Is axonics therapy safe

is axonics therapy safe is a question frequently asked by patients and healthcare providers
considering this innovative treatment for overactive bladder and related urinary conditions. Axonics
therapy, a form of sacral neuromodulation, involves implanting a small device that sends electrical
impulses to the sacral nerves, which control bladder and bowel function. This therapy aims to improve
symptoms in patients who have not responded well to conventional treatments. Understanding the
safety profile of Axonics therapy is crucial for making informed decisions about its use. This article
thoroughly explores the safety aspects, potential risks, benefits, and patient experiences related to
Axonics therapy. Additionally, it covers the device’s regulatory approvals and clinical trial outcomes,
offering a comprehensive overview for those seeking reliable information. The following sections will
guide readers through the key points regarding the safety and efficacy of Axonics therapy.
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Understanding Axonics Therapy

Axonics therapy is a neuromodulation treatment designed to manage bladder and bowel dysfunction
by modulating the sacral nerves. These nerves play a vital role in controlling the bladder, urinary
sphincter, and pelvic floor muscles. By delivering mild electrical pulses, the Axonics device helps
regulate abnormal nerve activity that causes symptoms such as urinary urgency, frequency, and
incontinence.

This therapy is typically recommended for patients with overactive bladder (OAB), urinary retention,
fecal incontinence, or other related conditions who have not achieved adequate relief through
medication or behavioral interventions. The implantable device is placed under the skin near the
sacral nerves during a minimally invasive surgical procedure, providing continuous neuromodulation
for symptom control.

How Axonics Therapy Works

The Axonics system consists of a small neurostimulator connected to a lead with electrodes
positioned near the sacral nerves. The device sends controlled electrical pulses that modulate nerve
signaling, helping restore normal bladder and bowel function. Patients can adjust the stimulation
levels using an external remote control, allowing for personalized symptom management.



Indications for Use

Axonics therapy is primarily indicated for adults with:

e QOveractive bladder with symptoms of urinary urgency, frequency, or urge incontinence
e Non-obstructive urinary retention
e Fecal incontinence

e Conditions unresponsive to conservative treatments such as pelvic floor exercises or
medications

Safety Profile of Axonics Therapy

The question is axonics therapy safe is addressed through rigorous clinical studies and post-market
surveillance. Overall, Axonics therapy has demonstrated a favorable safety profile, with a low
incidence of serious adverse events. The minimally invasive nature of the implantation procedure
contributes to a reduced risk compared to more invasive surgical options.

Patients generally tolerate the device well, and most side effects are mild to moderate and
manageable. The therapy’s design incorporates MRI compatibility, which enhances patient safety by
allowing necessary diagnostic imaging without device removal.

Common Safety Outcomes

Clinical data indicate that common safety outcomes include:

Low rates of infection at the implant site

Minimal discomfort during stimulation

Rare device-related complications such as lead migration or device malfunction

Manageable adverse events that typically resolve with intervention or device adjustment

Comparison to Other Treatments

When compared to alternative treatments like Botox injections or more invasive surgeries, Axonics
therapy offers a less risky profile with the advantage of reversible and adjustable symptom control.
This comparative safety factor supports its use as a preferred option for suitable candidates.



Potential Risks and Side Effects

As with any medical implant, Axonics therapy carries potential risks and side effects that patients
should understand fully. While the therapy is generally considered safe, awareness of possible
complications helps ensure appropriate monitoring and management.

Possible Side Effects

Side effects associated with Axonics therapy can include:

Temporary pain, swelling, or discomfort at the implant site

Infection requiring antibiotic treatment or device removal

Lead migration or breakage leading to loss of symptom control

Uncomfortable or unwanted stimulation sensations

Allergic reaction to device materials (rare)

Managing Risks

Healthcare providers mitigate these risks through careful patient selection, precise surgical
technique, and thorough post-implantation follow-up. Device programming can be adjusted to
alleviate any uncomfortable sensations, and infections are typically addressed promptly to prevent
serious complications.

Clinical Trials and Regulatory Approval

The safety and efficacy of Axonics therapy have been established through multiple clinical trials
involving hundreds of patients. These studies have been essential for obtaining requlatory approval
and ensuring that the device meets stringent safety standards.

Key Clinical Trials

Clinical trials have demonstrated significant improvements in bladder and bowel symptoms among
participants, with a safety profile supporting long-term use. Adverse events were carefully monitored,
with most being mild and transient.

Regulatory Status

Axonics therapy has received approval from major regulatory bodies, including the U.S. Food and
Drug Administration (FDA), based on demonstrated safety and effectiveness. This regulatory



clearance underlines the therapy’s compliance with rigorous safety requirements.

Patient Selection and Safety Considerations

Not every patient is a candidate for Axonics therapy. Proper patient selection is critical to maximizing
safety and therapeutic benefit. Physicians evaluate medical history, symptom severity, and other
factors before recommending the therapy.

Contraindications

Patients may not be suitable for Axonics therapy if they have:

e An active infection or skin condition at the implantation site
* Known allergies to device materials
¢ Implanted electronic devices such as pacemakers that could interfere with the neurostimulator

e Pregnancy or plans for pregnancy during the treatment period

Pre-Procedure Evaluation

Prior to implantation, patients undergo a thorough assessment including urodynamic testing and
sometimes a trial stimulation to predict treatment response. This process helps minimize risks by
ensuring the therapy is appropriate for the individual’'s condition.

Long-Term Safety and Device Longevity

The long-term safety of Axonics therapy has been supported by follow-up studies extending several
years post-implantation. These studies indicate sustained symptom relief with a low incidence of late
complications.

Device Durability

The Axonics neurostimulator is designed to last up to 15 years, reducing the need for frequent
replacements. The battery longevity contributes to sustained safety by minimizing surgical
interventions over time.

Monitoring and Follow-up

Regular follow-up appointments allow healthcare providers to monitor device function, manage any



side effects, and ensure continued therapy effectiveness. Patient education on recognizing signs of
complications enhances overall safety during long-term use.

Frequently Asked Questions

Is Axonics therapy safe for long-term use?

Yes, Axonics therapy has been shown to be safe for long-term use with ongoing clinical studies and
patient follow-ups indicating sustained safety and effectiveness.

What are the common side effects of Axonics therapy?

Common side effects of Axonics therapy may include mild discomfort at the implant site, temporary
pain, or irritation, but serious side effects are rare.

Has Axonics therapy been approved by regulatory
authorities?

Yes, Axonics therapy is FDA-approved, indicating it has met safety and efficacy standards required for
medical devices.

Can Axonics therapy cause infections?

As with any implant procedure, there is a small risk of infection, but proper surgical techniques and
post-operative care minimize this risk significantly.

Is Axonics therapy safe for patients with other medical
conditions?

Axonics therapy is generally safe, but patients with certain medical conditions should discuss risks
with their healthcare provider to ensure it is appropriate for their specific situation.

How does Axonics therapy compare in safety to other
neurostimulation treatments?

Axonics therapy is considered similarly safe to other neurostimulation treatments, with the added
benefit of a rechargeable battery designed to last many years, reducing the need for replacements.

Are there any contraindications for Axonics therapy?

Contraindications include patients who cannot undergo MRI scans or those with certain bleeding
disorders; a thorough evaluation is necessary before implantation.



What monitoring is required after receiving Axonics therapy?

Patients typically undergo regular follow-ups to monitor device function and manage any side effects,
ensuring ongoing safety and therapeutic benefit.

Can Axonics therapy be removed if complications arise?

Yes, the Axonics device can be surgically removed if necessary, and removal is generally safe with
proper medical care.

Additional Resources

1. Understanding Axonics Therapy: Safety and Efficacy Explored

This book offers a comprehensive overview of Axonics therapy, focusing on its safety profile and
clinical outcomes. It delves into the technology behind the therapy, patient selection criteria, and
potential risks. Readers will find detailed case studies and expert opinions that highlight both the
benefits and considerations of this innovative treatment.

2. Axonics Therapy for Overactive Bladder: A Safe Treatment Option?

Targeted at patients and healthcare providers, this book examines the safety aspects of using Axonics
therapy for overactive bladder syndrome. It discusses clinical trial data, side effects, and long-term
safety monitoring. The book empowers readers with knowledge to make informed decisions about this
treatment.

3. Neurostimulation and Patient Safety: The Axonics Perspective

Focusing on neurostimulation therapies, this title explores the specific safety concerns related to
Axonics devices. It covers device design features aimed at minimizing risks, post-implantation care,
and patient-reported outcomes. The book is ideal for clinicians seeking to understand the nuances of
therapy safety.

4. Axonics Therapy: Clinical Insights and Safety Guidelines

Written by leading urologists and neurologists, this book provides practical guidelines for ensuring
patient safety during Axonics therapy. It includes protocols for pre-implantation assessment, surgical
techniques, and managing complications. The book serves as a valuable resource for practitioners
implementing this therapy.

5. Evaluating Risks in Axonics Therapy: What Patients Should Know

This patient-focused guide breaks down the risks associated with Axonics therapy in clear, accessible
language. It explains how safety is monitored during treatment and what steps patients can take to
minimize adverse effects. The book also includes testimonials from patients who have undergone the
therapy.

6. Advances in Sacral Neuromodulation: Is Axonics Therapy Safe?

Covering the latest advancements in sacral neuromodulation, this book assesses Axonics therapy's
safety compared to other neuromodulation options. It reviews scientific literature and regulatory
approvals, providing a balanced view of the therapy's risk-benefit profile. Researchers and clinicians
will find this resource particularly informative.

7. Axonics Therapy Safety: A Multidisciplinary Approach



This title gathers perspectives from urology, neurology, and biomedical engineering experts to
analyze the safety of Axonics therapy. It discusses device innovations, patient monitoring
technologies, and interdisciplinary care strategies. The collaborative approach highlights best
practices for maximizing patient safety.

8. Patient Safety in Neuromodulation: Insights from Axonics Therapy

Focusing on the broader context of neuromodulation treatments, this book uses Axonics therapy as a
case study to illustrate patient safety principles. It covers risk assessment, informed consent, and
post-treatment follow-up. The book is useful for healthcare providers aiming to enhance safety
protocols in neuromodulation.

9. Axonics Therapy: Navigating Safety Concerns and Treatment Benefits

This balanced guide addresses common safety concerns associated with Axonics therapy while
emphasizing its therapeutic benefits. It provides evidence-based information and practical advice for
patients and clinicians. Readers gain a thorough understanding of how to weigh safety against
potential improvements in quality of life.

Is Axonics Therapy Safe

Is Axonics Therapy Safe

Related Articles

e is prenuvo fda approved
e is there parking at the smithsonian
e january 25 wordle

Back to Home


https://online-doc.org/archive-m-bechtler-11/is-axonics-therapy-safe.pdf
https://online-doc.org/archive-m-bechtler-11/is-prenuvo-fda-approved.pdf
https://online-doc.org/archive-m-bechtler-11/is-there-parking-at-the-smithsonian.pdf
https://online-doc.org/archive-m-bechtler-11/january-25-wordle.pdf
https://online-doc.org

