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📋  INFORMED CONSENT
Basivertebral Nerve Ablation (BVNA)
for Vertebrogenic Chronic Low-Back Pain

⚠️  Please read this entire form carefully and ask questions before signing.
🧾  Patient Information
	Patient name
	Date of birth



	Physician:  Dr. Amit Bhandarkar, M.D.
	Date



Planned procedure:
Diagnosis:
Facility / Site of service:
Vertebral level(s) to be treated:
🩺  About This Procedure & Authorization
After careful consideration, I have decided to undergo this procedure to try to relieve my pain and/or improve my function. I authorize Dr. Amit Bhandarkar, M.D., and any assistants he may select and supervise, to perform my basivertebral nerve ablation. I understand that Dr. Bhandarkar is my treating physician and will participate in and supervise my surgical care, and that in his absence other designated physicians or assistants may be involved in my care and follow-up. The procedure has been explained to me in plain language so that I can make an informed decision, and I have had the opportunity to ask questions, all of which have been answered to my satisfaction.
🦴  What This Procedure Is
The basivertebral nerve (BVN) carries pain signals from the vertebral body and its endplates — the bone surfaces next to each disc. When these endplates are damaged or inflamed (commonly seen as “Modic type 1 or type 2 changes” on MRI), they can produce chronic low-back pain felt deep in the midline that typically worsens with sitting, bending forward, or activity. This is called vertebrogenic pain.
Basivertebral nerve ablation (BVNA) is a minimally invasive, outpatient procedure — often known by the brand name Intracept. Under X-ray (fluoroscopic) guidance with sedation or anesthesia, a small channel is made through the back of the vertebra (a transpedicular approach), a radiofrequency probe is advanced to the basivertebral nerve near the middle of the vertebral body, and the nerve is heated to interrupt its pain signals. Treatment is usually delivered at the lower lumbar levels (most often L3 through S1). No implant is left behind and the spine is not fused, so normal motion is preserved. Most patients go home the same day.
🧍  Who Is a Candidate
BVNA is intended for carefully selected patients. In the clinical studies, candidates generally had:
1. Chronic low-back pain lasting at least 6 months
1. Pain that has not responded to at least 6 months of non-surgical care (e.g., physical therapy, medications)
1. MRI showing Modic type 1 or type 2 vertebral endplate changes at the levels to be treated
1. Predominantly midline (axial) back pain, rather than pain mainly radiating down the leg
Important: BVNA treats endplate (vertebrogenic) pain. It is not expected to relieve pain coming from other sources (such as nerve compression, facet joints, or the sacroiliac joint), and it is an adjunct to — not a replacement for — surgical decompression or fusion when those are otherwise needed.
📊  What the Modern Evidence Shows
	🔬  Quality of evidence: BVNA is supported by two randomized controlled trials (including a double-blind, sham-controlled trial), 5-year follow-up data, multiple prospective and real-world studies, and recent systematic reviews and meta-analyses.


Sham-controlled RCT — long-term durability (SMART trial)
1. In a double-blind trial comparing BVNA to a placebo (sham) procedure, benefits were maintained at 2 years and remained durable at 5 years (mean follow-up ~6.4 years).
1. At 5 years: about 66% of patients reported more than 50% pain reduction, about 47% reported more than 75% reduction, and about 34% reported complete pain resolution.
1. Average disability (Oswestry Disability Index, ODI) improved by ~26 points and average pain (VAS) by ~4.4 points; the combined responder rate was about 75%.
RCT vs. continued non-surgical care (INTRACEPT trial)
1. BVNA was superior to continued standard (non-surgical) care, with a large between-group difference in disability favoring ablation at 3 months.
1. At 12 months: average ODI improved by ~26 points and VAS by ~3.8 points; about 64% achieved at least 50% pain relief and about 29% were pain-free.
1. When patients originally assigned to standard care later chose ablation, the great majority (~92%) did so, and they achieved similar improvements.
Meta-analyses & real-world experience
1. Recent systematic reviews/meta-analyses (2023 and 2025) found significant, durable improvements in pain and disability through 6–24 months, comparing favorably with other non-surgical options.
1. Independent community-practice and registry studies report similar improvements (e.g., ~26-point ODI reduction at 6 months), supporting that results are reproducible outside research centers.
Safety record
Across the randomized trials, no device-related or procedure-related serious adverse events were reported, and meta-analyses describe a favorable safety profile relative to several other interventions. Risks still exist and are listed below.
	⚖️  Honest limitations: Results vary between individuals and improvement is not guaranteed. In the randomized trial, the proportion of patients using opioids did not change significantly after ablation, so BVNA should not be expected, on its own, to eliminate the need for pain medication. Most studies were conducted or funded by the device manufacturer, and longer independent data continue to accumulate.


🎯  Expected Outcomes
	📈  Realistic expectations: In appropriately selected patients, roughly 60–65% achieve at least 50% pain relief at one year, with about a quarter to a third becoming essentially pain-free, and benefit has been shown to last to about 5 years. Because the targeted nerve generally does not regrow the way some surface nerves do, relief is often long-lasting — but it is not guaranteed, and pain from other sources may remain.


⚠️  Risks & Complications
BVNA has a strong safety record, and serious complications are uncommon. Nonetheless, risks include, but are not limited to:
1. Temporary increase in back pain or soreness after the procedure
1. Bruising, bleeding, or hematoma at the access site
1. Infection — superficial or, rarely, deep (including disc infection/discitis or bone infection/osteomyelitis) — which may require antibiotics or further surgery
1. Nerve injury causing new or increased pain, numbness, tingling, or weakness (rare)
1. Fracture of the vertebra or pedicle, or damage to the endplate or disc (rare)
1. As with any spinal procedure, dural puncture/CSF leak or spinal-canal injury is possible but rare (no bone cement is used in this procedure)
1. Allergic/adverse reaction to anesthetic or contrast; vasovagal reaction (fainting)
1. Incomplete relief, or recurrence/persistence of pain, possibly requiring additional treatment
Anesthesia & sedation note
You may receive sedation or general anesthesia depending on the setting. The anesthesia team will discuss the plan, its risks, and possible complications with you separately, and you will be monitored before, during, and after the procedure.
🔀  Alternatives to This Procedure
You are not required to proceed. Reasonable alternatives have been discussed, including:
1. Continued physical therapy, conditioning, and activity modification
1. Medications (anti-inflammatories, neuropathic agents)
1. Epidural or other spinal injections
1. Other procedures appropriate to your diagnosis, including fusion in selected cases
1. No treatment (watchful waiting)
If I choose not to have the procedure, I understand my condition may remain unchanged, improve, or worsen over time, and this has been discussed with me.
✔️  Patient Responsibilities
1. Inform your physician of all current medications (especially blood thinners) and allergies.
1. Follow all pre- and post-procedure instructions.
1. Arrange for someone to drive you home.
🤰  For Women of Child-Bearing Age
I confirm that, to the best of my knowledge, I am not pregnant or breastfeeding, and I understand that sedation, medications, X-rays, and the procedure itself may pose risks to an unborn or nursing child. Please tell your physician immediately if there is any possibility you may be pregnant.
⚖️  Devices & Off-Label Use
Implants, devices, and/or medications may be used in a manner the FDA considers “off-label” — meaning use for a reason not specifically FDA-approved. The decision to use any implant, device, or medication off-label is a matter of medical judgment.
📝  Additional Authorizations
I understand that the practice of medicine is not an exact science and that no guarantees have been made about the results of this procedure.
1. If unforeseen conditions arise, I authorize my physician and assistants to perform additional procedures or treatments they judge necessary or appropriate, including diagnostic studies, anesthesia, and imaging.
1. I consent to the removal, testing, retention, and respectful disposal of any tissues or specimens, at the discretion of the physician or facility.
1. I consent to photographs or video during the procedure for medical, educational, or documentation purposes.
✅  Summary & Understanding
I have been counseled about the nature of my condition and the alternatives to this procedure. The basic steps, advantages, disadvantages, risks, possible complications, and alternatives to the proposed basivertebral nerve ablation have been explained and discussed with me by Dr. Amit Bhandarkar. I understand there can be no guarantee of outcome and that a complication may still occur. I understand the procedure may not relieve all of my pain, and that my pain could remain the same or become worse after surgery.
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✍️  Patient Acknowledgements
By signing below, I confirm and acknowledge each of the following:
☐  I have read (or had read to me) this entire consent form and I understand its contents.
☐  Dr. Bhandarkar has explained my diagnosis, the proposed procedure, and its goals to my satisfaction.
☐  I understand the risks, benefits, and alternatives — including the possibility that my symptoms may not improve, or could worsen.
☐  I understand that no guarantee has been made about the outcome of this procedure.
☐  All blank spaces were completed, or struck out, before I signed, and all of my questions have been answered.
☐  I voluntarily consent to the procedure described above and authorize Dr. Bhandarkar to perform it.
🖊️  Signatures

Signature of patient (or person authorized to consent)                            Date / Time

Printed name of person giving consent          Relationship to patient (if not the patient)

If signed by an authorized person, state why the patient is unable to consent

Witness signature                                                                                     Date / Time

Physician signature                                                                                   Date / Time
★ This consent is valid for 30 days from the date of signature.
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