Bio-ldentical Hormone Replacement Therapy

A Medical Approach to Hormonal Balance Utilizing SottoPelle® Precision Prescriptive Dosing
Methodology

Hormone Replacement Therapy is not a new or experimental treatment for hormonal imbalance. The
science and practice of hormone replacement therapy (HRT) has been around since the 1930'’s.
SottoPelle® has been successfully treating patients with Bio-ldentical Hormone Therapy (BHRT) for
decades. As the pioneer and leader in the science based methodology of BHRT, SottoPelle created and
established the standards that are now considered baselines for BHRT. Our proprietary patent pending
dosing method relies on the proven results of thousands of patients and scientific data from some of the
leading medical professionals in the world.

Hormone replacement therapy can be successfully used to treat men or women suffering from various
health concerns such as all phases of menopause, andropause, and varied medical conditions that can
impact hormonal balance. The success of bio-identical hormone replacement therapy (BHRT) relies on
several key factors:

e the training and expertise of the treating physician,

e the dosing methodology utilized,

e the follow up and maintenance protocols followed for continuity of care,
e and the quality of the pellets.

The changing perspective and understanding of BHRT has recently been explored and further expanded
in current studies. These findings show that more and more physicians are prescribing BHRT.

According to a recent survey conducted by The North American Menopause Society and
presented at the American Society for Reproductive Medicine 2015 Annual Meeting, 60 percent
of clinicians are prescribing bioidentical (compounded) hormones for the treatment of
menopause. The results don’t come as surprising news considering that patient demand for
bioidentical hormone replacement therapy (BHRT) has reached a whopping 41 percent, despite
its controversial status with many national medical organizations. A number of national
organizations still push practitioners to use FDA-approved conventional hormone therapies, but
more than 47 percent of clinicians say they disagree with these guidelines. This includes 36
percent of OB/GYNs and 58 percent of family practitioners surveyed. The physicians who
prescribe bioidentical hormone therapy cite safety and efficacy as the primary reasons for their
decision. !

The prescribing paradigm is shifting to BHRT by clinicians which is supported by recent data and the
increased patient demand for the “natural” and safer alternative of HRT.

A recent Harris survey administered to 801 women aged 45 to 60 years estimated that 1 to 2.5
million US women aged 40 years and older are using compounded bioidentical hormones
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annually. Among them, 1 in 5 women responded that the treatment was "personalized," and
that their own physicians recommended the treatment. A second survey, the Rose survey of
2044 women aged 40 years and older suggested that bioidentical hormone use accounts for
28%-68% of hormone replacement prescriptions from physicians and that up to 2.5 million US
women may be currently using them. In the survey, 1 in 4 women stated that their physicians
had recommended bioidentical hormones. A survey of physicians found that almost half of
respondents disagreed with recommendations of the North American Menopause Society. One
third of those who disagreed were obstetricians, and 58% were family physicians. The most
important factors cited for prescribing the products were efficacy and tolerability. 2

These statistics don’t surprise us. After several decades of experience, working and training many of the
practitioners currently administering BHRT, our collective patient data reflects a 98% success and
satisfaction rate. Patients not only try BHRT, but the majority continue treatment beyond the first year.
Patient satisfaction, retention, and continuity of care can be attributed to abatement of presenting
symptoms and increase in quality of life. The key in this high degree of success is directly related to:

o the level of expertise of the medical practitioners administering the BHRT;
e implementation of appropriate dosing;

e maintenance and follow up;

e patient awareness and education;

e quality of BHRT pellets.

More information is now readily available to patients on alternative therapies and/or holistic
approaches. This information and the quest for relief to the often debilitating symptoms some patients
can experience, drives the demand for BHRT as a safe effective therapeutic option. Many of these
patients are not candidates for synthetic variants of HRT as they are contraindicated due to other
preexisting medical conditions or medications. For example, BHRT is not synthesized via the liver, so for
patients with liver concerns, synthetic forms of HRT may be precluded as an option to treat hormonal
imbalance and symptoms that impact quality of life. However, pellets can be a safe and effective
therapeutic option.

For a properly trained practitioner using quality pellets, BHRT represents a medically sound and effective
option for the treatment of hormonal deficits, and to maintain hormonal equilibrium in a manner that
supports the patient’s lifestyle. The subcutaneous insertion of BHRT pellets has solid empirical data to
support the effectiveness of this delivery method. And coupled with “no effort” patient compliance
(patients don’t have to remember to dose themselves or risk taking an incorrect amount) increases
patient success, satisfaction and effectiveness. Additional clinical information on the actual process for
implementation of pellets is available upon request with our Physician Support Team.

As physicians you already understand the mechanics and symptomology of menopause and andropause.
But do you have a clear understanding between natural and bio identical hormone therapy as a
distinguishing factor in choosing the best treatment protocol for your patients? SottoPelle® trained
physicians understand this distinction and it is a critical factor in their success. In 2015, Harvard Health
Publications clearly noted the important distinguishing aspects of the BHRT and benefits.
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Bioidentical hormone therapy is often called "natural hormone therapy" because bioidentical
hormones act in the body just like the hormones we produce. But here again, that tricky word
natural muddies the waters. Pregnant mares' urine is natural, but Premarin is not bioidentical, at
least not to human estrogen. The same goes for Cenestin, which is made from plants but is not
bioidentical. Technically, the body can't distinguish bioidentical hormones from the ones your
ovaries produce. On a blood test, your total estradiol reflects the bioidentical estradiol you've
taken as well as the estradiol your body makes. On the other hand, Premarin is metabolized into
various forms of estrogen that aren't measured by standard laboratory tests. Proponents of
bioidentical hormones say that one advantage of bioidentical estrogen over Premarin is that
estrogen levels can be monitored more precisely and treatment individualized accordingly.
Skeptics counter that it hardly matters, because no one knows exactly what hormone levels to
aim for, and symptoms, not levels, should be treated and monitored.?

The key differentiating factors between many BHRT providers and SottoPelle® lies in experience and
understanding, our quality of the pellets used, proprietary and precise dosing algorithm, and our
advanced physician training and extended support. Individualized and precise treatments coupled with
consistent attention to symptoms are critical in the patient’s success with BHRT. SottoPelle® created the
first dosing site to be used for BHRT that considers many variables of patient medical status when
dosing. Many others try to copy our methodology and science, but don’t settle for an imitation when it
comes to your patients and practice. We are and have been the worldwide leader in BHRT for a very
long time. There is a reason why celebrities, professional athletes, veterans, and anyone who
understands BHRT are our patients — they believe in excellence.

Our business model and technology has allowed SottoPelle to be implemented and made available
worldwide. We created the standards for patient care in BHRT, and are continually developing,
innovating, and evolving via physician training and support, patient education, and field research.

SottoPelle® realizes that BHRT (or HRT) is not for everyone.

Every practitioner will ultimately choose the best fit for his or her practice and patients. SottoPelle is
NOT for every doctor or patient, as we understand health is a very personal choice. This choice should
be made by an informed patient who has the guidance of an experienced medical professional. We
strive to make that choice easier for our physicians and patients with ongoing education, support, and
excellence. Our processes and protocols demand rigorous clinical and eLearning physician training. This
promotes patient trust and confidence. It also enables successful and effective patient treatment. We
provide hands on and timely support to assure that best practices are being followed on dosing and
pellet implementation. Our goal is to educate and fully support physicians so that they can deliver the
highest quality of care to their patients, and experience heightened effectiveness with a proven and safe
methodology. These high standards benefit both your patients and practice. Our mandatory dosing site
ensures that all physicians must monitor their patient’s treatment protocol and note any potential
issues should they arise. Dr. Gino Tutera realized in 1992 that there areno “one size fits all” or
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“experimentation” when it comes to BHRT — SottoPelle represents decades of precision proven practical
experience.

Please remember, only trained and certified medical professionals can provide SottoPelle®. Qur
providers are worldwide and are carefully vetted. They are in good standing with their medical peers
and already have successful medical practices. We represent the top medical professionals in your
community who are dedicated to providing only the very best medical care to their patients.

If you want to learn more about the science behind SottoPelle® and how it can help your patients and
practice, please contact us today.
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