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Update: Integrative Healthcare Sym
New York City. NY

Friday, March 20, 2009 & New York City, NY

MR representatives attended both shows and

walked to many of the exhibitions introducing

the company and interacting with principals of
various natural product, nutraceutical, dietary supple-
ment, and pharmaceutical companies the services the
company offers and the company?o
bilities.
NMR is highly committed to fostering partnerships and
building positive and sustainable business relationships in

the natural product, nutraceutical and pharmaceutical in-

Attendees walking in the Jacob Javitz Conven-

tion Center, NYC to the Interphex365 Show last dustries. You can catch NMR at these upcoming industry

week, March 17 -19, 2009 events at a booth near you:

Calendar of Events

Date Event Location Attendee or Exhibitor?
Apr 28 -29, Supplyside East Show Meadowlands Exposition Center, Attendee
2009 Secaucus, NJ
July 10 -11, Natural Marketplace Show Sands Expo & Convention Exhibitor
2009 Center, Venetian Hotel,
Las Vegas, NV
Sep 24 -26, Natural Products Expo East Boston Convention & Exhibition Exhibitor
2009 Center, Boston, MA

t is quite startling to find out that there is a statistical correlation between an economic recession

and depression. There is a strong link between acute financial stress and depression, a February

2009 Time magazine article reported. When faced with job and subsequent home loss concurrently,
people experience severe financial stress that could lead to divorce, drug and alcohol abuse and worse,
suicide. What 6s i mportant to note is if this recession
a Depression, there will be a greater degree of concern as it relates to mood/psychiatric disorders such as

depression, anxiety, panic and sleep disorders. As that happens, hospital visits are more likely and people

are more likely to turn to their physicians for a conventional drug or turn to a non -conventional one. For
purposes of this article, we will focus on the latter treatment. We will look at two (2) herbal supplements o}
St . J o h n 6ssientifiomarne Hypericum Perforatum ) and Kava ( scientific name Piper Methysticum ).

Both have proven to be quite effective for their respective indications of depression and anxiety.

Depression

St. Johnds Wo-floweringaherlyirdigenausvto

Europe, is a popular supplement for treating mild to mod-

erate clinical depression. In fact, there are at least 25

double -blind clinical studies that have proven the efficacy

of St. Johnés Wort in treating
However a recent study has suggested the efficacy of St.
Johndéds Wort in treating majdride-nt
pressive disorder. A randomized, placebo -controlled, dou-
ble - blind study done in Germany that reported results in

*I\SHULFXP 3HUIRUDWXP 6W -RKQTV :B)H%erszgt%QﬁQ/estigatedWhetherornotthereareex—

tracts of Hypericum that are more effective than placebo,

whether or not they are more effective than conventional

antidepressants, and whether or not there are fewer side effects than conventional treatment for major de-

pression. Results of the study showed that, a) Hypericum is superior to placebo in treating major de -
pressive disorder; b) Hypericum is just as effective as common selective

serotonin reuptake inhibitors (SSRIs) such as sertraline (trade name,

Zoloft) and; 3) Hypericum has fewer side effects than those standard

SSRIs. Another study sponsored by the University of Queensland School

of Medicine in Australia reported evidence of efficacy when Hypericum

and Kava were used in combination to treat patients with major depres-

sive disorder with comorbid anxiety. A placebo -controlled, randomized

and double -blind U.S. study looking at the effects of an extract of Hy-

pericum in treating major depressive disorder has just been completed

and study results are expected soon. The study was sponsored by the

National Institute of Mental Health and the National Center for Comple-
The molecular structures of Hyper-

mentary and Alternative Medicine. forin (above) and Hypericin
(below), active constituents in St.
-RKQYV :RUW

Anxiety

Kava is a beverage prepared from the rhizome of the kava plant (Piper
Methysticum Forst) and is one of the best known herbal remedies for
anxiety. It has been proven to be effective and safe for short -term

treatment (1 -24 weeks) in patients suffering from anxiety disorders.

The active ingredient, kavalactone, is

said to have anesthetic effects by caus-

ing mild sedation, a slight numbing of

the gums and mouth and muscle relax -

ation. Interestingly, kavalactone also improves cognitive function.

Kavalactones are also thought to have anticonvulsive and anti -anxiolytic
properties which result from direct cellular interactions with voltage -gated
ion channels. Like typical pharmaceutical anti -anxiety agents, known as

benzodiazepines, kavalactones stimulate the gamma -aminobutyric acid

(GABA) receptors by increasing the binding affinity of the inhibitory neu-

rotransmitter GABA in the brain cells.

A study was done in 2002/3 to assess the effectiveness and safety of kava

Young Piper Methysticum extract compared with placebo for treating non -psychotic anxiety. The

data was quite convincing. Seven (7) out of twelve (12) randomized, pla-

cebo -controlled and double  -blind clinical trials (n=380) utilized the Ham -

ilton -Anxiety (HAM -A) Scale for scoring. Data from these 7 tri-
als showed a reduction of the HAM - A total score in patients re-
ceiving the kava extract compared with those who received pla-
cebo. The remaining 5 studiesAthpt didndét wutilize the
scale suggested a significant reduction when scores were ac-

cessed from various other data measures, namely the State

Trait Anxiety Inventory, Zung Anxiety Status Inventroy, 10 -

Item Anxiety Scale and the responder -non -responder ratio in

favor of patients receiving kava extract compared with those
The general molecular structure of a

who received placebo. A few mild adverse events were re- kavalactone, the active ingredient in the

Kava beverage

ported such as stomach complaints, restlessness, headache and

fatigue. However, it is important to note that none of the trials reported any hepatic toxicity, a side effect
often associated with kava extract. It was already determined in a German trial back in 1993 studying the

effects of Kava vs. benzodiazepines that Kava is just as effective as benzodiazepines.

There is no doubt that the use of herbal treatments and dietary supplements have increased in the
U.S. over the years. However, the use of them appears to be twice as large for those who experience de-
pressive and anxiety disorders. That statistic is likely to increase dramatically as this recession gets worse

and cases of these mood disorders increases.
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The Value of Conducting Post i Phase 1V) Clinical Research On Marketing Strate

Development

ABSTRACT 2 Full-length white paper available as a PDF version on
www.nhutraceuticalmedicalresearch.com

l. Background

arketing executives in the pharmaceutical industry

acknowledge the importance of post -marketing

clinical research studies to further assess product
safety, tolerability and efficacy during real -time use. In addi-
tion post -marketing clinical research studies can also be helpful
in developing marketing strategies for a product. Post -
marketing clinical research (also known as Phase IV testing), is
a phase that takes place after a product has been successfully
launched, becomes available to the public and, is subsequently
used to track a productdés saf-waldy |[and tolerability in a
setting. Phase IV testing gives insight into all kinds of ques-
tions, concerns and issues raised by the Food and Drug Ad-
ministration, but it may also reveal new indications and new
markets for which the drug product had not been initially ap-

proved. Just as Phase IV research is used for conventional

pharmaceutical medicines, it can an equally important phase of
research for natural products including nutraceuticals, botani-

cals and dietary supplements.

1. Outline

Topics of discussion include:

1. The necessity for Phase IV research

2. The value that clinical research has on product
marketing and formulating marketing strate-

gies

3. How clinical research can be used to help dis-
seminate product information to key target

groups such as:

1 Physicians
1 Payers
1 Key Opinion Leaders (KOLSs)

 Sales Team

1 Buyers

1 Food & Drug Administration (FDA)
4. Post -marketing research: Pharmaceutical Industry v. Natural Products Industry. Similarities

and differences are discussed

. Conclusions

Phase IV research is a paramount step in any product, pharmaceutical or nutraceutical lifecycle. It
not only continues to provide data on safety and long -term use but opens up a world of new opportunities

for attribute enhancement and market expansion.

To access the full -length white paper, please click here
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%" Enhance your product’s
sustainability!

% Increase your ROI!

% Meet your goals for attracting new
buyers and users!

% STRATEGICALLY position your
product and brand!

WINTER/SPRING MEDICAL WRITING SPECIAL

25% discount on ALL medical writing packages!

1. White Paper Package 2. Trifecta Package
1 One 15 -20 page white paper (sent as a 1 One 15 -20 page white paper (same as
Word document AND secure PDF) above)

1 One 8.5x11 fact sheet (printed double -
sided, 4 -color)

1 One tri -fold brochure (printed double -
sided, 4 -color)

Regular Price: $4800 SPECIAL PRICE: $3600

Regular Price: $3600 SPECIAL PRICE: $2700

3. Trifecta PLUS Package
1 Trifecta Package

1 PowerPoint presentation (sent as a native PowerPoint document AND secure PDF)

Regular Price: $5700 SPECIAL PRICE: $4275

TAKE THE QUESTIONNAIRE!

Contact NMR to find out how we can help you with your next clinical research project!

Questions, comments, or to be removed from our mailing list, please email us at:

info@nutraceuticalmedicalresearch.com
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