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H E A L T H  A N D  S T R E S S 

because  of  se rious healt h haz ards and deaths
despite  be ing certif ie d as safe . Small wonde r
t hat consume r confidence  has de cline d.

S upplem e nt s are  also riding the  crest 
of a tidal wave  of popularity  in alt e rnat iv e 
m edicine , which is vie we d as much saf er and
just as ef fe ctive  as mainst re am  approache s
f or cert ain indicat ions. There is also the
recognit ion that many widely use d drugs,
including aspirin, quinine, digitalis and
m orphine  were  deriv e d from botanical
sources, prov iding som e herbals with a
scientif ic patina t hat  is not  de se rv e d.

H owever, t he  majo rit y of pe ople 
t ake nut ritio nal supplem e nt s no t  t o t re at 
s ym pt om s , but  becaus e the y be lie ve 
t he y will he lp de lay t he  st igmat a of
aging, m ake t he m "fe el be tt er", provide 
m ore ene rgy, st re ngt h and s tamina fo r
s po rt s act ivities  o r will help t he m los e
weight. There  are  no  s tudie s to  suppo rt 
any o f t he se  claims  but the  prom ot ional
hype is pe rv asive  and can be ve ry pe rsuasiv e .
T he  pro ble m is that  mo st  pe ople  as sum e
t hat since  he rbals are  "nat ural" and
don't  re quire  a pre s cript io n, t hey are
harmles s . There is lit tle conce rn about
int eract ions with prescript ion drugs or tak ing
m ore than sugge st ed, and many  take 
m egadose s of  some in the belief that more
must be better.

T he  odds are  ov erwhe lm ing that you
and most  adults you know  take  one or more 
v it am ins or other nutrit ional supple m ents
daily . Sales have  sk yrock et ed ov er the past 
decade, part icularly  for he rbal product s,
w hich increased 350  pe rce nt  bet w ee n 196 6
and 199 9 . The  supple me nt  mark et  ge ne rat ed
$ 15 .4  billion in the  U.S . in 19 9 9 and has
undoubt e dly grown since the n.

T he re  are a varie ty  of  re asons for this,
including incre ased wariness of  the side
e ff ects and long te rm adv erse  consequence s
of prescript ion medications pre sum ed to be
saf e. P he nylpropano lamine , a co mm on
ingre die nt  in cold and we ight  lo ss 
pro duct s  available wit ho ut a pre scription
for o ve r fift y ye ars  was  re ce nt ly
wit hdrawn be cause  it  was  linked to 
hem orrhagic s troke. At  least eight  drugs
approve d since 19 93  have  now bee n banne d
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This can create problems for senior
citizens who often take multiple medications
in addition to over-the-counter drugs and
supplements that may interfere with each
other. Adverse effects can be exaggerated
because of poor liver and kidney function.
Even healthy young individuals have died or
suffered serious damage from weight loss
and body building products. Problems with
others are just starting to surface.

Are “Stress Reducing” Herbals Safe?
Valerian allegedly alleviates insomnia

and has a "soothing" effect, passionflower is
reported to have sedative, hypnotic and
antispasmodic properties, Siberian ginseng is
reported to increase stamina and endurance
and omega-3 fatty acids are reputed to have
beneficial effects on mood and cognition.
Most of these claims are based on anecdotal
reports that are difficult to evaluate. Some
herbals do have supportive double blind
studies including St. John's wort
(depression), ginkgo biloba (improved
memory), adaptogens (increased resistance
to stress) and kava kava (anxiety).

Kava, a member of the pepper family
that has been used for centuries in the South
Pacific for its tranquilizing effects is approved
in some European countries for treating
anxiety and insomnia. In one study of fifty-
two people suffering from anxiety, 81% of
those taking a kava preparation rated the
results as "very good" or "good". Other
studies suggest that kava can reduce
annoying premenstrual and postmenopausal
complaints. In menopausal females taking
estrogen replacement therapy, those who
were experiencing anxiety and took kava
supplements had a greater reduction in
anxiety scores than controls treated with
hormones and a placebo. A lengthy article on
page 1 of the Feb. 26, 1998 Wall Street
Journal Marketplace section entitled "The
Making of an Herbal Superstar" predicted
that "kava is poised to become the next
blockbuster herbal remedy" noting that
"Never mind that no clinical trials have
been conducted on it in the U.S. or that
promoting it as a cure for anxiety disorder
would be illegal – the vast industry that sells
herbal remedies is convinced it has another
super-seller in kava." It went on to ask
"How does an he rb  r is e  f ro m  o bs cur it y

t o  s t a r s t a t us , de s pi t e  a la ck  o f 
s c ie nt ifi c pro o f  a nd pu ny ad ve rt i s i ng
bu dg e t s ?  H e re ' s  ho w: z e alo us 
pr o s e l yt i z e rs ,  r e g ula t o ry
ga m e s m ans hi p, s h o e s t r in g m ar ke t in g
an d do ct o r e nd o r s e m e n t s . I t  al s o  he lps 
t o  b e  t he  s ubj e c t  o f a glo wi ng  bo o k  o r 
t w o ,  n o t  t o  m e nt io n m ag az i ne  a nd
ne ws pa pe r  a rt i cl e s  an d rad io  a nd T V 
s h o w s . "

The article went on to explain that the
kava promoters already had all those items
in place. There was a forthcoming book by a
California psychiatrist claiming that kava was
preferable to Valium and Xanax for treating
mild to moderate anxiety. His previous best
seller, along with prominent media
presentations including a 20/20 interview,
had put St. John's wort over the top the
previous year. A media blitz was planned
and he assured the reporter that "In 1998,
you're going to see kava just go through the
roof" and he was right.

Two months later, a Medical College of
Virginia double blind study of kava's
anxiolytic effects found statistically
significant decreases in stress levels in the
treated group compared to placebo controls.
The company whose product was used
in the study had spent $2 million on
promotional ads the previous year.
Kava's fortune was further bolstered by a
double blind study showing it could decrease
harmful cardiovascular responses to stress
that can cause sudden death. It's not clear
how kava works but some of its ingredients
produce muscle relaxation and animal
studies suggest that it acts on the limbic
system – a primitive part of the brain that
controls emotions and survival instincts.
Kava has also been used to reduce muscle
spasm, relieve insomnia and improve
memory.

Herbals Are Not Always Harmless
As predicted, kava sales soared to $17

million in 1998. However, it is important to
reemphasize that herbals and other
nutritional supplements are not required to
demonstrate either efficacy or safety, nor is
there any incentive to do so since few are
proprietary or protected by patents. Little
regulation also means there is no guarantee
that the information on a label accurately
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reflects the contents of the container. In
some instances, little or no trace of the
active ingredient can be found or the dose
can be dangerously high. This together with
the lack of long term safety studies and the
increasing inclusion of herbals like kava and
ephedra in beverages and functional foods
for sedative or stimulant effects has raised
serious safety concerns.

Supplements are considered safe
because they are "natural" but adverse
side effects in some herbal products
may not surface until they have been in
widespread use for years. All of the kava
studies commented on its safety and that
unlike prescription tranquilizers there was no
tendency to develop addiction or tolerance
with prolonged use. In the Virginia study,
the kava treated group showed progressive
improvement on weekly evaluations. Kava
has been known to cause dizziness, hair and
hearing loss and a flaky, dry, yellowish skin
discoloration when taken in high doses for
prolonged periods. This condition, called
kavaism, is seen only in South Pacific people
who regularly take amounts 100 times or
more higher than suggested and is reversible
when kava is discontinued. Kava effects are
potentiated by alcohol and sedatives and can
cause impaired or loss of consciousness
when combined with either.

Kava was recently banned in
several European countries and
Australia because it was linked to
severe liver disease requiring liver
transplantation and one death. The FDA
is now considering similar action here
although some believe that other factors
may be involved. Herbals are generally
harmless when taken as directed but
several do interfere with prescription
drugs and can cause other
unanticipated problems.

Germander, chaparral leaf, comfrey,
jin bu huan, maHuang, valerian, mistletoe
and pennyroyal can also cause liver
problems, especially with high doses. Niacin
and Vitamin A may have similar toxic effects
and other very popular supplements are also
not as harmless as generally believed.
Ginseng can have side effects ranging
from insomnia, diarrhea, vaginal bleeding
and fibrocystic breast disease to severe
headache, schizophrenia and the Stevens-

Johnson syndrome – a serious hy pe rse nsit ivity 
disorde r inv olv ing the  sk in and mucous
membranes that can be fatal. Ginseng can
also interfere with anticoagulant therapy.

Gingko adverse effects are usually
mild, transient, and reversible but serious
bleeding (subdural hematoma) has been
reported as well as seizures in children
taking excessive amounts and elderly
epileptics who took normal doses for only a
few days. It may also interfere with
anticoagulants because of effects on
platelets. Echinacea is thought to prevent
upper respiratory infections because it
stimulates the immune system. While
adverse effects are uncommon there have
been reports of hepatitis, asthma and
rashes.

Except  for  rare cases of
photosensitization and mania in predisposed
patients, St. John's wort is quite safe.
However, its effect on liver enzyme systems
can significantly reduce the action of
anticoagulants, oral contraceptives and
antiviral agents and when taken with certain
antidepressant drugs can cause a serotonin
overload syndrome that can prove fatal,
particularly in elderly patients. S a w
p a l m e t t o , used to treat prostatic
enlargement because of its anti-androgen
actions, has been reported to cause
constipation, decreased libido, diarrhea and
headache and might interact with certain
hormonal medications or cause false-
negative PSA tests that could conceivably
mask the presence of prostate cancer.

G a r l i c  seems to be the safest
supplement although one recent article
claimed it could interfere with drugs given
for AIDS. Adverse reactions can also be
caused by contaminants. L-tryptophan
deaths from eosinophilic myalgia were
due to faulty manufacturing practices
abroad over which there was no control.

Should Supplements Be Regulated?
Almost everyone agrees that some

sort of standardization for dietary
supplements is needed to insure that the
amount of each active ingredient is listed
accurately on the container and that the
product has safe amounts of any
contaminants. Additional concerns are that
nutrients are listed but their level is not
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sufficient to provide any be ne f i t s or , as in 
t h e  ca se  of  ca lc iu m  and  ma gn e s ium , the y 
ar e  in  a fo rm  th at  is  not  re ad ily  bioa v a il abl e . 
T h e r e  are  a  va ri e t y o f o rg an iz at i o n s 
co m p o s e d la rge ly  o f m an ufa ct ur e rs  t hat 
o s t e ns ibl y pro vi de  s u ch  gu ar an t e e s  fo r 
pr o d uc t s  t h at  ca rr y t he ir o w n s e a l o f
ap pr o v al bu t  s o m e  fe a r t hi s  is  li ke 
ha vi ng  t h e  fo x  g ua rd t h e  c hi ck e n co o p. 

A t  t he  ot he r e nd  of  t he  sc al e ,  th e r e  is
al so  t he  Co de x  A li m e n t a riu s Co m m i ss ion ,
w h ic h ope ra t e s  in con ju nct io n wit h the 
U n it e d  Na t i ons  and  th e  Wor ld  H e al t h 
Or ga ni z at io n (WH O) . Est abl is he d in 19 6 2  fo r
t h e  pu rpo se  of  se t t in g int e r na t io na l
st an da rds  and co de s f or  al l fo ods  and fo od 
ad di t i v e s , the  Cod e x  Co m m i ss io n com m it t e e 
of  1 4 6  na t i ons  is lar ge ly  co m p ose d of 
G e rm an  an d int e r na t io na l pha rm ace ut ica l
co rp or at i on s. As  m igh t  be  ex pe ct e d,  t h e i r
go al  s e e m s  t o  be  m aki ng  al l nu t ri t i o na l
s u pp le m e n t s  av ai la ble  b y p re s c rip t i o n
o n ly .

S o m e  of  t he  pr op os e d pr ov i si on s are 
t h at  no v it am i n,  m ine ra l or he rb co uld  be 
so ld  f or pr oph y l ac t ic  or t he ra pe u t i c
pu rp os e s an d t ha t  the ir  do sa ge  sh ou ld no t 
e x ce e d  th e  le v e l s se t  by  t he  com m is sio n. 
T h is  m igh t  me a n th at  co nsu m e rs  wo ul d be 
li m i t e d t o the  RD A  fo r vit am in s, (e .g.  6 0 
m g . fo r v it am i n C)  an d tha t  s u pp le m e n t s 
wi t h o u t  a  R DA ,  s uc h a s  co e nz ym e  Q 1 0 ,
wo ul d be  il le g al  t o  s e l l s i nc e  t he y wo u ld 
al l no w b e  cla s s if ie d  a s  d ru gs . A l l ne w
s u pp le m e n t s  wo ul d be  ba nne d un le s s 
t h e y  s at i s f ie d  t he  C o de x a pp ro val 
re qu ir e m e nt s . T he se  re gu lat io ns  wo ul d
be co m e  bi nd ing  and  el im ina t e  t he  cu rre nt 
e s ca pe  cl au se  wi t h in th e  G e n e r al Ag re e m e nt 
of  T ar if f s and  T ra de  th at  al lo w s a nat io n to
se t  it s ow n  st an da rds . A n y U n it e d Nat io ns 
m e m b e r  co un t ry  t ha t  r e f us e d o r  fa il e d
t o  a cc e pt  t he s e  ne w s t a nda rd s  wo u ld 
fa ce  h e av y fin e s  f ro m  t he  W o rl d T ra de 
Or ga ni z at io n a nd  p o s s ib ly o t he r
s a nc t i o ns 

S u ch  D rac on ian  re s t ri ct ion s co uld 
cr ip pl e  t he  nu t r it ion al  su pp le m e n t  ind us t r y 
an d ef f or t s  ar e  un de r w a y  t o fi nd sa t is f a ct ory 
al t e rn at i v e s. Th e  U.S . Pha rm ac opo e i a pla ns 
t o  lau nch  it s Di e t ary  S upp le m e nt 
V e ri f i cat io n Pro gr am  (D S V P ) ce rt i f i cat io n
pr og ra m  f or  di e t ar y  sup ple m e nt s lat e r th is 
y e ar  and al l U .S . die t a ry  su pp le m e n t 

m a nu f a ct u re rs ha v e  be e n  inv i t e d t o
pa rt ic ipa t e . T he  D S V P  w oul d in clu de :
1 . Qu al it y  con t ro l an d m an uf a ct ur ing  dat a 

re v i e w .
2 . La bo ra t or y  ev a lu at ion  of  pro du ct 

sa m p le s.
3 . Ev al ua t io n of  ma nu f ac t u re r s'  qual it y 

co nt ro l sy s t e m s th rou gh  pe ri od ic au dit s. 
4 . G r an t i ng of  a US P ve r if ica t i on  ma rk .
5 . On go in g sur v e i ll an ce  of  pr od uc t s th at 

be ar  t he  US P v e r if ica t i on ma rk .
T h e r e  wil l be  pe ri odi c mon it or ing  of 

m a nu f a ct u ri ng fa ci lit ie s and  e x t e ns iv e 
do cu m e nt  re v ie w  to  in su re  th at  go od 
m a nu f a ct u ri ng pr ac t ic e s  an d ap pro pr iat e 
qu al it y  con t ro l sy st e m s  ar e  in  pl ac e  pri or  to 
is su in g t he  US P ma rk .  T o f ur t h e r gu ara nt e e 
t h at  U S P ve rif ie d pro du ct s  m e e t  t he ir la be l
de cl ar at i on , pro du ct s  be ar in g the  U S P
v e ri f i cat io n m ar k  wil l be  ra nd om l y  te s t e d to
in su re  th at  th e  co nt e nt s are  corr e c t ly 
la be le d. Th e  pro gr am  is  vo lu nt ary  and
t e st in g w ou ld be  pe rf or m e d  onl y  on
pr od uc t s su bm i t t e d  to  t he  US P pro gr am  fo r
re v i e w . M an uf a ct ur e rs  w ho do  not  wi sh to 
pa rt ic ipa t e  in  t he  US P pro gr am  wo ul d st i ll 
be  f re e  t o mar k e t  the ir  wa re s und e r  pr e s e n t 
re gu la t io ns .

Co ns um e rs  can de t e rm i ne  if  a die t ar y 
su pp le m e n t  sat is f i e s th is pr og ram  by  t he 
di st in ct i v e  US P ma rk  wi t h th e  wor ds  "U S P 
V e ri f i e d"  on t he  labe l.  Th is  m e an s tha t  th e 
la be l acc ur at e ly  re f l e c t s th e  con t e nt  an d
do sa ge  of  all in gr e di e n t s,  t he  pr od uct  m e e t s
t h e  re qui re m e n t s  f or li m it s on  co nt am i na nt s
an d th at  th e  m an uf act ur e r is  in com pli an ce 
w i t h  qual it y  con t r ols  cons is t e nt  wi t h US P, 
N a t i on al Fo rm u la ry  an d FD A  re q uir e m e nt s
f o r go od ma nuf ac t u rin g pra ct ic e s.  H o w
s u cc e s s fu l t he  U S P  pr o g ram  w il l b e 
re m a in s  t o  be  s e e n . I t  is  no t  cle ar  ho w
it  w il l b e  fun de d,  ho w o ve rs e a s 
m a nu fa ct u ri ng pr ac t ic e s  wi ll  b e 
i n s p e c t e d  a n d  h o w  m a n y 
m a nu fa ct u re rs  pa rt ici pa t e  an d als o  s ig n
up  f o r  e a ch  o n e  o f  t h e i r p ro du ct s .

H o w T h ing s  No w  S t a nd U n de r  DS H E A 
T h e  19 9 4  Di e t a ry  S upp le m e n t  an d

H e al t h  Ed uc at i on  A ct  (D S H E A )  w as ba ck e d
by  a pow e rf ul in du st r y  lob by  and pu she d
t h ro ug h by  Se n . Or rin  H at c h of  Ut ah , hom e 
t o  m an y  sup ple m e nt  ma k e rs.  D S H EA 
e s t a bl ish e d  a ne w  cla ss  of  pro duc t ,  th e 
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di e t ar y  sup ple m e nt , w hi ch is  cons id e re d
ne it he r f oo d nor  drug  and no t  sub je ct  to  t he 
re gu la t io ns  th at  pre s cr ipt io n and  ov e r -t he -
co un t e r m e d ici ne s as we ll as  f ood  addi t i v e s
m u st  obe y . I t  e s s e nt ia lly  r ul e d t h at 
he rb al  pr o d uct s  di dn' t  hav e  t o  be 
pr o v e n  s a fe  o r  e ff e ct iv e  o r e v e n
gu ar an t e e  t hat  t he  la be l a cc ur at e ly 
re fl e c t e d  w hat  w as  in  t he  co nt ain e r . T he 
F D A  wa s pro hib it e d  fr om  ba nn in g any  he rb al 
pr od uc t  unl e ss  it  pro v e d t ha t  it  ca use d a
m e di ca l pro ble m .  F D A  ap pro v a l was  not 
re qu ir e d fo r pac k a gin g or ma rk e t i ng 
st at e m e nt s so va ri ous  he al t h  clai m s  co ul d
be  m ad e  w it hou t  pr ov i di ng sc ie nt i f i c
su pp or t . Th e  lab e l  wa s re q ui re d t o st a t e 
t h at  such  clai m s  had no t  be e n re v ie w e d  or
ap pr ov e d by  th e  FD A  but  th is  is usu all y  in 
sm al l pri nt . S up pl e m e nt s did  not  ha v e  to  be 
m a nu f a ct u re d acc or din g to an y  st a nd ard s
an d th e re  w as no  cont ro l ov e r the ir 
ha rv e s t in g or pr oc e ss in g.

S o m e  of  t he se  de f i cie nc ie s  w e r e 
ad dr e s se d  in a F e b rua ry  20 0 0  re v i si on th at 
cl ar if ie d  t he  ty pe s of  cla im s tha t  cou ld  be 
m a de  f or di e t a ry  supp le m e n t s  w it h ou t  pri or 
F D A  re v ie w .  Th e  la be l  can ca rr y  cla im s  t ha t 
a pr od uct  m ay  af f e ct  th e  " st ru ct u re  or 
f u nc t i on"  of  t he  body , suc h as  "m ai nt a in s a
he al t h y  cir cul at or y  sy s t e m '' , "f o r mus cl e 
e n ha nc e m e nt '' or  " f or  hot  fl as he s " . 
Co m p an ie s  are  pr oh ibi t e d f ro m  cla im ing  or
im pl y i ng th at  th e  pro du ct  ca n be  us e d to 
t r e a t ,  di ag nos e ,  cure  or pre v e nt  an y  dis e a se 
w i t h ou t  pri or FD A  re v ie w . Th is  wo ul d app ly 
t o  st a t e m e n t s su ch  as  " pre v e nt s
os t e op oro si s"  or  " pre v e nt s  bon e  f ra gil it y  in
po st m e nop au sal  w om e n"  and th e y  mu st 
no t i f y  th e  FD A  3 0  day s in ad v a nce  of  any 
cl ai m s  th e y  in t e nd  to  m ak e .

H o w e v e r, th e re  are  wa y s  to  ge t 
ar ou nd  th is . I m p li e d di se a se  clai m s  ca n be 
m a de  t hro ug h t he  prod uc t 's  nam e 
(C ar pa lt u n,  Ci rc uC ure ),  th ro ug h a st at e m e n t 
ab ou t  it s  f orm ul at ion  (con t a in s asp iri n) , or
t h ro ug h t he  us e  of  pi ct ure s,  v ign e t t e s , or 
sy m b ol s suc h as an  el e c t ro ca rd iog ra m 
t r ac in g.

T h e  ne w  rul e s re qu ire  all di e t ary 
su pp le m e n t s  to  car ry  a "S u pp le m e n t  Fac t s " 
pa ne l wit h inf or m a t io n sim il ar  to  t he 
" N ut ri t io n Fac t s "  pan e l s t ha t  app e a r on mo st 
pr oc e s se d  f ood s.  T he  "S upp le m e nt  Fa ct s " 
pa ne l mus t  inc lu de  in f o rm a t i on  on  1 4 

nu t r ie nt s  such  as vit am in A,  v it a m i n C,
so di um , cal ciu m  an d iro n if  th e y  ar e  pre se nt 
in  sig nif ic ant  am o unt s as we ll  as  any  ot he r
v i t a m i ns an d m in e r als  t hat  are  ad de d or ar e 
pa rt  of  a nut r it io nal  clai m  on  th e  lab e l . The 
la be ls  of  prod uc t s  co nt ain in g bot an ica l
in gr e d ie n t s  mu st  also  ide n t i f y  th e  par t  of 
t h e  pl ant  t hat  w as  us e d .

T h e  up dat e d  re gu la t io ns  al so  se t 
pa ra m e t e r s for  use  of  t he  te rm s " hi gh
po t e nc y "  an d " an t i ox i da nt " . "H igh  pot e nc y " 
m a y  be  us e d  to  de s cri be  a nu t r ie n t  whe n it 
is  at  10 0  pe rc e n t  or mo re  of  t he  Re f e r e n ce 
D a il y  Int ak e  (RD I )  es t a bli sh e d  fo r tha t 
v i t a m i n or min e r al  an d for  m ul t i- in gre di e n t 
pr od uc t s if  tw o- t h ird s of  th e  nut ri e nt s ar e 
pr e s e n t  at  le v e l s tha t  are  m or e  t ha n 1 0 0 
pe rc e n t  of  the  RD I . S t a t e m e n t s  su ch  as 
" G oo d sou rc e  of  an t io x i dan t "  and "H igh 
an t i ox ida nt "  can  be  use d onl y  whe n
sc ie nt if i c ev i de nc e  sho w s th at  ab so rpt io n of 
a su f f ici e n t  qua nt it y  of  a nut rie nt  su ch  as
v i t a m i n C w ill  ina ct i v a t e  fr e e  ra di cal s or 
pr e v e n t  f re e  rad ic al- in it i at e d  ch e m ica l
re ac t i ons  in t he  body . T r ad e  gro up s 
re pr e s e nt in g s up pl e m e nt  m a ke rs , s uc h
as  t he  C o un cil  f o r  Re s p o ns ib le 
Nu t r it io n , do n ' t  w ant  a ny ch an ge s .
T h e y  c lai m  t ha t  t h e  p re s e n t  re gul at io n s 
ar e  ju s t  fi ne .  A c co rd ing  t o t he ir 
sp ok e s pe r so n, "T he  pr ob le m  is tha t  the y  ar e 
no t  en f or ce d, pa rt icu la rly  w it h re s pe c t  to 
su pp le m e n t s  sp ik e d  wi t h  pr e s cr ipt io n
m e di ca t io ns  or  con t am in at e d wi t h pe st i ci de s
an d he av y  m e t a ls  lik e  le ad  and  me rc ury  and 
it  is not  f air  t o bla m e  th e  en t ir e  ind us t r y 
be ca us e  of  a f e w  bad ap ple s. " 

B u t  th e  F D A  ha s li m it e d  po w e rs  an d
ca nn ot  po ss ibl y  mo nit or  th e  th ous an ds of 
pr od uc t s be ing  sol d. De spi t e  de at hs  an d
la w s ui t s re lat e d  t o e ph e dr a an d ari st o lo ch ia, 
an ot he r w e i ght  los s sup ple m e nt  th at  ha s
be e n  bann e d  in  m an y  cou nt r ie s,  th e y  ar e 
st il l av a il abl e  he re  ev e n th ou gh th e  F D A  has
st op pe d im p ort s an d ask e d fo r a v ol unt ar y 
re ca ll . S u pp le m e n t  m ak e r s  s ay  t he 
pu bl ic  is  v e ry  s at is f ie d w it h pro du ct 
s a fe t y  an d t ha t  t h e y ca n p ro ve  it .

The Public's Perception Of Supplements
The Dietary Supplement Education

Alliance (DSEA) is an interdisciplinary
alliance of manufacturers and relevant health
professionals dedicated to promoting the
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r e sp o n s i bl e  us e  of  die t a r y  su p p l e m e n t s . A s 
p a rt  of  th e i r  ac t i v i t i e s ,  th e y  com m i s s io n e d 
t h e  D i e t ar y  S u pp l e m e nt  B a r om e t e r  su r v e y 
o f  ov e r  10 0 0  A m e r i c a n ad u l t s  la s t  Ju n e  t o 
e v al u a t e  co n s u m e r  at t i t u d e s an d  be l i e f s
a b ou t  v i t a m i n s , m i n e ra l s ,  he r b a l s an d  ot h e r 
n u t r i t i o na l  su pp l e m e nt s . 

T h e  su r v e y  re v e a l e d  th a t  t he 
m a jo r i t y  of  re sp o n d e nt s  be li e v e  th a t  suc h 
s u pp l e m e nt s  do  pr o v i de  a ran g e  of  be n e f i t s 
a n d t a k e  t h e m  on  a re g u l a r  ba s i s  f o r  t he 
f o ll o w i n g re a s on s : 

•  7 2 % t o  " f e e l  be t t e r " 
•  6 7 % t o  he l p  pr e v e n t  il l n e s s
•  5 1 % t o  he l p  ge t  be t t e r  w h e n il l 
•  5 0 % t o  liv e  lo ng e r  or de l a y  ag i n g
•  3 7 % t o  bui l d  m us c l e  an d  in cr e a s e 

s t re n g t h 
•  2 4 % t o  im p r o v e  at h l e t i c  pe rf o r m a nc e 
•  1 2 % f o r  we i g h t  m a n a g e m e n t 

M o re  t h a n h a l f  t h e  p ar t i c i pa n t s 
w e re  c o n vi n c e d  t h a t  ce r t a i n
s u pp l e m e nt s  o f fe r e d  be n e f i t s  t h a t 
w e re  c o m pa r a b l e  t o  p re s c r i pt i o n  dr u g s 
b u t  w i t h  f e w e r  s i d e  e f f e c t s .  A lt h o u g h 9 5 
p e rc e n t  sa i d  t he y  w e re  sa t is f i e d  w i t h  th e 
s u pp l e m e nt s  t h e y  t o o k ,  t h e re  w e r e 
m i sc o n c e pt i o n s  ab o u t  t h e i r  in d i c at i o n s  or 
h o w  t h e y  f u n c t io n e d .  Ca l c i um  w a s  v i e w e d
b y  5 8 %  as be i n g im p o rt a n t  pr i m a r il y  f o r
p o st m e n o pa u s a l  f e m a l e s  al t ho u g h  it  is 
n e e d e d  t hr o u g h ou t  li f e .  Ov e r  4 0 %  w e r e  no t 
a w ar e  t h at  al t ho u g h  ir o n  sup p l e m e n t s 
c o ul d  in cr e a s e  re d  blo o d  ce l l  pr od u c t i on  if 
t h e r e  w a s a de f i c i e n cy  t h e y  di d  no t 
i n cr e a s e  e n e r g y  le v e ls .  M a ny  d i d  n o t 
k n o w  t h a t  i t  o ft e n  t ak e s  s e v e r a l  w e e k s 
f o r s u p p le m e n t s  t o  p ro d u c e  t h e i r 
d e s i r e d  e f f e c t s . 

T h e  ne e d  f o r  b e t t e r  pu b l i c  e d u c a t i o n 
w a s  e v i d e n t  f r o m  t h e  l a c k  of  a p p r e c i a t i o n 
o f  po t e n t i a l  p r e s c r i p t i o n  dr u g  in t e r a c t i o n s 
w i t h  s u p p l e m e n t s  a n d  t h e  i m p o r t a n c e  of 
h e e d i n g  do s a g e  re c o m m e n d a t i o n s .  O v e r 
9 0 %  s a i d  i t  w a s  i m p o r t a n t  t o  a d h e r e 
t o  d o s e s  o f  p r e s c r i b e d  d r u g s  b u t  l e s s 
t h a n  7 5 %  f e l t  t h a t  t h i s  a p p l i e d  t o 
n u t r i t i o n a l  s u p p l e m e n t s .  M o s t  al s o 
f a i l e d  t o  in f o r m  t h e i r  do c t o r  ab o u t 
s u p p l e m e n t s  or  ot h e r  o v e r - t h e - c o u n t e r 
d r u g s  t h e y  w e r e  t a k i n g  an d  w e r e  se l d o m 
a s k e d  ab o u t  t h i s . 

S o m e  f e l t  t h e  su r v e y  d i d  n o t  a s k 
q u e s t i o n s  t h a t  w o u l d  h a v e  hi g h l i g h t e d 

i g n o r a n c e  ab o u t  f u n c t i o n a l  f o o d s  o r  w h y 
s u ch  su p pl e m e n t s  di f f e r  f r om  f o o d
a d di t i v e s,  w h i ch  ar e  re g u l at e d  t he  sa m e  as 
p r e s c r i p t i o n  dru g s .  Th e  F D A  di d  st o p  t he 
s a le  of  Be n e c o l,  a cho l e s t e r o l - l ow e r i n g
f u nc t i o n al  f o o d.  T h e  m a n u f ac t u r e r cl a i m e d 
i t  w a s  a di e t a ry  su p pl e m e n t  an d  di d  no t 
r e qu i r e  an y  ap pr o v a l . H o w e v e r ,  t he  F D A 
c i t e d  a la w  sa y i n g  die t a r y  su p p l e m e n t s  m a y 
n o t  m a s q ue r a d e  as  a fo o d .  Al t h o u gh 
B e ne c o l  wa s  m a de  f r o m  a na t u r a l 
i n gr e d i e nt  f o u nd  in  tr e e s ,  it  lo ok e d  and 
t a st e d  lik e  re gu l a r  ma r g a r in e ,  w ou l d  be 
s o ld  in  st o r e s  ne x t  to  bu t t e r ,  and  t h e re f o r e 
r e qu i r e d  F D A  app r o v a l,  w h i ch  co u ld  t a k e 
y e ar s .  T he  ag e nc y  su bs e q u e nt l y  gra n t e d  it 
a s  w e l l  as  T a k e  Co n t ro l ,  a co m p e t i t i v e 
p r od u c t ,  G R A S  "g e n e r al l y  re c o g n i z e d  as 
s a f e "  st at u s  t ha t  al lo w s  t e m p o r a ry 
m a rk e t i n g. 

T h i s  D S E A  co n s o r t i u m  d e s i g n e d  t o 
e d u c a t e  t h e  pu b l i c  ab o u t  d i e t a r y 
s u p p l e m e n t s  is  a s t r a t e g i c  al l i a n c e 
b e t w e e n  t h e  N a t i o n a l  N u t r i t i o n a l  F o o d s 
A s s o c i a t i o n ,  w h i c h  re p r e s e n t s  t h e  in t e r e s t s 
o f  m a n u f a c t u r e r s  a n d  r e t a i l e r s  of  a w i d e 
v a r i e t y  of  na t u r a l  f o o d s  a n d  s u p p l e m e n t s , 
a n d  t h e  N a t i o n a l  S a n i t a t i o n  F o u n d a t i o n ,  an 
o r g a n i z a t i o n  p r i m a r i l y  in v o l v e d  in  as s u r i n g 
w a t e r  sa f e t y .  I t s  st e e r i n g  co m m i t t e e 
i n c l u d e s  t h e  A m e r i c a n  H e r b a l  P r o d u c t s 
A s s o c i a t i o n ,  C o r p o r a t e  A l l i a n c e  f o r 
I n t e g r a t i v e  M e d i c i n e ,  an d  v a r i o u s  m e d i a 
a n d  pu b l i c  re l a t i o n s  r e p r e s e n t a t i v e s  a n d  i s 
s u p p o r t e d  by  o v e r  1 0 0  su p p l e m e n t 
m a n u f a c t u r e r s  an d  di s t r i b u t o r s . 

S e n a t o r  T o m  H a r k i n ,  w h o  he l p e d 
O r r i n  H a t c h  ge t  D S H E A  ap p r o v e d  in  1 9 9 4 , 
e n t h u s i a s t i c a l l y  e n d o r s e d  t h e  D S E A 
a l l i a n c e  l a s t  Ju l y .  H a r k i n  al s o  an n o u n c e d 
t h a t ,  as  C h a i r  of  t h e  U . S .  S e n a t e  pa n e l 
t h a t  f u n d s  he a l t h  ca r e  an d  e d u c a t i o n ,  he 
w o u l d  be  w o r k i n g  t o  e x p a n d  N I H  f u n d i n g 
f o r  su p p l e m e n t  re s e a r c h  an d  le g i s l a t i o n  t o 
p r o v i d e  co n s u m e r s  t a x  de d u c t i b i l i t y  f o r 
h e a l t h f u l  di e t a r y  su p p l e m e n t s  an d  pu s h  f o r 
c o v e r a g e  u n d e r  he a l t h  pl a n s .  T h e  " D i e t a r y 
S u p p l e m e n t  T a x  F a i r n e s s  A c t  of  2 0 0 1 "  w a s 
i n t r o d u c e d  t h e  ne x t  m o n t h  by  H a r k i n  an d 
H a t c h  g i v i n g  c e r t a i n  s u p p l e m e n t s 
p a r i t y  w i t h  d r u g s  a s  m e d i c a l  e x p e n s e s 
f o r  I R S  p u r p o s e s .  W h o  w i l l  d e c i d e 
w h i c h  o n e s ?  T h a t ' s  ju s t  t h e  b e g i n n i n g  of 
a n  up c o m i n g  ba t t l e . 
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O t he r  N o n- P r e s cr i p t i o n  P r o bl e m s 
That's not the only complicated issue

looming for over-the-counter products.
Under existing laws, any drug that can
safely be used without physician
management should be available
without a prescription. The 1951 Durham-
Humphrey Amendment to the Food, Drug
and Cosmetic Act established the criteria for
prescription and non-prescription drugs. In
1972 the FDA began an extensive
investigation of all over-the-counter drugs
and eventually published a series of
monographs that established standards for
allowable ingredients and appropriate
labeling and recommended 40 prescription
drugs or dosage strengths for transfer to
non-prescription status. It is estimated that
more than 200 products no longer require a
prescription and that 80 ingredients,
dosages, or indications have achieved over-
the-counter status since 1976.

S uch sw itche s can have  powe rf ul
posit iv e  and ne gativ e conse quences for
pharm ace ut ical manuf acturers and can be 
accom plished via se v eral administrat ive 
m echanisms: (a) if one  of the  FDA 
m onographs de scribe s the ir ingre dient s as
saf e and eff e ct iv e for a specif ied indication.
M any analgesics, ant ihist am ines, decon-
gestant s, sle ep aids, ant iprurit ics, and vaginal
ant if ungal preparat ions hav e use d this
approach ove r the  past  2 de cade s; (b)
applicat ions to swit ch are re vie we d by the
F DA  on a case -by-case basis using a new -
drug applicat ion (N D A) process sim ilar to that 
use d for new  prescript ion drugs; (c)
publishing a ne w re gulat ion that  reclassifie s a
drug. The FD A  use d this for the  antif ungal
age nt  tolnaf t at e and dex t rome thorphan, to
suppress coughing. How ev e r, any
int eres t ed part y may init iate  t his  proces s
and during the past  de cade, reclassif icat ion
has result ed in non-prescript ion H2-receptor
ant agonist s for heartburn, nicot ine gum  and
pat ches, pediat ric analge sics, and various
hair-growt h formulat ions.

Only product s use d to tre at  acut e or
e pisodic com plaints we re  grante d non-
pre scription st at us. Drugs for chronic
conditions that  might re quire  laborat ory te sts
or ex am ination by  a physician to mak e  a
diagnosis we re usually  ex cluded but this is
also likely to change.

One argument for expanding over-the-
counter drug availability is that chronic but
"silent" health problems like hypertension
and high cholesterol are largely under-
treated because many Americans lack health
insurance and those who do often seek
medical care only when they have
symptoms. If drugs to treat such conditions
were available without prescription they
might be used more widely. There are
numerous flaws in this reasoning and the
FDA commonly requires drug makers to
conduct additional studies to demonstrate
that switching to over-the-counter
availability will yield a public health benefit.

However, it is economics that
drives drug manufacturers to ask for a
switch, often because a drug patent is
about to expire in the hope that brand
recognition and loyalty will provide an
edge over generics. Astra Zeneca's
patent for Prilosec (omeprazole), the
world's best selling drug with 2000
sales of $6.2 billion expired last
October. The company has filed lawsuits
claiming that several additional patents
should extend its rights to exclusive
marketing of the drug through 2007. A
Florida company has already received an
exclusive 6-month approval to market a less
expensive generic Prilosec pending resolution
of this litigation. This could be the biggest
switch since generic Prozac was approved
last August.

T he  198 4  Wax m an-H at ch Act  grant s 3
addit ional ye ars of  mark e t ex clusivit y if  drug
m ak ers perform the ext ra clinical trials
require d to gain non-pre scription approval. If 
an ov er-the-count er re que st  is for the same 
indicat ion at  the  same  or a low e r dose, the 
F DA  dem ands proof  that  physician guidance 
is not nee de d by de t ermining if  the pat ie nt 
can read and unde rst and the  labe l, follow  it s
instruct ions properly and achie v e the  desire d
out come . Sat isf ying this re quire me nt  is not 
e asy.

T o prot e ct  their posit ion, the com pany
has int roduce d and aggre ssive ly  prom ote d
N ex ium (the purple pill), a second-ge ne ration
proton pum p inhibit or. They  also requeste d
F DA  approv al of  a non-pre script ion Prilosec at 
half the  usual dosage for Proct e r & Gam ble to
sell. Although de nie d, the st ak e s are  so high
t hat further attempts will surely be made.
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A Non-Prescription Product Battle Is
Looming — Who Will The Winners Be?

H e al t h  pla n s  hav e  pe t i t i o n e d  t h e  F D A 
t o  sw i t c h t h e  no n s e d at i n g  an t i h i st a m i n e s 
A l le g r a ,  Cl a r i t i n ,  and  Z y r t e c  t o  ov e r - t h e - 
c o un t e r  st a t u s  so  t h e y  w o u ld  no  lo n g e r 
h a v e  t o  co v e r  th e m  as pr e s cr i p t i on  dr u gs . 
W o m e n ' s  he a l t h  ad v o c at e s  w an t  e m e r g e n c y 
c o nt r a c e pt i v e s  t o  be  ov e r - t h e - c o un t e r . 
D r ug  co m pa n i e s  ar e  se e k i n g 
n o np r e s c ri p t i o n st a t us  f o r  st a t i ns  an d 
t o pi c a l  dr u g s  fo r  he rp e s .  Th e  Co de x 
c o m m i s s i on  w a n t s  al l  nu t r i t i o n a l 
s u pp l e m e nt s  t o  be  re gu l a t e d li k e 
p h ar m a c e ut i c a l s bu t  ma n u f a ct u r e r s an d 
d i st r i b u t o r s  don ' t  w an t  an y  ch a n ge s  in  t h e 
c u rr e n t  la x  le gi s l a t io n .  T h e y  s a y  t h a t 
s u pp l e m e nt s  c u rr e n t l y b e i n g s o l d  a r e 
g e ne r a l l y q u i t e  s a f e  b u t  t ha t  w a s 
d i s p u t e d  i n  a  N e w E n g l an d  J o ur n a l  o f 
M e di c i n e  s t u d y  c o m m i s s io n e d  by  t h e 
F D A .  It  re p or t e d  th a t  e ph e d r a , t a k e n by 
a b ou t  1 2  m i l l i on  A m e ri c a n s  a y e a r f o r 
w e ig h t - l os s ,  bod y b u i ld i n g  an d  e n e r g y  w as 
l i nk e d  t o hi g h  bl o o d  pr e s s ur e ,  he a r t  at t a c k , 
s t ro k e ,  se i z u r e  an d  de a t h  in  ot h e r w i s e 
h e al t h y  pe o p l e . M o s t  ca s e s  w e r e  se t t l e d ou t 
o f  co u r t  bu t  $ 1 3 . 3  m il l i o n  w a s  aw a r d e d  t o 
a n  A l a s k an  w o m an  w h o  ha d  a st r o k e  af t e r
t a k i n g  a w e i g h t - l o s s  su p p l e m e n t  th a t 
c o nt a i n e d a sy nt h e t i c v e r s io n  of  t h e  he r b 
m a rk e t e d  by  a Ut a h  com p a n y . A n o t he r 
s t ud y  in  t h e  sam e  pr e s t i g i ou s  pu bl i c a t io n 
l i nk e d  t he  Ch i ne s e  w e i g h t - lo s s  he r b 
a r is t o l o ch i a  t o k i d n e y  f a i lu r e  and  ur i na r y 
t r ac t  ca nc e r .  In  an  ac c o m p an y i n g  e d i t o ri a l , 
f o rm e r  F D A  co m m i s s i o ne r  D a v i d  Ke ss l e r 
s a id  t h e  f a c t  th a t  U .S .  co ns u m e r s co u l d bu y 
a r is t o l o ch i a  is an o t he r  re as o n  w hy 
C o ng r e s s  sh o u l d am e n d D S H E A ,  a law  t h a t 
h e  f o u g h t  ha r d  ag a i n st  w h e n in  of f i c e . 
F o ll o w i n g t h e  re p o r t , t h e  FD A  di d st o p 

i m po r t a t io n  of  ar i s t ol o c h i a an d  as k e d  fo r  it 
t o  be  v ol un t ar il y  re c al le d  but  t h at 's  no 
gu ar an t e e  t hat  it  is st ill  not  on  som e 
sh e l v e s.

Supplement manufacturers say that
what is needed is simply more enforcement
by the FDA although they are well aware
that the agency is severely understaffed and
cannot even fulfill their present obligations to
insure food and drug safety. Nobody knows
the extent of adverse reactions to
supplements or drugs since physicians and
hospitals are not required to report them and
there is little incentive to do so. Most
supplements are safe when taken as directed
but there is a confusing array of concoctions
available with claims that are difficult to
evaluate and promising new supplements
supported by double blind studies are likely
to be drowned out by a plethora of worthless
wares. Policosanol, made from sugar cane,
has been taken by millions of people in other
countries and shown to be as effective as
statins in lowering LDL and cholesterol
without any side effects or drug interactions.
It also prevents LDL oxidation, reduces
inflammation and foam cells, inhibits clot
formation and provides other cardiac
benefits. Relora™ is a new stress-reducing
product derived from Chinese herbs used for
centuries that appears safe and effective
based on double blind studies. How can
these gain entry into this fiercely competitive
market?

The public is caught between
conflicting powerful drug and
supplement manufacturers, both of
whom have considerable clout on
Congress and the FDA. The outcome is
likely to be determined by economic rather
than public health concerns. Stay tuned to
se e  wh at  ha ppe ns  ne x t ! 
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