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DYNAGEN™, INOGEN™ CRT-D  from Boston Scientific
INDICATIONS AND USAGE 
These Boston Scientific Cardiac Resynchronization Therapy Defibrillators (CRT-Ds) are indicated for patients with heart failure who receive stable optimal 
pharmacologic therapy (OPT) for heart failure and who meet any one of the following classifications: Moderate to severe heart failure (NYHA Class III-IV) 
with EF ≤ 35% and QRS duration ≥ 120 ms; or left bundle branch block (LBBB) with QRS duration ≥ 130 ms, EF ≤ 30%, and mild (NYHA Class II) ischemic or 
nonischemic heart failure or asymptomatic (NYHA Class I) ischemic heart failure.

CONTRAINDICATIONS 
There are no contraindications for this device.

WARNINGS 
Read this manual thoroughly before implantation to avoid damage to the pulse generator and/or lead. For single patient use only. Do not reuse, reprocess, or 
resterilize. Program the pulse generator Tachy Mode(s) to Off during implant, explant, or postmortem procedures to avoid inadvertent high voltage shocks. 
Always have external defibrillation equipment available during implant and electrophysiologic testing. Ensure that an external defibrillator and medical 
personnel skilled in CPR are present during post-implant device testing should the patient require external rescue. Advise patients to seek medical guidance 
before entering environments that could adversely affect the operation of the active implantable medical device, including areas protected by a warning 
notice that prevents entry by patients who have a pulse generator. Do not expose a patient to MRI scanning. Do not subject a patient with an implanted pulse 
generator and/or lead to diathermy. Do not use atrial tracking modes in patients with chronic refractory atrial tachyarrhythmias. Do not use atrial-only modes 
in patients with heart failure. Left ventricular lead dislodgement to a position near the atria can result in atrial oversensing and left ventricular pacing inhibition. 
Physicians should use medical discretion when implanting this device in patients who present with slow VT. Do not kink, twist, or braid the lead with other 
leads. Do not use defibrillation patch leads with the pulse generator system. Do not use this pulse generator with another pulse generator. Ensure that Patient 
Triggered Monitor (PTM) is enabled prior to sending the patient home by confirming the magnet response is programmed to Store EGM. Once the PTM 
feature has been triggered and the magnet response set to Inhibit therapy the patient should not reapply the magnet.

For DF4–LLHH or DF4–LLHO leads, use caution handling the lead terminal when the Connector Tool is not present on the lead and do not directly contact the 
lead terminal with any surgical instruments or electrical connections such as PSA (alligator) clips, ECG connections, forceps, hemostats, and clamps. Do not 
contact any other portion of the DF4–LLHH or DF4–LLHO lead terminal, other than the terminal pin, even when the lead cap is in place. Do not contact any 
other portion of the IS4–LLLL lead terminal, other than the terminal pin, even when the lead cap is in place. 

PRECAUTIONS 
For specific information on precautions, refer to the following sections of the product labeling: clinical considerations, sterilization and storage, implantation, 
device programming, hospital and medical environments, home and occupational environments, environmental and medical therapy hazards, follow-up testing, 
explant and disposal, supplemental precautionary information. Advise patients to avoid sources of EMI because EMI may cause the pulse generator to deliver 
inappropriate therapy or inhibit appropriate therapy. 

POTENTIAL ADVERSE EVENTS 
Potential adverse events from implantation of the CRT-D system include, but are not limited to, the following: air embolism, allergic reaction, bleeding, 
cardiac tamponade, chronic nerve damage, component failure, conductor coil fracture, death, electrolyte imbalance/dehydration, elevated thresholds, erosion, 
excessive fibrotic tissue growth, extracardiac stimulation (muscle/nerve stimulation), failure to convert an induced arrhythmia, fluid accumulation, foreign body 
rejection phenomena, formation of hematomas or seromas, heart block, inability to defibrillate or pace, inappropriate therapy (e.g., shocks and antitachycardia 
pacing [atp] where applicable, pacing), incisional pain, incomplete lead connection with pulse generator, infection including endocarditis, insulating myocardium 
during defibrillation with internal or external paddles, lead dislodgment, lead fracture, lead insulation breakage or abrasion, lead perforation, lead tip deformation 
and/or breakage, local tissue reaction, loss of capture, myocardial infarction (mi), myocardial necrosis, myocardial trauma (e.g., tissue damage, valve damage), 
myopotential sensing, oversensing/undersensing, pacemaker-mediated tachycardia (pmt), pericardial rub, effusion, pneumothorax, pulse generator migration, 
shunting current during defibrillation with internal or external paddles, tachyarrhythmias, which include acceleration of arrhythmias and early, recurrent atrial 
fibrillation, thrombosis/thromboemboli, valve damage, venous occlusion, venous trauma (e.g., perforation, dissection, erosion), worsening heart failure, 
patients may develop psychological intolerance to a pulse generator system and may experience the following:, dependency, depression, fear of premature 
battery depletion, fear of shocking while conscious, fear that shocking capability may be lost, imagined shocking, fear of device malfunction. Additionally, 
potential adverse events associated with the implantation of a coronary venous lead system include: allergic reaction to contrast media, breakage/failure of 
implant instruments, prolonged exposure to fluoroscopic radiation, renal failure from contrast media used to visualize coronary veins.

Refer to the product labeling for specific indications, contraindications, warnings/precautions and adverse events. Rx only.

Unipolar Vectors

Boston Scientific’s X4 device is the only device to offer 
unipolar pacing vectors in a quadripolar CRT-D.

•  Unipolar vectors have been shown to provide lower pacing  
capture thresholds compared to bipolar configurations*

•  Unipolar pacing eliminates the risk of anodal stimulation in  
the ventricle during LV pacing.

•  Unipolar options provide additional vectors for management  
of phrenic nerve stimulation and high thresholds

Only the X4 quadripolar CRT-D provides  
17 pacing vectors plus industry-leading projected 
longevity for more streamlined patient care.

More pacing vectors.
Uncompromising outcomes.

QUAD TECHNOLOGY

* Huzair, Jose F. et al. Disparity in Left Ventricular Stimulation Among Different Pacing Configurations in Cardiac  
Resynchronization Therapy. Circulation. 2011.



        

EasyView™ Header With Port Labels
Reduces the risk of inserting the leads into the  
wrong ports.

ACUITY™ Pro Lead Delivery System
Next generation lead delivery system designed to  
provide the option of inner catheter delivery with  
quadripolar leads.

Lead Reliability
ENDOTAK RELIANCETM family of leads maintains the same  
core design elements that have made Boston Scientific  
the leader in ICD lead reliability for the past 20 years.

Diagnostics for HF Management
The HF PERSPECTIVTM feature provides the only system with 
a weight alert and an in-can diagnostic measuring respiratory 
rate, RRT (Respiratory Rate Trend).

LongevityPacing Vectors

The X4 CRT-D has up to 70% more pacing vector options 
than other quadripolar CRT-Ds that should allow for: 

• More options for phrenic nerve stimulation avoidance

• More options for pacing threshold management

• More options to pace in an optimal location

• Reduced need to move the lead 

• Reduced risk of future lead revisions

The X4 CRT-D features the same battery technology  
and efficient system design as previous Boston Scientific 
devices. The X4 features:

• A 1.9 Amp-hr battery capacity projected to last up to 8.1 years

•  A well-characterized battery chemistry (Li/MnO2) designed  
for predictable performance

• Advanced circuit design with low power consumption 
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