
J6rrow FORMULAS,INCTM Superior Nutrition and FormulationsM

1824 South Robertson Blvd.
Fax Numbers

Los Angeles, CA”90035-4317
Orders 800/890-8955

General 310/204-2520
310/204-69?6 Qf300~26-0886 ,, .,, Administrative 310/204-51 32

yy w, ,a, *u..*w. u -*.-

.bOrnm61
,,-,

Kock+ilie, h4D 20852

[Docket No. 99N-1 174]

,.,,Re: Regulation of Dietary Supplements; Formulating Public Policy re
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Jarrow,Fo,@ul~ is,a,s,upplier,of dietiiry’”iupplernen~ ~dh~ beenin business
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,/,.,,!,.’..,....~.”’,”~~4,;,J:As y@i My cbtiiihil’offorkkiercei&ere:+~lwaysb’i .ndividtis’whot ill- ~
‘o&rate ou~side &the st+jdti,&of law or business etics~ hicludin~ dietary supplements.
However, regulations should not’be’formulated to the lowest stimdtid of conduct as being
the basis on which standards should be established. The result of such an approach will
be to burden the entire affected~ndus~ its well as punish the public by deprwing them of
the goods, information and ,se~?ces they seek,

.,,, ,,.
The FDA has re.ceived,a,nurnber of complaints from %msumer advocates” about

the supposedly “unregulated)’ nature of this hidustry, A meeting was held July 20,1999
in Oakland, where the usu”aIconmlaints were raised, True to form, the comdainers cited

, the worst cke examples”seiking~o taint the entire industry. Needless.to sa~, these ...”...

naysayers cite no examples of the millions of people who take supplements and receive
benefit from them. ~.,, ,, ,,, ,,,,! ’.,., .,,~:@L&lk’ .,...,...,, ,..”,.../’ .,,.~..d,.,.. .+,.
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lly@rst point tibe ‘made i; ’response::isthat theqe ‘~ady.oca~s grossly &xaggerate
the problem. IN+ if they had’’ijb“worst case” exam les.to cite, such as an inappropriate

\claim for a “testosterone precursor;’ they would still itterly grouse about normal
strucbny and ,function claims such as “supports joint tissue” made on “behalfof
glucosamine product;: ‘l%esepeople simply gripe abouteve~ing; .I%irMy, there is no =-=-~~

----. .

satisfying them except to put the supplement business out of’b~iness.
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‘LThe second, issue,,j$a~needs to’be~ad~essed.is, w~e@~r.the~I)A ,has beendoing~- ‘----
its job, Frankly, [believe that there,j-e, elements,~p tie ,FD.A,$.hat.doqqt want tie agency
to take any action at all so that the case cin be budt agtinst the industry, that there are “ill
these problems.” As an example, Jarrow Formulas spent over four years in litigation
against a real con artist, Boyd O’DormelI and hk “companies,” Biogenesis, Inc. and its
successor International Biotech USA, Inc. The FDA had raided them in April, 1994 for
contamination by pseudonomas and illegal drug claims. The agency never followed up
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on the raid with a prosecution; my compWy publicized the raid; Biogenesis sued my
company and we countersued. They Iost their suit and Jarrow obtined a court ruhg
that the company had engaged in false advertising. The California State court judge
(arbitrary by nature and woefidly ignorWt of federal food and @g law) ruled that
Bio enesiswas not selling an %napproved new diii~ andal% against the RICO claims

Ewe ad also filed against this twi~-convicted felon,(for perj ) and tax cheat.
T(Biogenesis, as your OC1 knows, was making blatant”anti-ctu ●@sis”cl@@ dir~ted at

immune-suppressed persons which as you know is an una preyed drug claim. The judge
fnever explained the basis for his ridic~ous @jng.) Simp y in ordir to get the FDA to

authenticate, its,o,m docqenb, my attorn~y-had ti contact Congressman Waxman’s
office to intervene fifi’ t@ agency. The agent ‘s inaction oh &e one hand gnd

1unwillingness to cooperate on the other speak athoms about the .diiingenuous
protestations of the agency regarding regulation of dietary supplements. The inexcusable
ftilure of the agency to act in this matter is heightened by the fact that FDA’s aflidavit for
a search warrant for the April, 1994 raid even stated that the intended rnicrqorganism of
the product - B. Laterosporous - couldbe tifil,

In the slime regard, the agency has embarrassed itself regarding young adult
athletes who supposedly injured themselves with creatine when in fact, they died of heat
exhaustion because they put on sweat suits and went into a saynade@gn&d to “make
weight” for the wrestling category they sou ht at-tuiy price - apparently vwth their lives.

!But the FDA blamed creatine and the misin ormation was reported in the general press –
repeatedly. The FDA has a habit of grossly exaggerating any incident where a
supplement might be involved and then fails to make a @raction once .&e.~legation is
disproven. . .

Third, the FDA could send out press releties regarding some of the egregious
.. .

offenders. A little negative publicity would go a long way toward reducing the ability of
these companies to market their products. Legitimate retailers will not wish to carry such
products, If sold on the Internet, the Federal Trade Commission has been..active in
regulating illegal activities.

In summary of this issue, if conduct is ille al, then the agency should enforce the
flaw. Generally, if a tactic is ~ethical, it is__@ ile al and further regulations are not
dneeded, Sometimes, however, there may be no re y answer without implementing a

suffocating over-response, but that is.the nature of a less-than-perfect world.

***

At the risk of seeming trite, Jarrow Forniuk% acmowlgdges that we do not”tive [n=r,
a perfect world but it is one in which the ropd to,hell ispaved with “good intentions.”
Another applicable bromide is not to throw out$e baby-with the ba~water.

FDA Commissioner Dr. Jane Henney stated at ~erSenate conf!iiat[ori-hg&ng -’::
. ..... ...

that the agency does indeed have sufficient tools to,regulate the supplernent’~dustry.
Assuming that the good doctor was not patronizing Senator Harkin? Jqrow Formulas
takes. the honorable Commissicqer gt her wo~d ~d~e~rnnck_the-agency that at all times it
has rdl legaI autliori~ and tools at its disposal needed to protect the safety of the public.
It also has the “buI1ypulpit” of the press release and the general cooperation of the
dietary supplement industry,

In conclusion, if the FDA spent the time, money and energy that it does to seek
complaints -- such as sponsoring forums for such complaints -- on enforcement and
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education instead, the relatively minor problems relating to the supplement industry
would be fi.uther diminished, In other words, the lid could be put over this tempest in a
teapot with far less effort than the Center for Science in the Public Interest and its drouges
otherwise desire in their zeal to reduce this industry to nothing more than low dosages of
vitamins and minerals that would be recategorized as OTCS.

~Presiden~
Jarrow L Rogovin

cc: Congressman Henry A. Waxman

P.S. At the August 4, 1999 hearing on the definition of disease and sqcture Wd fimction
claims, 1asked the CSPI lawyer what type of S&F claim she would propose for carnitine.
As I antici~ated: 1) She didn’t have a suggestion; and 2) She said she was “a lawyer, not
a scientist.’ But, I countered, that didn’t stop her flom being on a panel and havin$ the
@l to tell the FDA how to regulate a whole industry for the whole country-with its
mternation.al implications. Perhaps the agency should stop being so impressed with these
incessant complainers. They have little knowledge of the subject they seek to have so
heavily regulated.



,.,
,.

f

1.

.)“!

,“’.

,,4

.-

.


