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August 14, 2006 
 
Centers for Medicare and Medicaid Services 
Attn: Beverly A. Lofton, MHA 
Ref: NCA for Vagus Nerve Stimulation for Treatment of Resistant Depression (TRD) 
(CAG-00313R) 
C1-09-06 
7500 Security Blvd. 
Baltimore, MD   21244 
 
I am a board certified psychiatrist who has been in inpatient and outpatient psychiatry for 
over 14 years.  During that time, I have helped my patients battle with a variety of 
difficult psychiatric disorders.  It has been well known for many years that treatment 
resistant depression (TRD) is one of our most difficult clinical problems.  It is my belief 
that virtually every psychiatrist would acknowledge that although we have made progress 
with TRD, much work needs to be done.  Each of us has a handful of patients for whom 
we have no effective treatment to offer.  Some have had literally dozens of medications 
and medication combinations, with antidepressants, mood stabilizers, augmentation 
strategies, anti-psychotics medications, ECT, and alternative therapies. 
 
These individuals are unable to work, hospitalized, and sent to day treatments, individual 
therapy and group treatment.  They utilize large amounts of prescription medications, and 
mental health benefits.  They die by suicide, accidents, and are at increased risk of 
cardiac disease and disability.  They have worse outcomes with other medical disorders. 
 
Unfortunately, after a few episodes of depression, often early in life, one can predict that 
people with TRD will continue in a chronic or recurrent pattern.  They will experience 
shorter remissions and face worsening odds of response to novel therapies.  Each 
psychiatrist has a favorite arcane poly-pharmacy for such patients.  My own preference is 
for MAOI inhibitors, alone or in combination with a tricyclic.  Theoretically this 
combination is toxic, but if done correctly, is safe and tolerable to many patients.  But 
these unusual combinations rarely work.  “Treatment as usual” for TRD is woefully 
inadequate.  Even heroic treatment fails to benefit these people. 
 
Since July 2005, however, a new FDA approved treatment has been available.  
Adjunctive Vagus Nerve Stimulation, a safe treatment that has been in use in tens of 



thousands of patients for ten years.  It is low in side effects and can be offered to patients 
who have no other options.  VNS probably operates by a mechanism of action that is 
simply different from anti-depressants and is likely to work even in patients who have no 
other choices. A well-controlled clinical trial supports the long-term benefit of VNS, as 
well as its safety and tolerable side effects.  A comparison with treatment as usual 
supports the distinct difference between outcomes who have been offered VNS and those 
who have not. 
 
As I write this letter, I am in the waiting room of a psychiatric hospital about 120 miles 
from my office.  One of my patients, who has been waiting for VNS for several months, 
is in an acute unit here.  She has completed a successful course of ECT but appears 
unable to be transitioned off ECT and has started maintenance.  She has had recurrence of 
depression after two weeks off ECT and has not been in remission despite six years of 
anti-depressant treatment and inpatient, family, outpatient, and residential treatment.  I 
have literally nothing to offer her besides continuing ECT indefinitely, if that works.  She 
will need to stay in residential care for several months unless her depression improves 
dramatically.  I have had several denials from her insurance company for VNS and will 
continue to pursue it until we finally file an appeal with independent physicians.  At some 
point, she will need to stop ECT and there will be nothing to do except watch her 
deteriorate and hope that one of the medications that failed her before will help this time.  
The months-long delay, I hope, will end with her approval for VNS but then it will be 
months before it can be implanted and then hopefully start to give her benefit.  It would 
be very useful to her if clear criteria for implantation of VNS existed, so that we could 
simply apply those criteria and agree quickly whether she is appropriate for VNS 
treatment.  I feel that the lack of clear criteria prevents us from reaching a fair and 
appropriate determination of the medically necessity of VNS. 
 
It is my belief that VNS should become a covered benefit for those who fall within well-
established coverage criteria. 
 
I am available to discuss this further or provide additional documentation if that would be 
helpful. 
 
 
 
Sincerely, 
 
 
 
David Steinman, MD, FAPA 
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