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Investigation of a Mesunique Protocol: Pilot Study I1

Primary Investigator: Kerri L. Clark, N.M.D., M.S., Naturopathic Medical Doctor,
42026 N.45™ Drive Anthem, AZ 85086, 480-239-6566
Background:

With an explosive market demanding new, quick, easy and painless alternatives to
traditional plastic surgery, we have found that options for spot fat reduction have gained
popularity. Mesotherapy is a procedure in which an injectable solution is used to reduce
fat in troublesome areas. Mesotherapy continues to gain respect and acceptability
because of its non-surgical risks, significantly decreased pain, decreased inflammation,
and shortened recovery time when compared to traditional plastic surgery techniques,
such as liposuction. Obviously, when compared side by side, the treatment complexity
versus treatment risks, Mesotherapy is a simpler and safer treatment. However, the next
generaﬁon of spot fat reduction products have been developed and become available in
the marketplace. These products are topical Mesotherapy. Mesunique is a cream
containing natural ingredients that take Mesotherapy to a different level. The natural
ingredients in Mesunique make the fat cell membrane more permeable, so that it can
release the fat stored in the cell. After fat is released, it is broken down and can be used
by muscle for energy; utilized or “burned” through normal metabolism or through
exercise; processed and removed from the body by the liver; or the fat can be reabsorbed
by the body. This topical application of Mesunique clearly has its benefits over injectible

Mesotherapy—ease of application, non-invasive, painless, decreased costs.



As a Naturopathic Medical Doctor, Medical Aesthetics has become a part of our
offering of services, especially since many of these new treatments and products utilize or
contain natural ingredients. Many of my colleagues began offering medical aesthetics
treatments, but I found that I was not interested in using injectible mesotherapy. I have
experienced these mesotherapy treatments and found them to be uncomfortable,
expensive and limited in results .that I anticipated. This changed when a colieague of my
introduced Mesunique to me. I was interested in a topical mesotherapy product that
would be easy to apply, cost effective, as well as, effective in spot fat reduction not only
for myself, but my patients too. My colleague gave me some Mesunique, a topical
mesotherapy product, after we discussed the product, formulation and results to date.

He wanted me to personally experience the effectiveness of Mesunique. He also
disclosed at that time that there were many doctors using it and having their patients use
it too and that there was a pilot study under way. So, after several weeks of use, not only
did I experience spot fat reduction, but I found a decrease in cellulite. Overall, I found
Mesunique to be effective and that I would be willing to also oversee a pilot study. We
discussed how diet and exercise could dramatically impact the results. We also discussed
seeing if we could duplicate the results already being seen. I wondered this because
personally, my diet is very clean about 1800 calories or less per day, very low saturated
fats, no trans fats, no “white” complex carbohydrates and no refined sugars. I also
exercise regularly.

Because of this discussion and the results that I experienced, I arranged and
completed a small pilot study with 10 patients. All patients started the 60 day study. One

patient discontinued the study after 52 days due to an unrelated allergy condition that



caused a skin condition. However, even this patient saw positive resuits in the seven
weeks 3 days of inconsistent use—weight loss and inches lost. Another patient
discontinued the study after 40 days for non-compliance. All participants started noticing
changes in the first weeks of the study, not only in weight loss and inches lost, but in

_ cellulite reduction and changes in skin tone and integrity. The results were actually

surprising to me because I am the type of Doctor that says “show me the proof!”

Primary Objective:
To evaluate Mesunique’s efficacy and safety for spot reduction of adipose tissue
in multiple body sites through inches lost, weight loss, and improved Body Mass Index

(BMI) in conjunction with a diet and exercise program.

Study Design:

Prospective, open label, single center.

Treatment Groups:

One treatment group using Mesunique, exercise, dietary guidelines and a natural
vitamin, mineral, and herbal product called “Accelerator”. Mesunique cream was applied
to single or multiple sites dependent upon patient’s initial evaluation. The cream was
applied twice daily. Exercise parameters were a minimum of 20 minutes of aerobic type
exercise five days per week. Patients were educated about heart rate “talk test” to ensure
target heart rate range. The studies diet parameters included an absolute avoidance of

refined or processed sugars, alcohol, *“White” or processed starches, trans fats and
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restricted saturated fats (Lean animal protein source allowed). No specific calorie level

was required but patients were asked not to exceed 1800 calories and not to drop below

1200 per day. Most patients targeted 1500 calories per day based on their BMI. Patients

did not have difficulties doing this due to the above listed avoidances. The Lipotropic

“Accelerator” was required to be used 1 capsule three times per day.

Number of Subjects:

10 patients were enrolled and completed initial evaluation. All ten patients

completed their 30 day evaluation and eight completed the final evaluation at 60 days.

Target Population:

Inclusion

1.

Age>18.
Patients who understand the purpose and risks of the study.
BMI > 15

Normal EKG

Exclusion:

Age<18

Patients unable to understand the purpose and risks of the study.

Pregnant Women

Patients unable to walk for at least 20 minutes a day.

Patients on liquid diet or special diet related to chronic disease process including

cancer, diabetes or gastric bypass.
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8.

9.

Patients with severe diarrhea or other gastrointestinal disorders that might prevent
their ability to absorb their food properly.

Patients participating in other clinical trails.

Patients with excessively high blood pressure or EKG abnormalities.

Any other conditions that the physician may feel uncomfortable with.

10. Any lab findings the physician feels should exclude the patient from the study.

Concomitant Medications:

Medications required to treat patient’s underlying or concurrent diseases were

administered as prescribed.

Study Treatments:

)
.

Apply 30 mg to predetermined adipose area(s) twice daily taking accelerator three

times daily by mouth, diet and exercise plan.

Labeling:

See attachment A

Packaging:

Mesunique in a metered-dose dispenser, 30 day supply.

Accelerator-90 Capsules, a 30 day supply.





