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Tinnitus Desensitization Treatment
Shows Promising Clinical Data

By Andrea M. Sattinger

n FDA-cleared, noninvasive treat-

ment approach that utilizes neural

stimulation to desensitize patients
to the disturbing impact of tinnitus has
achieved consistently positive results in a
controlled clinical study in Australia. “In
setting up this study we sought to set a
much higher hurdle for a clinical success
than others have done in the past,” said
Peter J. Hanley, PhID, CEQ of the Australian
entity Neuromonics.

Two prior clinical trials for this ap-
proach have been conducted in the last
decade. “What was pleasing in the third
trial was to see an even quicker benefit and
even more significant outcomes,” said Dr.
Hanley.“We sct our benchmark for success
at an improvement of at least 40 percent in
tnnitus disturbance, and over 90 percent of
the patients met or exceeded that hurdle
after 6 months™

The device and treatment, called the
MNeuromonics Tinmtus Treatment, com-
bines the novel use of acoustic stimulation
with a structured program of counseling.
The distinctive acoustic component pro-
vides stimulation to auditory pathways de-
prived by hearing loss, engages positively
with the limbic system, and allows inter-
mittent, momentary tinnitus perception
within a pleasant and relaxing listening ex-
perience, thereby facilitating desensitization
to the tinnitus signal. By gradually break-
ing down the patient’s ability to detect the
tinnitus, the amount of sound neceded to
cover up the tinnitus lessens over time. Pa-
tients become progressively less aware of
and less disturbed by their tinnitos,
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Source: Davis PB, Paki B, Hanley PJ. Ear Hear 2007,28:242-5%. Reprinted with permission,

months of treatment,

After inicial assessment and instruc-
tions, participants were given a personal
sound player with earphones and an
acoustic stimulus that was customized for
their individual audiometric profile. Pa-
fients were instructed to use the instru-
ment for at least two hours per day. At
two, four, six, and 12 months after begin-
ning treatment, both groups displayed
chinically and statistically significant im-
provements in tinnicus disturbance, aware-
ness, and minimum masking levels, as well
as loudness discomfort levels, The Tinnitus
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‘f:‘i!fhﬂugh you may have heard and read
that there is no cure for tinnitus, you

should not assume every tinnitus is from
the same reason.””—Jack J. Wazen, MD

hat I tell my colleagues and

particularly my patients is,
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In the clinical trial, 35 subjects with pre-
dominantly moderate-to-severe unnitus-
related distress were randomly assigned to
one of two treatment groups, correspon-
ding to two stage-based varianons of the
treatment. In the first group, subjects were
exposed to Intermittent Gnnitus perception
throughout the six-month treatment pro-
aram; in the second group, subjects’ tnm-
tus perception was completely covered up
for the first two months and then only in-
termittently covered for the remaining four

Reacnon Questionnaire (TRQ)), com-
prised of 26 questions regarding the 1im-
pact of tinmitus on the subject’s quality of
life, was the primary measurement tool
used in the trial (Figure 1).

“In our study there was a quite a signif-
icant early benefit from the treatment,
which happened in the first couple of
months,” said Dr. Hanley. “Orther treat-
ment modalities that have been available
for some time, which are heavily counsel-
ing-intensive, set the expectation of a year

and a half to two vears before the patient
experiences significant benefit.”

There were good rates of acceptability,
convenience, and ease of use for the pa-
nents. “More than 95 percent rated those
questions positively in our treatment re-
view survey, Dr. Hanley said. “That has a
major bearing on the relationship between
the clinician and the panent.” He added

that this 15 also a tme-cfficient treatment
that can be viably integrated into a physi-
clan’s practice (Figure 2).

Chnical outcomes were found to be re-
lated to the level of usage of the acoustic
samulus, “One of the most striking results
in the third trial was the dosage effect thar
we found,” said Dr. Hanley. “There was a
strong relatonship between the hours of
usage per day—that 15, the amount of the
therapeutic agent that the patients re-
cerve—and the speed and consistency with
which the benefits were reporred.”

Furthermore, in the version of the tech-
nology that is being employed since the
time of the third trial, a dosage meter can
now be used to record patients’ usage.” We
are seeing mghly comphant usage, and
that’s another big point of distinction com-
pared with [other] treatment options,” he
said,

Neuromonics in Practice
Jack A. Shohet, MD, otologist-neurotolo-
gist 1n the solo practice of Shohet Ear As-
soclates in Newport Beach, CA, has been
using the treatment with a number of his
patients for the last year. His patients have
had a variety of responses but they are
mostly favorable.“There are some patients
who feel an instant relief the minute they
put the device on their ears,” he said, “but
that’s certainly the exception rather than

continued on page 14

Fig. 2 Relation between reported
~ usage and clinical
improvement after 4 mo.
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Subjects were categorized into three "usage bands” according to their report-
ed estimated average daily usage over the first 4 mo of treatment: those whose
reported usage was between 0 and 1.5 hr per day, between 1.6 and 2 hr per
day, or above 2 hr per day. Consistency of improvement on TRQ (expressed as
the proportion of total subjects in each group that reported a TRQ improvement
of at least 40%) are displayed as solid bars, with error bars corresponding to 1

standard deviation.

Saurce: Davis PB, Paki B, Hanley FJ. Ear Hear 2007;28:242-59. Reprinted with permission.
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tus,” he said. “Many of these patients are

e have a limited s : .
€€ l /, / looking for something they can do, and tor
armamentarinm for the a lot of them, having the feeling that they

are doing something for their disease

treatment for tinnitus. Many of these , FE iy
f %) process, in and of itself 1s a beneht.”

patients are looking for something they ' [Dr. Shohet emphasizes that the first step

the rule. Others experience that their tin-
| nitus awareness and disturbance are slowly

improving. And some patients don’t realize in treating tnnitus is idencifying the origin
the improvement untl we point out how
they were at the very beginning of the
rreatmient plan.”

Dr. Shohet appreciates the approach’s

can do, and for a lot of them, having the 1 N _ .
of the tinnitus and weating any medically

feeling that they are doing something for or surgically treatable cause. After that, pa-

their disease process, in and of itself is a tents need to address lifestyle issues that at-

fect their dnnicus. T call them the avoid-
benefit. "—Jack A. Shohet, MD

the patient control.“We have a limited ar- ; and other loud noises,” he said. “And for

anyone who has a hearing loss, we get

well-defined treatment protocol that gives ance factors: avoid stress, fatigue, catteine,

them into a hearing instrument. If all those
things fail, we typically will go to our Neu-
romonics [approach], and in our practice

the first ful Fy"ﬂfﬂgfﬁfﬁd that i3 a pretty significant proportion [of
rlgld bfﬂﬁﬁ}h{h‘&f}{hpe patients].” Because of the fluctuating na-

ture and intensity of their tinnitus, patients
with Meéniéres disease and cochlear hy-
drops are not ordinarily good candidates
for this weatment, although some inpatients
in a nonacute phase of their symptomolo-
oy have experienced some success. Other
patients who would be considered poor
candidates for the treatment are those who
would have trouble selt-administering ir.

Dissociating the
tinnitus from the rest
of the patient’s brain
activity would mean
that patients can
continue thinking,
working, and enjoying
their lives while their

tinnitus is in their

idistad tip

subconscious.

"'.-"'Ln':.-' new treacment for tnnitus de-

serves some healthy skepticisi,” said Dr,
Shohet. “There have been a lot of things
that have come up in the past that have

: i bee ed as the next greatest thing for
Texas Rigid Integrated Bronchoscope et rellers s,
B}; Dr Garelt Warlsh to be much better than a placebo,” he said.

It is possible that with further studies we

may find this instrument’ place in our ar-

Richard Wolf has designed the Texcs Rigid Infegrated Bronchoscope with the optic fully-infegrated within the S menEi e B o (o i cathe Rt

DIDﬁGhEEEEJFe tube to dllow continuous visualization and a EDFQEI‘ Wﬂi’kir‘ig area for instrurments. The UﬂICILE ence has |'ff:-.:n En-‘tn‘.ll_:an.” _
fube design allows 360° viewing at the distal tip. Accommodales dll sienf systems. Jack J-Wazen, MID, Director of Research at
the Silverstein Instimute in Sarasota, FL, helped
_ lead the planning phase for the US trial, which
For rore information on the Richard Wolf Texas Rigid Infegrated Bronchosoope, i i 0 ool stk 100 paticas
piecﬂe call 800-323-WOLF (%EG:I Die. Wazen, the first research fellow at the Sil-

verstein [nstitute and now a partner in that
F'!‘D Hnnn practice, left Sarasota in 1983 and worked as a
researcher, professor, and pracdtioner with Co-
m D LF . lambia University and the Columbia-Presby-
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terian Medical Center in New York."Because
of my academic background and interest in
rescarch, Neuromenics approached me and
asked if I wanted to parucipate in coordinat-
ing a national research protocol,” he sud. Ap-
proval of that protocol 1s iImminent.

ate the sound the patent hears from the rest
of emotional consciousness, he said, “al-
though the patient may suall hear the sound,
it is not depressing, it 15 not aggravatng, it
is not causing anxiery.”

To Dr.Wazen, the principle of the Neu-
romonics treatment is attractive because
dissociating the tinnitus from the rest of the
patient’s brain activity would mean that pa-
tients can continue thinking, working, and

Peter J. Hanley, PhD, said, “What was pleasing

in the third trial was to see an even quicker benefit

and even move significant outcomes.”’

Because unnitus is not one disorder, dif-
ferent people may react differently to vari-
ous treatments. “One of the fallacies is that
there is going to be a cure for dnnitus,” said
Dr. Wazen.“There may be a cure for a cer-
tain type of tinnitus that may not work for
others. The advantage of the Neuromonics
device 1s that it works on what all types of
tinnitus have in commeon: the brain”

Because the treatment works to dissoci-

enjoying their lives while their tinnitus is in
their subconscious. “That’s a big step in the
right direction,” he said (Figure 3).

Being cautious about what to tell pa-
tents is Important to Symptom manage-
ment, “What T tell my colleagues and par-
cicularly my patents is, "Although you may
have heard and read that there 1s no cure for
tnnitus, you should not assume every tin-
nitus is from the same reason.” Dr. Wazen
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Fig. 3 Benefit ratings
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On each dimension of benefit, subjects were asked to indicate whether they felt
that benefit applied to them to a small, moderate, or large degree or not at all.
These are displayed as the percentages of all respondents that indicated each

level of benefit.

Source: Davis PB, Faki B, Hanley FJ. Ear Hear 2007;28:242-5%. Reprinted with permission,

said. ] want to make sure chis tinndtus is not
due to a tumor, ke an acoustic neuroma,
or other treatable conditions,” he contnued.
Until a more definitive procedure or treat-
ment 15 discovered, he added, “we can now
still tell our patients, " We have different treat-
ment protocols you can consider—medica-
tons and instruments—which could reduce
the impact of unnitus and have you live
with it in a better state of mind.
“Although so-called answers for treat-
ing tnnitus have come and gone, this is

something thar does make sense,” said Dr.
Wazen. He 1s hopeful chat his investigative
team will be able to duplicate the good re-
sults of the Australian studies. “Then pa-
nents become advocates for this technolo-
oy, he said, "and the patient would be the
best example to other patients.” BN
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Ultrasound-Guided Removal

of Hilar Submandibular

Salivary Stones

Ultrasonography has been used in
the diagnosis and evaluation of
submandibular salivary stones, as
well as in lithotripsy and basket re-
trieval to localize the stones. Jeong
Kyu Kim, MD, and June Sik Park,

are left open and unsutured. l‘F

ranging in age from 10 to 79 years
were treated for impalpable hilar or
parenchymal submandibular stones

In the authors’ study, 13 patients

by ultrasound-guided transoral re- |
moval. In all cases, the stones were
removed completely. At one-week W
follow-up, the surgical wounds had

healed completely and no lingual
nerve paresthesia was noted.

The authors state that these re-
sults suggest that it is possible to
extend the indication of transoral
removal to impalpable stones by
using their ultrasound-guided re- b
moval technique. Furthermore, itis
possible for the surgeon to gauge =
the completeness of removal by
checking for remnant stones imme-

MD, PhD, report that they have ap-
plied real-time extraoral ultrasound
to localize impalpable hilar sub-
mandibular stones during transoral
removal, and discuss the surgical
technique and its advantages and
applications.

For transoral removal of an im-
palpable hilar stone, ultrasound ex-
amination is performed by applying
the probe to the submandibular
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area of the patient’s neck while the diately following surgery. Probing or :“

patient is seated and having the incision of the duct from the orifice =

Y : surgeon attempt to palpate the isnotrequired, which will avoid ad-

Master’s Course: Basic Course stone with his or her index finger in  ditional intervention and morbidity.
Allergies & the the patient’s mouth. The surgeon In addition, the time required to 1.':
F‘E"'d'.'ﬂ." ic Airway TBD can feel the palpability of the stone  reach the stones in this manner is
more precisely by pressing on it much shorter than in the conven- :
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with a finger and then watching the
movement on the ultrasound mon-
itor. Local infiltration and incision
can be performed directly over the
stone in this way. The duct over the
stone is incised and the stone ex-
tracted with forceps or a hook. After
removal of the stone, another ultra-
sound examination is performed to
check for remnant stones, and the
incised Wharton's duct and mucosa

tional transoral approach.
Therefore, the authors suggest
that ultrasound-guided transoral re-
moval be used as a primary treat-
ment for hilar submandibular
stones, regardless of palpability. =
The procedure could also be used
for infected stones, recurrent
stones, and stones that were notre-
moved in previous surgery. L
(Laryngoscope 2007,117:1373-5)
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