January 2006

Volume 2, Issue 1

New year, new treatment
The new year is a time of new beginnings. So
how are people with treatment-resistant
depression (TRD) and their psychiatrists
reacting to the approval of VNS Therapy as a
new treatment for TRD?
Very well. Since July 15, 2005, when the U.S.
Food and Drug Administration (FDA) approved
VNS Therapy for TRD, psychiatrists have
prescribed VNS Therapy for thousands of
people with TRD. As of October 28, 2005, over
1200 psychiatrists prescribed VNS Therapy for
more than 3200 people with TRD.
In addition, every month more psychiatrists are
learning about VNS Therapy, and more
surgeons are trained to perform the procedure.
By the end of last October, over 2000
psychiatrists had been educated about
VNS Therapy and an additional 250 surgeons
trained in the implantation procedure. More
than 5000 psychiatrists and 1000 new
surgeons are expected to receive VNS Therapy
education and training by the end of
April 2006.
More good news comes from the field of
medical insurance. As of December 13, 62
medical insurance companies have agreed to
reimburse people with TRD, their physicians,
and hospitals for VNS Therapy on a caseby-case basis. Large medical insurance
companies, including Aetna, Alliance, 13
different Blue Cross or Blue Shield
organizations, Cigna, Health Net, Medicare,
Medicaid, and United Healthcare, have

approved or reimbursed the VNS Therapy
procedure for people with TRD.
Additional help is available for people dealing
with medical insurance issues. People with
TRD do not have universal access to
reimbursement for VNS Therapy yet. However,
the licensed nurse case managers of the
VNS Therapy Connections program can
provide assistance with case-by-case insurance
verification and approval at no charge. These
nurse case managers can also answer many of
your questions about VNS Therapy. (See page 3
for more information about the Connections
program.)
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Meet Cathy, a VNS Therapy patient
Cathy, a 44-year-old social worker,
was
first
diagnosed
with
depression in 1985, but in
1996, it became severe.
Medications were no help, or
stopped working after a while.
“My arms and legs felt like
lead, my body so incredibly
weighed down that I could not
get off the couch. It was bad,” she recalled.
“I was nonfunctioning.”
Unable to handle her casework, she had to go
on Social Security disability. She became
suicidal, not because she didn’t want to live or
because she wanted to hurt her loved ones, but
because she just wanted the pain to stop. She
tried ECT (electroconvulsive therapy), but it did
not help and caused memory problems.
She was feeling increasingly hopeless when her
parents in Florida sent her a newspaper article
about VNS Therapy. Because she and her
psychiatrist had “tried everything we could think
of,” she was excited about it, especially when she
found she could have the procedure at a
medical school 15 minutes away, as part of the
clinical trial for FDA approval of VNS Therapy
for TRD.
Cathy had the VNS Therapy procedure December 1,
2000. It took about a year and a half to figure
out the right settings for her. But soon afterwards,
she wasn’t sobbing all the time. She became
more social and wanted to go back to work
instead of staying on disability.
Her depression is now gone. “VNS Therapy
literally saved my life,” she said. “I wouldn’t be
here today if it wasn’t for VNS Therapy.”
She has some side effects. “So my voice gets
goofy a couple of times a day. Who cares?” It
sounds as if she has a cold. “With medications,
there were so many side effects.”
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She even started a new job 3 years ago as an
adult protection social worker. Her coworkers
have no idea she ever had depression. They just
know her voice changes every once in a while,
but they don’t know why, nor do they ask.
Cathy gets calls from friends, family, and even
acquaintances all over the country asking about
VNS Therapy. “I now have my life back,”
she says.

Ask a VNS Therapy patient
How long after VNS Therapy implantation
did you notice any improvement?
Vickie: Improvement began several hours after
the device was turned on. The obsessive suicidal
thoughts I had struggled with for quite some
time stopped before I went to bed that night.
And within a few weeks, my depression was
less severe.
Marna: I didn’t notice a lot of antidepressant
effect at first, but my friends and family did. My
parents heard a difference in my voice after 6 to
8 weeks. They saw small changes that I didn’t
notice. It was a year after the surgery before I
noticed a big difference.
What are the dose adjustment sessions like?
Vickie: Each time the device is adjusted, I have
a tingling sensation in my throat, and for about
45 minutes I cough each time the device
stimulates my vagus nerve. Occasionally, my
eyes tear along with the cough, but this
decreases within 30 minutes. My body adjusts to
the new setting within hours and I do not feel the
device as it cycles on and off. I have to make an
effort to determine when the device delivers
a charge.
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Ask the doctor
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Charles R. Conway, MD

Connections: a VNS Therapy
resource program for you

Assistant Professor of Psychiatry and Medical Director,
Adult Inpatient Psychiatry Unit, Saint Louis University
School of Medicine St. Louis, MO

•Brochures

How long does it take before VNS Therapy
starts to work?
People have different response patterns to VNS Therapy.
Some people respond very early and maintain their
responses, while others respond much later.

•Live phone conferences—VNS Therapy
Phone Facts Sessions
– Hear from a patient about his or her
experience with VNS Therapy
– Listen to a psychiatrist experienced with
VNS Therapy
– Tuesdays, January 3 and 17, February 7 and 21
– 7:00 PM Central Time
– Call TOLL-FREE 1-866-598-9336

The design of the clinical study for FDA approval made it
hard to relate the optimal dose to the response rates and
to how long a person had had VNS Therapy. Clearly, while
some people responded within 3 months of VNS Therapy
stimulation, others first responded after 9 months or
more.1,2 Because of this delayed response, it is essential to
understand that this is a long-term treatment—very
different from standard depression treatments like
medications, which often take effect within weeks.

•Nurse case managers who can answer
your questions about VNS Therapy and
help with insurance benefits verification

In most people, the antidepressant effects of VNS Therapy
are subtle at first. Family members often notice
improvements (like more energy or greater motivation)
before the patient does.

•For more information, call
1-877-NOW-4VNS (1-877-669-4867)
or visit www.VNSTherapy.com

How often does VNS Therapy need dose
adjustment?
VNS Therapy is usually turned on about 2 weeks after
the implantation procedure. Then the dose is typically
increased once a week by a very small amount (0.25
milliamperes), as tolerated. Although we don’t yet know
what the “best” dose is, 1.25 to 1.50 milliamperes is
the suggested target dose, so it takes 4 or 5 dosage
adjustments to reach the target.
Research is still ongoing to determine the optimal dose
of stimulation. In the clinical studies, the dosing used
was 30 seconds of stimulation delivered every 5 minutes.

Antidepressant
tip of the month
Winter weather can make it hard
to exercise outdoors. Consider
walking in a mall or using an
aerobics videotape.

Once the dose is adjusted, stimulation is regular and
automatic, and typically unnoticeable.
NOTE: The testimonials in this document are only examples of
VNS Therapy results. Individual treatment results will vary.
Please see the full indication and safety information enclosed.
References: 1. Rush AJ, Marangell LB, Sackeim HA, et al. Vagus nerve stimulation for
treatment-resistant depression: a randomized, controlled acute phase trial.
Biol Psychiatry. 2005;58:347-354. 2. Rush AJ, Sackeim HA, Marangell LB, et al. Effects
of 12 months of vagus nerve stimulation in treatment-resistant depression: a naturalistic
study. Biol Psychiatry. 2005;58:355-363.
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SAFETY INFORMATION FOR THE VNS THERAPY™ SYSTEM *
INTENDED USE/INDICATIONS – UNITED STATES
The VNS Therapy System is indicated for the adjunctive long-term treatment of chronic or recurrent
depression for patients 18 years of age or older who are experiencing a major depressive episode and
have not had an adequate response to four or more adequate antidepressant treatments.
CONTRAINDICATIONS
The VNS Therapy System cannot be used in patients after a bilateral or left cervical vagotomy. Do not
use short-wave diathermy, microwave diathermy, or therapeutic ultrasound diathermy on patients
implanted with the VNS Therapy System. Diagnostic ultrasound is not included in this contraindication.
WARNINGS
This device is a permanent implant. It is only to be used in patients with severe depression who are
unresponsive to standard psychiatric management. It should only be prescribed and monitored by
physicians who have specific training and expertise in the management of treatment-resistant
depression and the use of this device. It should only be implanted by physicians who are trained in
surgery of the carotid sheath and have received specific training in the implantation of this device.
Physicians should inform patients about all potential risks and adverse events discussed in the VNS Therapy
System Physician’s Manual, including information that VNS Therapy has not been determined to be a
cure for depression. Patients being treated with adjunctive VNS Therapy should be observed closely for
clinical worsening and suicidality, especially at the time of VNS Therapy stimulation parameter changes
or drug or drug dose changes.
Patients who have pre-existing swallowing, cardiac, or respiratory difficulties (including, but not limited
to, obstructive sleep apnea and chronic pulmonary disease) should discuss with their physicians whether
VNS Therapy is appropriate for them since there is the possibility that stimulation might worsen their
condition. Patients with the VNS Therapy System or any part of the VNS Therapy System implanted
should not have full body MRI.
ADVERSE EVENTS
The most commonly reported (≥10%) side effects from stimulation included hoarseness, increased
cough, neck pain, dyspnea (shortness of breath), dysphagia (difficulty swallowing), paresthesia (prickling
feeling in the skin), and laryngismus (sore throat). The most commonly reported (≥10%) side effects from
the implant procedure included incision pain, hoarseness, incision site reaction, device site pain, device
site reaction, pharyngitis (sore throat), dysphagia, and hypesthesia (numbness).
*THE INFORMATION CONTAINED IN THIS SUMMARY REPRESENTS PARTIAL EXCERPTS OF IMPORTANT
PRESCRIBING INFORMATION TAKEN FROM THE PRODUCT LABELING. THE INFORMATION IS NOT
INTENDED TO SERVE AS A SUBSTITUTE FOR A COMPLETE AND THOROUGH UNDERSTANDING OF
THE VNS THERAPY SYSTEM, NOR DOES THIS INFORMATION REPRESENT FULL DISCLOSURE OF ALL
PERTINENT INFORMATION CONCERNING THE USE OF THIS PRODUCT. (CAUTION: U.S. FEDERAL
LAW RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN.)

