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Abstract:

Background:  Due to the increased occurrence of sinus infections, the use of antibiotics is also
increasing, thus leading to potential antibiotic resistance.  An alternative treatment for sinusitis is
widely needed and should be evaluated.  The investigational agent tested in this trial is Peaceful
Mountain Sinus Rescue (PMSR), a silver based product.

Methods:  Subjects suffering from either chronic or episodic sinusitis were randomly selected to
treat their symptoms with either a test or a placebo nasal spray.  Subjects rated their daily
symptoms on scales ranging from 1 to 9 in order to assess improvement.  The treatment was
initiated on the first day of the trial and continued for three weeks.

Results:  Both groups reported side effects with 69% of the placebo group and 57% of the test
group reporting side effects some time during the treatment phase.

Conclusions:  The side effects were minor and most of the side effects were symptoms of the
condition including headache, sore throat, and sneezing.  With both group experiencing minor side
effects the results suggest that Peaceful Mountain Sinus Rescue is as safe as a placebo during 3
weeks of treatment.

Background:

Sinus infections affect more than 30 million people annually in the United States alone1.  Most sinusitis
sufferers have numerous infections per year resulting in very regular antibiotic use.  This regular antibiotic
use often leads to an escalation in the potency and cost of the prescribed drugs.  Prolonged use of
antibiotics can also lead to a number of serious side effects including gastrointestinal disturbances,
myalgias, and systemic allergic reactions2.  A number of patients who remain unresponsive to other
medical interventions resort to reconstructive surgery or surgical removal of nasal polyps, but many
patients experience polyp regrowth1.

These therapies may not be treating the cause of chronic sinusitis.  It is thought that an allergic response to
fungi could be a cause5.  One study found that 100% of the chronic sinusitis subjects being tested had
fungus in their mucus6.  If this is the case, an antifungal treatment would be beneficial.

The product being tested, Peaceful Mountain Sinus Rescue (PMSR) is administered intra-nasally from a
spray bottle according to a protocol and in a concentration covered by U.S. Patent # 6,454,754.  The
solution is an aqueous colloid of silver.  This solution has shown anti-bacterial and anti-fungal properties in
laboratory testing and could potentially be a safe sinusitis treatment.

Methods:

Subjects were required to have a history of recurring sinus infections, to be currently presenting symptoms,
and to be at least 18 years of age.  Subjects were disqualified if any antibiotics were used within 2 months
prior to beginning the trial, or if any other remedies were used during the trial period.  Following a
comprehensive screening questionnaire and upon consented enrollment, subjects were randomly assigned
to receive a bottle of placebo or test solution to begin using on their first day of the trial.  At the first clinic
visit, each subject completed a side effect survey and was instructed to apply the nasal spray with one spray
in each nostril every 30 minutes throughout the day for the next 21 days.  In addition, the subjects were sent
home with side effect surveys to complete daily.  The subjects were required to attend weekly visits at the
clinic.  These weekly visits consisted of a verbal interview, the completion of a weekly side effect survey,
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and the weighing of the spray bottle that was assigned to them.  At the final visit (visit 4), subjects
completed a final weekly side effect survey, returned their spray bottle, and completed a verbal interview.

Variable    Test (n=15) Placebo (n=13)

Age 42.5 (±13.2) 48.5 (±16.1)

No. women (%) 6 (40) 10 (77)

Duration of the condition in years (range) 12.9 (3-40) 20 (16.3)

Frequency of infection per year 5.2 (±2.9) 5.8 (±4.0)

Average length of each infection in weeks 4.6 (±5.7) 2.3 (±1.5)

No. chronic subjects (%) 9 (60) 5 (38)
Table 1 Baseline characteristics for he test and placebo groups.  Values are averages (±standard deviation) unless otherwise stated.

Results:
Minor side effects were experienced in both groups.  For the overall study approximately 69% of placebo
subjects and 57% of test subjects experienced some type of side effect during the treatment phase of the
trial (Fig 1).
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Fig 1 The percent of subjects that experienced some type of side effect during the three-week treatment
phase of the study in the placebo and test groups.

The most common side effect in the placebo group was headache and nasal irritation with 31% of the
subjects experiencing these side effects.  The placebo subjects also reported sore throat, sneezing, and a
decreased ability to taste.  The test group reported nasal irritation as the most common side effect, with
29% of the group experiencing this effect sometime during the trial.  Other side effects the test group
reported were sore throat, headache, and a bad taste in the mouth.  Figure 2 displays all the side effects that
were experienced by both groups during the trial.
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Fig 2 The number of people that experienced a certain type of side effect during the 3 week treatment phase
of the study.

Not all side effects lasted the duration of the trial.  Side effects were noted each week of treatment.  The
percentage of subjects experiencing a side effect was calculated and graphed in Figure 3.
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Fig 3 When the subjects reported the side effect they experienced.

The test group experienced most of the side effects during week 1.  The number of side effects decreased
with each week of treatment.  The placebo group experienced about the same number of side effects during
each week of treatment.

Discussion:
Minor side effects were experienced in both groups during the treatment phase of the study.  The most
common side effect in both groups was nasal irritation.  Both groups also experienced headache, and sore
throat.  The placebo group experienced increased sneezing and a decreased ability to taste.  The test group
had one subject experience a bad taste when using Peaceful Mountain Sinus Rescue.  Most of these side
effects, including headache, sore throat, and sneezing, are symptoms of a sinus infection and can be hard to
distinguish as a side effect or just the progression of the condition.  None of these side effects were
permanent or harmful to the subjects.  The fact that both groups experienced similar side effects suggest
that Peaceful Mountain Sinus Rescue is as safe as a placebo spray for 3 weeks of treatment.  It would be
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beneficial to test Peaceful Mountain Sinus Rescue against common treatments for sinusitis including
antibiotics and other nasal spray products to compare severity of side effects.
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