse events in the case of malfunctions) is asso-
ciated both with treatment characteristics (dose at CIED site and energy
of radiation) and patient characteristics (type of CIED, PM dependency)
and this was the basis for appropriate risk stratification before RT.
Combining both the risk of malfunctions and of adverse clinical events,
patients can be classified at low, moderate or high risk and this is
common to most guidelines.

In our document we adapted the recommendations published so far
to the present practice of RT and CIED technology and according to the
latest available literature data. These recommendations will need an
update in the future according to evolving techniques.

3. Management of the patient
3.1. Before radiotherapy

3.1.1. Identification of the patients, general and oncological assessment

General and oncological evaluation of patients, the choice of intent
(curative, adjuvant, neoadjuvant, palliative, ablative), doses, schedules
and techniques of treatment are crucial phases before starting RT.
Radiation therapy may be used to treat almost every type of solid
tumor; the most frequent sites of RT are breast, head and neck, prostate,
lung, brain and bone metastases.

Contraindications to RT are pregnancy, inherited hypersensitivity
syndromes (such as ataxia-telangiectasia) and non-compliance. The
presence of active collagen vascular diseases (such as lupus, scleroder-
ma, Sjogren’s syndrome) was considered in the past to be a contraindi-
cation for RT because RT might cause connective tissue damages. The
data currently available from case series and a few retrospective studies
are still insufficient to support a specific contraindication, but a cautious
approach for this category of patients seems to be reasonable [16].

The Radiation Oncologist should estimate the cancer risk in terms
of total and disease-free survival, benefits and risks of RT-related side
effects (including RT-related CIED malfunctions).

During treatment planning procedures, the Radiation Oncologist
must consider radiation dose involving Organs-At-Risk (OAR), defined
as healthy organ tissues close to the irradiated target. Thus, CIEDs
could be considered as OARs during RT planning. The final choice of
RT should be discussed with Cardiologists, Medical Physicists and
patients.

As shown in Fig. 1 in the phase evaluating a patient for RT and plan-
ning of RT, the Radiation Oncologist should:

e Identify CIED patients and inform the referring Cardiologist and/or
Electrophysiologist

o Stratify the patient according to the risk of malfunction and the risk of
adverse clinical events (together with the Cardiologists and Medical
Physicists)

e Evaluate the RT plan and the radiation dose to the device, excluding,
whenever possible, the CIED from the treatment fields

e Inform the patient about the risks associated with RT according to
his/her class of risk obtaining specific written consent.
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Table 1
In vivo published data on radiotherapy and CIEDs.
First author n. of Tumor site Device Total RT Dose at CIED site Energy Effects
(year) patients dose/fraction
Raitt [31] 1994 1 Thyroid PM 4.8 GyE neutrons 0.9 GyE n.d. Uncontrollable increase in pacing frequency
(runaway pacemaker, 180/min)
Tsekos [32] 2000 1 Neuroendocrine cancer PM 50.4/1.8 Gy 50 Gy n.d. Intermittent decrease in magnetic frequency
right arm and axilla (direct radiation)
Nibhanupudy [33] 2001 1 Left breast PM 50.40/2 Gy 1.8 Gy 6 MV No malfunction
Hoecht [34] 2002 3 Pelvic ICD <0.5 Gy/n.m. <0.5 Gy n.d. Reset into fallback mode (n = 1), reproduced
after ICD replacement malfunction
Frantz [35] 2003 1 Breast PM 66/2 Gy 50 Gy n.d. Loss of telemetry capabilities
(direct radiation)
John [36] 2004 1 Breast ICD 50/2.5 Gy (direct radiation)  n.d. Shock impedance >125 Q (partial exposure of
the device after RT)
Thomas [37] 2004 1 Right lung ICD 56/2 Gy <0.5 Gy 18 MV Reset into fallback mode
Ampil [38] 2006 3 Lung PM 20-60 Gy n.d. n.d. No malfunction
Mitra [39] 2006 1 Right lung and PM 40 Gy 0.7325 Gy n.d. No malfunction
mediastinum
Sepe [40] 2007 1 Laryngeal ICD 60 Gy 2.5 Gy 6 MV No malfunction
Nemec [41] 2007 1 Left lung ICD 59.4/1.8 Gy na. n.d. Runaway ICD, 175/min; induction of polyform
VT, necessitation of CPR
Munshi [42] 2008 1 Breast PM 50.4/1.8 Gy 4.3 Gy 10 MV No malfunction
Kapa [43] 2008 8 Head and neck, lung, PM 30-70 Gy n.a. n.d. No malfunction
breast cancer
Oshiro [44] 2008 8 Thorax, abdomen PM 33-77 GyE 0 Gy or 155-250 MeV  Reset into fallback mode (n = 1), modification
(protons)/ 36.3-77 Gy (protons) of programmed stimulatory frequency (n = 1)
2.2-6-6 Gy
Lau [45] 2008 1 Prostate cancer ICD 74/2 Gy 0.004 Gy 23 MV Reset into fallback mode
Zweng [46] 2009 1 Esophageal cancer PM 30/3 Gy 0.11 Gy 18 MV Deviation from programmed stimulatory
mode (DDD to AAI) and runaway PM,
(185/min)
Gelblum [47] 2009 33 Head and neck, thorax, ICD 6-86.4/1.8-2 Gy 0.01-2.99 Gy 15 MV Reset into fallback mode (n = 2)
abdomen, pelvis, legs
Zaremba [48] 2010 1 Breast cancer PM 48/2 Gy 2-37 Gy 6-18 MV Inappropriate warning: “invalid data
detected” (no malfunction detected)
Ferrara [49] 2010 37 Head and neck, thorax, PM 8-79.2 Gy <2 Gy (n=32), n.d. No malfunction
abdomen, pelvis >2Gy (n=15)
Wadasadawala [9] 2011 8 Head and neck, lung, PM 45-70/1.8-2 Gy 0.14-60 Gy 6-15 MV No malfunction
breast cancer
Dasgupta [50] 2011 1 Cardiac metastases PM 37.5/2.5 Gy 0.26 Gy n.d. Single episode of ventricular undersensing
(right atrium and left (epicardial lead)
ventricle)
Soejima [2] 2011 60 Various PM 20-74 Gy >2 Gy in 6 pts., 15 MV Reset into fallback mode (n = 1, prostate
>5Gyin1pt cancer)
2 Various ICD 20-74 Gy >2 Gy in 6 pts., 15 MV No malfunction
>5Gyin1pt
Menard [51] 2011 5 Breast cancer ICD 32.5-66/2 Gy <0.1-0.3 Gy 4-6 MV No malfunction
Croshaw [52] 2011 8 Breast cancer PM/ICD 34-38.5 Gy 0.23-1.68 Gy 6 No malfunction
Kirova [53] 2012 1 Sarcoma PM 30/3 Gy 0.3 Gy 20 MV No malfunction
Kesek [54] 2012 1 Lung cancer PM 80 Gy/1.6 Gy bid 25 Gy mean/ 6 MV No malfunction
48 Gy max
Makkar [55] 2012 50 Various PM n.d. 0.9-505.7 cGy 6-16 MV No malfunction
19 ICD 4-169 cGy (in 24 pts) Partial reset in 2 devices at 16 MV
6-16 MV
(in 12 pts)
Elders [56] 2013 15 Head and neck, lung, ICD 16-70/2-8 Gy  na. 6-18 MV 6 malfunctions in 5 RT courses at 10 and 18
abdomen, pelvis, legs MV: invalid data (n = 2), reset (n = 1),
inappropriate tachycardia sensing (n = 1),
reset (n=1)
Keshtgar [57] 2012 1 Breast cancer PM 20 Gy IORT 8 cGy 50 kv No malfunction
Gomez [58] 2013 28 Various PM 46.8-87.5 Gy 0.13-21 Gy n.d. Reset into fallback mode in 2 PMs and in 2
14 ICD ICDs
Dell'Oca [59] 2013 1 Mediastinum ICD 64 MV <5 Gy 6 No malfunction
Zaremba [60] 2013 5 Thorax ICD 37 37 6-18 MV Converting to backup mode (n = 1)
Ampil [61][102] 2014 2 Head and neck PM n.d. 6 No malfunction
Gossman [62] 2014 67 Various PM n.d. <2 Gy in 85%, 14%>8 MV Failure at 0.3 Gy (n = 1); increase in sensor
40 ICD never exceeding rate during RT (n = 1); type of device not
6.5 Gy specified
Ahmed [63] 2014 1 Lung ICD 70 Gy 52.4 Gy 15 No malfunction
Brambatti [30] 2015 207 Various PM n.d. <2Gy in 80.4%, 6-18 MV 11CD reset (18 MV), 3 PM maximum sensor
54 ICD 2-20Gy in 7.4%, pacing
>20 Gy in 0.2%
Zaremba [3] 2015 487 Various PM various n.d. 9 PM: Reset or deprogramming (n = 9),
73 ICD increase in atrial pacing threshold (n = 1)

ICD: Reset (n = 3), reset and increase in
pacing threshold (n = 1)

(continued on next page)
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Table 1 (continued)
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First author n. of Tumor site Device Total RT Dose at CIED site Energy Effects

(year) patients dose/fraction

Grant [64] 2015 123 Various PM n.d. 1.5-20 Gy 6-18 MV PM: 5 malfunctions (data loss, reset and

92 ICD interferences) with 18 MV, 1 signal

interference with 6 MV
11 malfunctions (data loss and reset) with 18
MV, 1 signal interference with 6 MV

Bagur [65] 2017 199 Various PM 433 4242 n.d. n.d. 14 patients experienced malfunctions

(“mainly” reset into fallback mode)

e Instruct the patient to report any symptom (during and after RT). In
particular, the patient should be made aware of the signs of syncope
or dizziness as potential signs of latent CIED defects. In this case,
patients should seek immediate advice from their cardiologists.

3.2. Cardiological and electrophysiological assessment

An evaluation of the cardiac and arrhythmic profile of the patient, as
well as of the CIED assessment should be performed by a cardiologist
with appropriate competence in CIED management (Fig. 1).

The risk of CIED malfunctions depends on the RT site, modality and

spontaneous activity when the CIED is transiently programmed in
VVI 30-40/min). In these patients the consequences of a temporary
or permanent pacing failure could be devastating. The prevalence
of the PM-dependency is significantly variable, ranging from 2.1%
to 24% [17-19]. Fluctuation of PM-dependency must be taken into
account, as up to 13% of patients with a reliable escape rhythm at a
first examination, are pacing-dependent at a second examination
and vice versa [19]. PM-dependency is usually due to:

o permanent AV block (in sinus rhythm or atrial fibrillation)
o ablation of AV node (“ablate and pace”) for the management of atri-
al fibrillation (often in the presence of Cardiac Resynchronization

energy while the risk of adverse clinical events during RT (not necessarily
due to CIED malfunctions) depends both on the CIED and patient

characteristics. The following conditions are sources of potential risk

Therapy)
o Severe sick sinus syndrome

(Fig. 1-2):

e PM-dependent patients. The presence of atrial or ventricular stimula-
tion artifacts at baseline ECG does not always mean that the patient
is PM-dependent, as this mainly depends on device programming.
For example, in patients with Cardiac Resynchronization Therapy
(CRT), constant ventricular stimulation is desirable while in single
and dual chamber devices it should be avoided whenever possible.
PM-dependency is defined as the absence of any spontaneous ventric-
ular activity (or the presence of low-rate, clinically not tolerated,

Assessment by Cardiologist and Radiation Oncologist

Identification of CIED patient

Oncological and cardiological (electrophysiological) evaluation

Risk assessmentaccordingto

* RT modality, energy and site

+ Type of device (PM or ICD)

+ Patient condition (PM-dependency, risk of arrhythmias (ICD
interventions/etc)

Informed consent

Even brief electromagnetic interference (few seconds), leading
to asystole, can cause significant clinical adverse events in PM-
dependent patients.
On the contrary, if no PM artifacts are presents, the patient is not PM-
dependent by definition (N.B. bipolar pacing can be sometimes
difficult to identify).

e Patient with ICDs.
Electromagnetic interference can lead to inappropriate ICD shocks
if inappropriately recognized as high-rate ventricular signals when
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Fig. 1. Flow-chart of patient assessment and follow-up. RM: Remote Monitoring.
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Table 2
Risk stratification.
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Low risk

Intermediate risk

High risk

Pacemaker

ICD

Electrons or photons < 6 MV
and

« PM not-dependent
« Dose at CIED <2 Gy

Electrons or photons <6 MV
and

* PM not-dependent
* No frequent ICD interventions
« Dose at CIED <2 Gy

Electrons or Photons <6 MV
and

* PM not-dependent
« Dose at CIED 2-10 Gy

Protons or Photons >6 MV
and

* PM not-dependent
* Dose at CIED <10 Gy

Electrons or photons <6 MV
and

* PM not-dependent
* No frequent ICD interventions
« Dose at CIED 2-10 Gy

Electrons or photons <6 MV
and

* PM not-dependent
< Frequent ICD interventions
« Dose at CIED <10 Gy

Electrons or photons <6 MV
and

* PM dependent
* Dose at CIED £2 Gy

Protons or Photons >6 MV
and

« PM not-dependent
« No frequent ICD interventions

Dose at CIED >10 Gy

Electrons or photons <6 MV
and

* PM dependent

» Dose at CIED 2-10 Gy

Protons or Photons >6 MV
and

* PM dependent
Dose at CIED >10 Gy

Electrons or photons <6 MV
and

* PM dependent
* Dose at CIED >2 Gy

Protons or photons >6 MV
and
* PM dependent

or
* Frequent ICD interventions

* Dose at CIED <10 Gy

long enough (usually several seconds). Patients with frequent
appropriate ICD interventions are more likely to suffer severe ventric-
ular arrhythmias during RT session because of intrinsic arrhythmic
risk (not dependent on CIED malfunctions). A definition of “frequent”
appropriate ICD interventions cannot be provided and should be left
to clinical judgement, but an interval of 6-12 months free from
sustained ventricular arrhythmias can be considered appropriate.

A close relationship between Cardiologists involved in PM manage-
ment (not all cardiologists have the necessary skills to perform PM/
ICD evaluation) and Radiation Oncologists is highly recommended and
all RT Centers should have a referral PM clinic.

When a patient with a CIED is scheduled for RT, before starting the
treatment the cardiologist involved should:

e Assess the patient's clinical cardiological history, particularly regard-
ing CIED indications, type and model

e Check the last ambulatory or remote evaluation available; if per-
formed recently (within 3-6 months) a pre-RT re-evaluation is not
mandatory.

e Assess (with the Radiation Oncologist) the risk category (according to
both the risk of adverse cardiac events and the risk of malfunctions);
in particular, evaluate whether (Fig. 1-2 and Table 2):

o the patient is PM-dependent
o the CIED is an ICD
o there is a recent history of frequent ICD appropriate interventions

e Assess the timing of evaluations (ambulatory or remote)
e Assess the status of battery charge
e Evaluate the need for the magnet during sessions

e Because of the risk of upper sensor rate, rate-response functions,
whenever present, should be disabled before RT

e Provide any additional information required on the potential risks for
the CIED during RT treatment

o If the CIED is localized within the treatment field, consider device
relocation (even by just a few centimeters) before RT, mainly to
avoid interference with adequate tumor treatment rather than CIED
damage; contralateral relocation (involving new CIED implantation
with new leads, with or without the old lead extraction) is rarely
feasible and is associated with a high risk of procedural and late
complications.

e Evaluate (with the Radiation Oncologist) departmental staff poten-
tially involved in patient care (electrophysiologist, nurses, PM techni-
cians, intensive care specialists or anesthesiologist).

3.3. Estimate of the dose to the device: simulation of treatment, treatment
planning, CIED dose estimation and recording, use of shields and in vivo
dosimetry

Before treatment, patients undergo CT imaging, necessary for the
plan. No clinically-evident device malfunctions during CT imaging
have been documented [20].

According to all published guidelines, CIEDs should not be included
within the RT beam and the cumulated dose should either be estimated
or measured during treatment. For a proper evaluation of the dose at the
CIED site, a CT scan including the device is recommended when the dis-
tance between the device and the target is <10 cm and the CIED must be
contoured for an appropriate dose estimation. In all other cases, it is not
necessary to include the device in CT scan. For dose estimation details
see the Supplementary material 1.
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In vivo dosimetry is recommended if the dose estimated by the
treatment planning system is close to 2 Gy or in the case of short
(<3 cm) distance between the CIED and the field edge.

The Medical Physicist should evaluate for each patient the use of
shielding (lead, bolus, etc.) that could reduce the dose only for a few
selected cases. Dose reduction is higher for the higher energies, but it
is also strongly affected by the type and geometry of treatment [21].

The dose due to setup imaging during patient treatment provides an
extra dose that should be taken in account for the final accumulated
dose estimation to the device.

The cumulated dose must be estimated and/or measured by the
Medical Physicist, and reported and communicated to the Radiation
Oncologist for classification in the proper risk category [4].

Despite the limited available studies, some practical advice could be
proposed:

e Adistance of at least 3 cm should be maintained between the device
and the periphery of the beam, also when using “non-standard”
geometry or non-coplanar beams instead of direct radiation [22].

e Photonic energy <6 MV is recommended to avoid the production of
secondary neutrons. This value was chosen as the best LINAC energy
cut-off for the risk stratification, considering that 7 MV is the thresh-
old for neutron production [23] and 6, 10, 15, and 18 MV are the
energy values available with current LINACs.

o With Intensity-Modulated RT (IMRT) and Volumetric-Modulated Arc
Therapy (VMAT) there are lower doses near the edge of the treat-
ment field but higher doses far from the treatment field. Modern
IMRT/VMAT leads to low scatter radiation to normal tissue close to
the tumor and should be the recommended choice for the treatment
[24-26].

e Electron therapy is less dangerous due to a 5% neutron production
per Gy compared with photon therapy at the same nominal energy
[4,13]. Only from 20 MeV electrons upwards is the neutron flux
comparable with a 10 MV photon beam [5].

e During proton therapy the incidence of PM malfunction seems to be
higher than with photon RT [27,28].

e The leads are generally not sensitive to radiation [4].

For accurate dose evaluation and dose reduction strategy the addi-
tional presence of the Medical Physicist during the first session of treat-
ment is recommended.

3.4. Informed consent

All patients undergoing RT should declare the presence or the
absence of a CIED (this should be included within the informed consent
for all RT).

All patients with CIED undergoing RT should be informed about the
potential risks of malfunctions and know how to behave in the event of
symptoms potentially due to CIED malfunctions.

4. During radiotherapy
4.1. Required staff and necessary skills

As a general rule, the personnel usually involved during RT sessions
(1 radiation oncologist, 1 RT technician and 1 nurse) is sufficient.

At least one Radiation Oncologist and Medical Physicist with knowl-
edge on the specific management of CIED patients undergoing RT
should be available [4].

All the staff should receive elementary notions about PM and ICD
functioning and specific training for the management of CIED patients.

The presence, during RT sessions, of an electrophysiologist (or a
technician/nurse expert in CIED management) for urgent CIED interro-
gation and programming should be considered necessary only in very
selected cases (see Fig. 2) and a “stand by” of the electrophysiologist
(availability on call in a few minutes) may be considered. The need for

an anesthesiologist depends in general on the patient's clinical status,
regardless of the presence of a CIED.

During RT in CIED patients, the following equipment should be
available

e A magnet (90-130 Gauss)

e ECG and non-electrocardiographic cardiac monitoring (pulse-oximeter
for non-invasive identification of arterial pulse also in the presence of
EMI or ECG lead dislodgment)

e Emergency kit (with external defibrillator possibly including pacing
facilities)

4.2. Emergency protocol

A written emergency protocol, also approved by the referring PM
Clinic, should be available in all RT Centers. All personnel should be
able to identify critical CIED complications (asystole, ventricular fibrilla-
tion, cardiogenic shock) immediately, initiate basic life support (BLS-D)
and alert the Emergency Team.

In the presence of not clinically relevant arrhythmias or minor
malfunctions (even suspected) during RT, the PM clinic should be
informed and the CIED checked after the session.

In the presence of clinically relevant events (sustained ventricular
arrhythmias or arrhythmias with hemodynamic impairment, heart
failure, chest pain, severe hypotension, appropriate or inappropriate
ICD therapy, PM malfunctions in PM-dependent patients) the session
should be immediately interrupted and the PM clinic immediately
alerted.

4.2.1. Patient monitoring and use of the magnet

During the session, constant audiovisual monitoring of the patient
should always be performed. In moderate and high risk patients, heart
rate should be monitored by ECG and non-ECG systems (i.e. a pulse-
oximeter).

Use of the magnet. Heavy magnets (90-130 Gauss) have different
effects on PMs and ICDs.

e In PM patients, when a magnet is positioned on the CIED pocket, the
PM sensing capabilities are disabled, so ventricular or both atrial-
ventricular (in dual chamber and CRT PMs) pacing is guaranteed at
a fixed rate in asynchronous mode, regardless of the presence of
any cardiac or non-cardiac electrical signal. In patients with a PM
and no spontaneous ventricular activity, this avoids the risk of
oversensing due to EMI potentially leading to asystole.

e InICD patients, when a magnet is positioned on the CIED pocket only
the delivery of antitachycardia therapies is disabled, avoiding the
risk of inappropriate shocks due to oversensing of EMI. However,
PM functions are not usually modified and in ICD patients who are
PM-dependent (typically those treated with AV node ablation)
CIED reprogramming to asynchronous mode is necessary to ensure
constant ventricular stimulation in the presence of EMI. Even in
these patients the use of magnet should be preferred to manual de-
activation of antitachycardia therapies [29]

In nearly all devices all previous PM and ICD functions are automat-
ically enabled on removing the magnet from the CIED site.

As discussed earlier, however, the risk of oversensing, although
theoretically present, is extremely low, so the use of the magnet can
be considered prudential in selected cases but not mandatory in all
ICD patients [30]. Indeed, standard use of the magnet is not recom-
mended in the most recent guidelines [5]; in some patients, the risk of
ventricular arrhythmias can be overwhelming so magnet positioning
could be questionable.

In summary, personalized planning of the strategies to be used
during RT is needed and the cardiologist has to clearly define the use
of the magnet in every specific case.
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4.3. Classification according to the risk class, device management during
sessions and frequency of checks during the course of radiotherapy

The classification of the risk class is a multidisciplinary task, taking
into account both the risk of malfunctions (depending on the RT charac-
teristics and the target site) and the risk of clinical events in the case of
malfunctions, depending on the patient's and device's characteristics
(Fig. 1 and Fig. 2 and Table 2).

Although a high risk can be due to several conditions, patients with
this type of profile are not common and the vast majority of patients
belong to the low risk category.

The presence of an electrophysiologist is rarely necessary during RT
sessions, with the exception of high risk patients with frequent ICD
interventions and in PM-dependent patients with very high-risk RT
protocols.

4.3.1. Frequency of checks

No data support the need for CIED evaluation after every single ses-
sion, even in high risk patients, when all precautions during RT are
taken. However, CIEDs should be periodically interrogated to rule out
the presence of malfunctions or spontaneous arrhythmias during the
RT course: once every week (in high risk patients) or only one evalua-
tion during the RT course and another at the end of the course are prob-
ably sufficient in low and moderate risk patients.

If RM is available, more frequent interrogations can be programmed
and performed manually or automatically; in most CIEDs, clinically
relevant malfunctions and arrhythmias are automatically notified.

No clinical studies have been published on this specific issue and
guidelines suggest different recommendations about the frequency
of evaluations during RT. Considering the low risk of clinical events
and the increasing role of remote monitoring, we arbitrarily suggest
the following frequency of evaluations.

In-office only:

o After the first session

e At mid-course (low and intermediate risk patients) or every week
(high risk patients)

e At the end of the course with testing of threshold levels, sensing and
stimulation parameters, lead impedance, battery capacity

e Supplementary evaluations in the case of arrhythmias or malfunctions
(detected or suspected)

In-office + Remote Monitoring (RM):

o After the first session (RM) and then depending on the CIED charac-
teristics and RM facilities during the course

e At the end of the course with testing of threshold levels, sensing and
stimulation parameters, lead impedance, battery capacity

e Supplementary evaluations (RM or in-office) in the case of arrhyth-
mias or malfunctions (detected or suspected)

5. After radiotherapy

Some data suggest the risk of late malfunctions in CIED patients
undergoing RT [1,4], but considering the low likelihood of events we
arbitrarily recommend as follows:

e Perform a complete in-office evaluation just after the RT course

e Repeat in-office or remote evaluation after 1 month and after
6 months.

6. Management of new implantable devices (entirely subcutaneous
ICDs and leadless pacemakers

See Supplementary material 1.
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