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Change

I
4 In November 2008, America got Change.




Conventional wisdom

iy Democratic 1 nfluen
Legislative branches=y r egul at I

i Of course, that can be good or bad, or
even some of each
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Protection or Over-

__ Protection?

4 On the other hand,
interference by i
Uncle Sam may
protect some
consumers €& b}
the cost of
suppressing
Individual choices - |
and freedoms. ———
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i Does it seem that
new legislative or
regulatory
restrictions are
based on the least
responsible
common
denominator of
conduct?




DSHEA

What about dietary supplements?

In 1994, Congress unanimously passed the
Dietary Supplement Health and Education Act

(DSHEA) to limit what was then seen as
excessive and unreasonable regulation by

the FDA.
Regulated supplements
as foods, not drugs.



The Players on Capitol Hill

Senators Orrin President Bill
Hatch [R-Utah] and Clinton signed
Tom Harkin [D-lowa] DSHEA into law.
were the DSHEA




THAT WAS THENE

A Through the Clinton
and Bush years, the
regulatory agencies
took a
predominantly
laissez faire or
Nhands off
approach to the
supplement industry.
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THIS IS NOW

irTodayos Congress lessnd
likely to see the nutritional supplement
l ndustry as a victim
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Yeehah!!!!
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é than asj
reckless and
unbridled COWBO
INn need of
restraint!




U.S. GAO Report

That 0s pretty much wha
Accountability Office found when it looked into

the supplement industry, iIssuing Iits report

earlier this year.


http://energycommerce.house.gov/Press_111/20090302/gaoreport.pdf

GAO Recommendations

GAO recommended that FDA request
additional authority to oversee dietary
supplements and provide more specific
guidance to the supplement market.
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RecommendationsT AE RO s

The report recommends
requiring that all
supplement adverse
events be reported, not
just serious ones, and
that supplement
companies register
annually as such and
maintain records of their

products and labels.
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RecommendationsT ND Il O S
1

4 Another salient area of focus
was New Dietary Ingredients
( NDI 6s) .

i GAO recommends that FDA
complete its long-awaited
guli dance on th
to help industry better
understand when pre-market
notification is required.




Pre-Market Safety Datal ND 1 O

In releasing the GAO report to the public, the House

Energy and Commerce Committee stated that the

gui dance would I n part ncl a
Nsubmit evidence of safety

\

mar ket ed. O

However, the absence of any
Afood supplyo NDI c¢cl ause r e
confusion over precisely what is required by the existing
law, and could t ‘andatory pre-

mar k et al | NDI 0




Congressional response:

Nl am troubled that the FDA
necessary to protect consumers from unsafe dietary
supplements, 0 &ep.iHa&nry Waxman [D-Cal],
Chairman of the Energy and Commerce Committee.
NThe FDA c¢l| ear Imorenesoaites totgioe h
consumers real protection. | intend to work with my
colleagues in Congress to ensure that FDA has the tools

It needs to address this and ot
heal th missio
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Industry response:
_

iNNobody goes to markKk

-- John Hathcock, vice president of scientific and
International affairs at the Council for Responsible
Nutrition (CRN), a trade group.




Sounds goodée

€ but 1 tos a far c
what some companies are actually
doing.

Some companies rely on research on stand-
alone ingredients as the basis for their claims of
safety and efficacy, even when the product is
actually a combination of ingredients (i.e.,
fproprietary blendo ) . nO fedtirey s done
on the combination product itself.



Even wWor see.

Some products are
brought t o -fma
by-ni g ht swolabwi t
testing whatsoever.

If lawsuits accrue, the
corporation folds and a
new one Is launched.




Regulatory Initiatives
_

i Even before the new Administration
assumed office, new regulatory initiatives
were Iin play:

AER system for serious adverse events
Good Manufacturing Practices (phased in)

Increased scrutiny of imported raw
materials



Headlines

i That shouldnot be surp
sampling of headlines over the past few
mont h ;-mjﬁ‘m LA
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Sexual Aid Supplements

FDA found that assorted erectile aid
supplements were tainted with the
prescription-only ingredients in
products like Cialis® and Levitra® or
Nanal ogueso of tho



Weight Loss Supplements

FDA issued warnings that over 70
weight-loss supplement products
were contaminated with undeclared
active pharmaceutical ingredients,
iIncluding sibutramine, a controlled
substance obesity drug.



MORE Welght Loss
Supplements

Companies stopped selling another
well-known weight-loss brand
because it was found to contain a
powerful presc C.




Testosterone Boosters

DEA Issued subpoenas and executed
search warrants in connection with
reports that certain aromatase
iInhibitor supplement products were
contaminated with the former
supplement, now controlled
substance, androstenediqRe.
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Forfeiture

After U.S. Marshals seized over
23,300 bottl es of
three dietary supplement products,
the manufacturer entered Into a
consent decree with FDA for the
forfeiture and destruction of $1.3
million in products. @
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MORE Welght Loss

i FDA warned consumers not to use various Hydroxycut
supplements, citing reports of significant adverse health
effects attributed to these products, including liver
toxicity and one death. Other alleged complications
Included heart problems and a kind of muscle damage
that could lead to kldney failure, according to FDA. A
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Hydroxycut by MuscleTech!




THE SHIFT ON CAPITOL HILL




