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

there are few research costs and the market
niche is guaranteed. FDA approval is also
certain since it is only necessary to
demonstrate superiority over a placebo
rather than a similar product.

A good example is Prilosec, Astra
Zeneca’s "purple pill" for indigestion and
ulcer pain, which raked in over $4 billion in
2000. Because its patent was expiring, the
company replaced it with Nexium, which
received FDA approval as a new drug in
February 2001 even though it was
essentially the same chemical. Due to
aggressive marketing, more than 4 million
prescriptions for this "new purple pill" were
filled by the end of the year. The company
subsequently received permission to market
an over the counter salmon colored Prilosec
pill to compete with Tagamet, Zantac and
Pepcid.

Schering-Plough used the same
deception to replace Claritin, its top selling
antihistamine. While originally heralded as a
"breakthrough" over existing and much less
expensive drugs because it didn’t cause
drowsiness, the usual 10 mg. dose was
barely better than a placebo. In higher doses
that were effective it had very similar
sedative side effects. Sales of over
$3.1billion in 2001 accounted for almost half
the company’s net profits but Claritin’s

Everyone knows that prices for
prescription drugs have been going through
the roof but few are aware of the reasons for
this. Pharmaceutical manufacturers claim
that it costs close to $900 million and takes
an average of 12 years to gain FDA approval
for a new product but this seems doubtful.
The fact is that over 75% of newly
approved drugs are not new at all and
offer little advantage over those being
replaced, usually because of patent
expiration. From1990 to 2002 the FDA
approved 1,035 drugs but only 23% were
deemed to be a "significant improvement"
over existing medication.

Often a minute chemical modification
of a popular drug is patented as a new
pharmaceutical and is then widely hyped as
a major medical breakthrough. Almost all of
these will be extremely profitable because
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patent was expiring. It was crucial for the
company to convince physicians to switch
patients to Clarinex, a copy-cat version that
offered no advantages and to then get
Claritin approved for non prescription use.
Both of these goals were achieved through
aggressive advertising and lobbying that
gave the company leadership in both
markets but provided no savings or other
benefits for patients.

Drug Prices And The Public Be Damned
The reason U.S. prescription drugs are

so expensive is not due to the high cost of
developing new products; it is because of the
astronomical sums manufacturers spend on
marketing and lobbying activities. One
industry sponsored group alone will spend
over $150 million this year to lobby
Congress, the FDA and others to promote
pharmaceutical interests such as fighting any
attempts to impose price controls. Some
companies will also shell out additional
millions in campaign contributions or to
lobbyists to protect or increase sales of
specific products. There are over 600
registered drug company lobbyists, more
than two for every member of Congress as
well as others that are not registered.

All of the above is a drop in the bucket
compared to the over $3 billion spent
annually just on direct to consumer TV and
print advertising. Pharmaceutical
manufacturers also spend $11 billion
annually to promote their products to
physicians through conferences, direct mail
and medical journal advertising and for an
army of around 90,000 drug reps who make
personal calls at a cost of $10,000 to
$13,000/doctor/year. However, these are all
excellent investments since they bring in an
average 200% to 300% return.

Pharmaceutical manufacturing is far
and away the most lucrative U.S. industry.
Net profits are more than triple the average
for all other businesses and drug companies
also pay about 41% less in taxes. However,
none of this benefits American patients who
pay far more for prescription drugs than
others anywhere else on earth. We are the
only country without price controls on
patented drugs. As a result, many on fixed
incomes who require several costly
medications are increasingly getting them

f r o m  C a n a d a  o r  M e xi c o .  V e r m o n t  s en i o r s 
p a y a n  av e r a ge  o f  8 1 %  m o r e  th a n 
C a n a d i a n s  a  fe w  m i le s  a c r o s s  t h e  bo r d e r 
f o r  t h e  1 0  m o s t  c o m m o n ly  p r es c r i be d  d r u g s 
a n d s o m e 7 , 0 0 0  a r e h o s pi t a l iz e d  ea c h  ye a r 
b e c a u s e  t h e y  c a n ’ t a f f o r d  t h e  d a il y 
m e di c i n es  t h ey  r e qu i r e . S y n t h r o id  a n d
P r em a r i n  c o s t t h r ee  t i m e s  a s  m u c h ,  Z y r t e c 
a n d A l le g r a  a r e  do u b l e a n d  s o m e  o t h e r 
c o m p a r i s o n  p r i c e s  a r e  il l u s tr a t e d b e l o w . 
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Drug companies are trying to prevent
Canadian drug sales to the U.S. and some
have threatened to boycott participating
wholesalers. The FDA has also tried to halt
the practice since it is technically illegal but
these attempts have failed due to public
outrage. Several states and cities have
saved millions by buying drugs from Canada
but repeated legislative attempts that would
authorize this with safeguards has been
stonewalled. As Congressman Dan Burton
noted in a recent 60 Minutes interview, "This
is a perfect example, in my opinion, of where
a special interest, the pharmaceutical
industry, has been able to manipulate
the Congress and the government of the
United States to their benefit, and to the
detriment of the American taxpayer and
the American people.”

The Perils Of Being A Patient
Senior citizens who are likely to

require multiple medications are really
getting shafted since pharmaceutical
companies can charge whatever they choose
for patent protected products. Since 2000,
these drug prices have risen 28%. The

Average U.S. & Canadian Costs for
Common Prescriptions
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average price increase for the top 30 used
by Medicare recipients last year was 6.5%
compared to a 1.9% rise in overall inflation.
Wisconsin and at least 13 other states have
sued some 20 drug companies for posting
inflated wholesale prices that are used as a
basis for drug reimbursements. The
Wisconsin suit claims manufacturers
"embarked on an unlawful scheme" as early
as 1992 to distort the drug pricing system. It
seeks to force them to stop the practice and
set up a restitution program with forfeitures
of up to $10,000 per violation if they were
against senior citizens.

The recent Medicare Art with its drug
discount cards are not likely to provide any
significant relief and illustrates the
tremendous political clout of drug
companies. Under these new regulations,
Medicare is specifically prohibited from
negotiating drug prices with manufacturers.
As Congressman Burton also commented,
"That is unconscionable. The government of
the United States negotiates prices in the
Defense Department, in every area of
government. And here we are, going to
spend billions and billions and billions and
probably trillions of dollars on
pharmaceutical products. And we cannot
negotiate the prices with the pharmaceutical
industry. That s just not right." It also means
Medicare will pay more for the same drugs
than the VA, HMO’s and insurers that can
bargain.

The Medicare drug cards hardly
guarantee any price savings since their
"discounts" can be changed at any time to
maximize profits and drugs can be dropped.
Of the 73 companies approved to participate
in the program, 20 have been convicted of
fraud for drug charge abuses. One paid the
government an $87.3 million fine for
overcharging federal employees. These 20
are less than a third of the total number but
they represent over 60% ($3.1 million) of
the contributions made to Bush and his
cohorts by drug card companies since he
took office. Draw your own conclusions.

In addition to being increasingly more
expensive, drugs have become deadlier. Well
over 100,000 deaths in U.S. hospitals/year
are due to pharmaceuticals prescribed by
physicians according to the manufacturer’s
directions. Many more result from

unapproved uses. Put into perspective, total
fatalities from prescription drugs would
exceed those from a 9/11 disaster every
week for over a year and a half. But that’s
just the tip of the iceberg.

No information is available on the
number of non hospital deaths due to the
same and other drugs prescribed by doctors.
Even the FDA acknowledges that adverse
drug reports they receive probably represent
only 5% of the total number. However, the
hospital figures alone make prescription
drug deaths the third leading cause of
death and some place them at the top of
the list. In addition, adverse drug reactions
occur in 18% of outpatients and account for
17% of all hospital admissions.

More than half of all drugs have
serious side effects that are not detected
before approval. Since the FDA speeded up
its approval process due to pressure from
drug companies, at least 16 new drugs had
to be banned, with almost half in less than
two years. This is often because they have
not been tested long enough or in the
populations most likely to use them. In other
instances, trials showing that they are
unsafe or ineffective are not published.
Recent surveys showed that only one of 37
clinical trials of nonsteroidal anti-
inflammatory drugs reported to the FDA had
been published and a mere 23 of some 200
studies of the cardiovascular risks of
hormone-replacement therapy.

New York State is suing Glaxo for not
revealing four studies showing that Paxil was
not effective for treating depression in kids
and teens and also increased risk for suicide.
Glaxo conducted five Paxil studies in this age
group but published only one that had mixed
results. Income from Paxil sales to children
was over $55 million in 2002. New York City
is also suing for the millions of dollars its
Medicaid program spent because Glaxo
unfairly kept generic versions of the drug off
the market by obtaining more than a dozen
"frivolous" patents on Paxil over the past
decade.

Pfizer Agrees To Pay $430 Million In Fines
As noted in a prior Newsletter, one of

the most flagrant examples of drug company
abuse was the marketing of Neurontin by
Warner-Lambert. Neurontin had been
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ap pr o ve d o n l y as  a s u p pl em e n t al dr u g fo r 
ep il ept ic s  w h o  c o n t in u ed  to  e xpe r i en c e
fr eq u en t s ei zu r es  o n  t h e ir  r e gu l ar 
m e di c at io n s .  I t o bv io u s l y h ad  ve r y  li m i ted 
in di c at io n s  s o  wh at  ac c o u n t ed  fo r  its 
bl o c kbu s t er  s t atu s  o f o v er  $ 2 .7  bi lli o n  in 
r e ve n u e  l as t  y ear ?  Th e  e xpl an ati o n  is  t h at 
o n c e  th e FD A  a ppr o v es  a dr u g,  ph ys ic i an s 
ar e fr e e to  pr es c r i be it  fo r  an y  c o m p la in t  o r 
c o n d iti o n  th ey  c h o o s e.  H o we ve r , it  is  i lle ga l
fo r  th e  m an u fa c tu r e r  t o  adv er tis e o r 
pr o m o te  i t f o r  an y u n a pp r o v ed  u s e. 

W a r n er - La m be r t  go t ar o u n d t h i s  b y
pa yi n g ph ys i c i an s  h u ge  s u m s  t o  r ec o m m en d
it  f o r  th e t r e atm en t o f pai n  du e  t o 
ev er yth in g f r o m  m ig r ai n e  an d u lc er s  t o 
ba c k ac h e as  we ll as  bi po lar  d is o r d er , 
r e s t les s  leg  s yn d r o m e an d o th er  di s o r de r s . 
P h ys ic i an s  w er e p ai d t o  wr i te  r e po r ts  o n 
h o w it h a d b en efi te d a  f ew o f  th ei r  p at ien ts 
an d to  s p eak  a bo u t th e ir  r e s u lts  t o  o th er s  a t
c o m p an y  s po n s o r ed  m eet in gs .  I n  m an y 
in s t an c es , m u c h  l ar ger  t h an  a ppr o v ed do s es 
we r e  ad vi s ed . Th e  c o m p an y a ls o  m o n ito r e d
do c t o r s ’  pr e s c r ip ti o n s  t o  s ee  if  t h e n u m be r s 
in c r eas ed  af te r  t h e y h ad  at te n de d s u c h 
m e et in g s .  O n e C o n n e c ti c u t p h y s ic ia n  w r o te
5 8  p r es c r ipt io n s  fo r  u n a ppr o v ed u s es  o f  th e
dr u g  af te r  h e att en ded  a  m e et in g  w h er e
o t h e r  do c t o r s  s po k e abo u t  N e u r o n t in ’ s 
n u m e r o u s  ben ef its . He h a d n ev er  wr itt en  a
N e u r o n t in  pr es c r i pt io n  p r io r  to  th e m ee tin g
an d was  l ate r  pai d o ve r  $ 1 0 0 0  fo r  s pe ak in g 
to  o th e r  do c to r s  ab o u t  t h e dr u g’ s  all eg ed
ab il ity  t o  r el iev e pai n 

Th es e a n d  o t h e r  i ll ega l ac t io n s  c a m e
to  l igh t in  a 1 9 9 6  law s u it fi led  b y w h i s tl e- 
bl o w er  D a vid  F r an kl in ,  w h o  wo r ke d fo r 
W a r n er - La m be r t  be fo r e it  w as  ac qu i r e d b y
P f iz er  in  2 0 0 0 . F r a n kl in  ac c u s ed  W ar n er - 
La m b er t  o f h ir in g  a n  o u t s id e fir m  to  wr ite  a t
le as t 2 0  ar t ic les  f o r  m e dic al  jo u r n al s  th a t
ex to lle d u n a u t h o r iz ed u s es  o f  N e u r o n t in  an d
th en  pa id  do c t o r s  f o r  u s e o f th e ir  n a m e s  a s 
au th o r s  o f t h e  r e po r ts . C o m pa n y s a les  a n d
m e di c al  p er s o n n el  a ls o  p r es en ted  a 
di s t o r t ed  pi c t u r e  o f t h e  dr u g ’ s  ef fec ti ven es s 
wh en  ta lk in g  t o  d o c to r s . 

A s e n io r  c o m pa n y o f fic ia l t o l d s al es 
r e ps , " W e  n e ed  to  b e h o l din g th e ir  h a n d  an d
wh is per in g i n  th e ir  ea r ,  N e u r o n t in  fo r  pai n , 
N e u r o n t in  fo r  m o n o th e r a py,  N e u r o n t in  fo r 
bi po lar , N e u r o n t in  fo r  eve r y th i n g !" Fr an k li n 
c l ai m ed  t h at  t h e c o m pa n y ’ s  s p o n s o r ed

c l in ic a l tr i al s  h ad  s h o w n  n o  ben ef it fo r 
N e u r o n t in  o v er  pl ac ebo  f o r  tr eat in g m ig r ai n e 
an d bip o l ar  di s o r de r , bu t t h i s  i n f o r m at io n 
wa s  c o n c e ale d.  Va r i o u s  i n du c e m en ts  we r e 
u s ed  to  g et do c to r s  to  p r es c r ibe  N e u r o n t in 
o f f- lab el , i n c lu d in g t ic ket s  to  th e O ly m pi c s ,
tr ip s  t o  D is n e y W o r ld an d r et r ea ts  to  g o lf 
r e s o r ts  w ith  t h ei r  fam il ies . C o u r t  pa pe r s 
r e ve ale d th a t Med ic ar e  a n d Me dic ai d p ai d
h u n d r ed s  o f m i lli o n s  o f do l la r s  fo r 
u n ap pr o ve d u s e s  o f N e u r o n t in  th at 
ac c o u n t ed  fo r  o ve r  9 0  pe r c e n t  o f  i ts  s a les .

P f iz er  r e c en tl y a gr eed  t o  p le ad gu ilt y
to  c r im in al wr o n g do in g  a n d wi ll pa y a bo u t
$ 4 3 0  m i ll io n  i n  f in es  in  a s e ttl em en t  t h at 
in c l u de s  a $ 2 4 0  m il lio n  c r i m i n al  f in e , $ 1 5 2 
m i ll io n  i n  c iv il fi n es  t o  b e div id ed be twe en 
s t at e a n d  fe de r al  M edi c a id ag en c ie s , an d
$ 3 8  m il li o n  to  s t at e c o n s u m er - pr o t ec t io n 
di vi s io n s  th at  in ve s ti ga te wr o n g do in g  b y
dr u g  c o m p an i es . D av id Fr an k li n , th e
wh is tle bl o we r  wh o  m ade  t h e fi r s t  a lle ga tio n s 
o f  i lle ga l m ar ket in g, wi ll r e c ei ve  ab o u t $ 2 4 .6 
m i ll io n . P fi ze r  a ls o  a gr eed  t o  s ig n  a 
"c o r po r at e i n t egr it y" c o ven an t t h a t p er m it s 
m o n i to r in g o f its  m ar k et in g  p r ac ti c es .

Ho we ver , th i s  s et tl em e n t  o n ly  ap pl ies 
to  N e u r o n t in  s a le s  f r o m  1 9 9 4  t h r o u g h  m id - 
2 0 0 0  wh en  it  w as  ac qu i r e d b y P fi ze r  t o 
c o ve r  t h e  es ti m at ed  $ 4 2 1 .6  m i lli o n  th at 
Me di c ai d s pe n t  o n  u n ap pr o ve d u s e  d u r i n g 
th is  pe r i o d.  M edi c a r e an d o th er  fi s c a l
in te r m e di ar i es  c o u l d f il e s im ila r  s u i ts  to 
r e c o ver  f o r  pa ym e n t s  t h e y m ad e. Fr an k li n ’ s 
bo n a n za  c o u l d als o  en c o u r ag e o th er 
wh is tle bl o we r s  to  c o m e  f o r t h . 

N o t s u r pr is i n g ly,  t h e s e ttl em en t  w ill 
h a ve  ve r y  li tt le s i gn i fi c an t fin an c ia l im p ac t
o n  P fiz er . T h e  wo r l d’ s  l ar g es t dr u g m ak er 
wi th  o v er  $ 4 5  bil li o n  in  s a le s  l as t y ea r  h ad 
al r e ady  s et as ide  f u n d s  n ee de d f o r  th e
s e tt lem en t. I n  ad di tio n ,  P f iz er  h a s  a pp lie d
fo r  FD A  a ppr o v al o f  a s u c c e s s o r  to 
N e u r o n t in  c a ll ed Ly r i c a ( pr eg aba li n ) .  Ly r i c a
is  e xpe c t ed to  be  a ppr o v ed in  E u r o pe th is 
ye ar  fo r  th e  t r ea tm en t  o f e pi lep s y ,
n e u r o pa th ic  pa in  an d g en er a l an x ie ty
di s o r de r . 

W histleb lower s And  Supp ression Of  D ata
I n  J u ly  2 0 0 2  A lle n  Jo n es  wa s 

ap po in t ed  le ad  in ve s ti ga to r  a t t h e 
P e n n s yl va n ia  O ffi c e  o f  t h e I n s pe c t o r  Ge n er al 
( O I G )  a ft er  u n c o v er in g  e vid en c e o f  fu n d in g 
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by  P fiz er  an d Ja n s s en  P h ar m a c eu ti c al s  in t o 
an  o ff- th e- b o o ks  ac c o u n t  ea r m ar k ed  fo r 
"e du c at io n al  g r an ts ." He  fo u n d t h a t
pa ym en t s  fr o m  th e  a c c o u n t h ad  ac tu all y
be en  m a de  to  s tat e o ff ic ial s  r es po n s i bl e f o r 
de ve lo p in g f o r m u l ar y g u i del in es  fo r  s ta te
m e n t al fa c il it ies  r ec o m m en d in g e xp en s iv e
n e w dr u gs  o v er  c h ea per  a n d s a fer  o n es 
pr o v en  to  be  e ffe c t ive . Aft er  h e  b ega n  to 
di s c o ve r  add it io n al  ab u s es ,  J o n e s  was 
s u dd en l y dr o pp ed fr o m  th e c as e. He  w as 
to ld  by  a  s u pe r io r  th a t "dr u g  c o m p an i es 
wr it e c h e c ks  t o  p o l iti c i an s  o n  b o t h  s id es " .
So m e  o f  J o n e s '  fi n d in g s  wer e r ep o r ted  i n 
th e m ed ia , i n c lu d in g t h e  N e w Yo r k  Tim es 
an d Br it is h  M edi c a l J o u r n a l.

O n e h ig h l y r ec o m m en ded  a n d c o s tl y
dr u g  wa s  Ja n s s en ' s  R i s p er d al , a m ed ic ati o n 
u s ed  fo r  s c h iz o ph r e n ia  t h at  h ag po ten ti all y
le th al s i de ef fec ts . O n  Apr il  2 7 , 2 0 0 3 ,  th e
FD A s en t a w ar n in g let te r  t o  Ja n s s en  s tat in g
th at  in fo r m a ti o n  ab o u t  t h e dr u g wa s  " fa ls e ,
o r  m is l ea din g"  be c a u s e  i t f ai led  t o  d is c lo s e 
o r  m in i m i zed  r is k s  r el at in g  t o  " s e r io u s 
ad ve r s e  e ven ts  in c l u di n g  ke to ac i do s is ,
h y pe r o s m o lar  c o m a , an d  d eat h . " T h e  n e xt 
da y,  Al le n  J o n es  wa s  p h y s ic al ly es c o r te d o u t 
o f  h is  o f fic e an d  wa r n ed "n o t to  ap pe ar  o n 
O I G pr o pe r ty " bec au s e h e  h a d tal ke d t o  th e 
pr es s . O n  Ma y 8 , Jo n es  s u ed , ac c u s in g  h is 
em pl o ye r  o f ty in g  t o  b u r y i m p o r t an t
ev id en c e o f wr o n g do in g  a n d h i s  f in din gs . H is 
at to r n e y c al le d t h e  c a s e  a c r iti c a l t es t o f th e 
r i gh t t o  a f r e e p r e s s ,  n o ti n g , " I f  th ey  s h u t 
th e em p lo yee  u p a n d  th ey  h a ve  al l th e 
do c u m en ts  lo c k ed u p  in  a  dr aw er  th er e  i s  n o 
fr ee  pr es s ." 

Th e O I G  r efu s e d t o  c o m m e n t o n  th e
c o r r u pt io n  a ll ega ti o n s  o r  w h y  Jo n e s  h ad 
be en  di s m is s ed . W h e n  a s k ed wh eth er  th e
s t at e c o u ld wi th h o l d i n f o r m at io n  o f p u b lic 
in te r es t,  a s p o ke s p er s o n  s a id , " Th e O I G  is 
s p ec ifi c a lly  e xem pt  fr o m  r i gh t- t o - kn o w
la ws ." Jo n es '  all eg ati o n s  o f im p r o per 
in fl u en c e  ar e n o w  b efo r e  P e n n s yl va n ia ' s 
E t h i c s  C o m m i s s io n . Fed er al au th o r i tie s  ar e 
al s o  in ve s ti ga tin g an d  h ave  o r de r e d Ja n s s en 
to  s u bm it  al l R i s p er d al  r e la ted  d o c u m e n ts 
an d c o r r e s po n d en c e. 

D r . N an c y  O l iv ier i, P r o fe s s o r  o f 
P e di atr ic s  a n d  Me di c in e at th e U n i ver s i ty o f 
To r o n to , was  h ir e d by C a n ad a' s  l ar ges t dr u g
c o m p an y  Ap o t ex t o  tes t a n ew  dr u g  to  t r ea t
Me di ter r a n ea n  an e m i a a t th e  u n iv er s it y' s 

Ho s p ita l fo r  S ic k  C h il dr en .  S h e fo u n d  t h at 
n o t o n l y did  i t n o t  wo r k  as  w ell  a s  t h e 
c o m p an y  e xpe c t ed bu t a ls o  h a d ver y s er io u s 
s i de  ef fe c ts  t h at  w ar r an ted  p r o m pt 
pu bl ic a ti o n .  Ap o t ex h a lte d th e  t r ia l an d 
th r e ate n e d t o  s u e  h er  in  1 9 9 6  fo r  vio la tin g
h e r  c o n fi den ti ali ty  ag r e em e n t  s h e att em pte d
to  r epo r t  h e r  r es u l ts  o r  di s c u s s  t h em  w ith 
an yo n e.  T h e h o s pi ta l a ls o  f ir ed h e r . I t 
tu r n ed o u t t h a t Ap o t ex wa s  g o i n g to  do n a te
$ 1 2 . 7  m il lio n  to  th e U n i ver s i ty an d i ts 
pr es ide n t  h a d bee n  lo b by in g  t h e C a n ad ia n 
go ve r n m en t o n  th e  f ir m ' s  be h a lf.  I t t o o k f iv e
ye ar s  f o r  O l iv ier i to  be  ex o n er a te d a n d 
r e in s ta te d.

D r . Bet ty  D o n g , a  ph ar m ac o l o gi s t  at 
Un iv er s it y o f C al if o r n ia  Sa n  Fr a n c is c o ,  wa s 
h i r e d i n  1 9 8 7  to  c o n du c t  a c l in i c a l t r i al
c o m p ar i n g  Sy n t h r o id , F li n t' s  s yn th eti c 
th yr o id , to  th at o f  th r e e c o m pet in g
fo r m u la ti o n s . At th e t im e, Sy n t h r o id  wa s  th e 
to p s el le r  a n d  th e m o s t exp en s iv e dr u g in 
th is  $ 6 0 0  m i ll io n / y ear  m ar k et . E ve r yo n e 
ex pe c te d th e  r es u lt s  w o u ld s h o w th at
Sy n t h r o id  wa s  s u p er io r  b u t by  1 9 9 0  it  w as 
c l ea r  t h a t a ll  fo u r  dr u g s  s h o wed  e s s e n t ial ly 
th e s am e r es u l ts .  D o n g  s u bm it ted  a  pa pe r 
wi th  h e r  fin di n gs  t o  J AM A i n  1 9 9 3  bu t 
wi th dr e w it th r ee  m o n t h s  la te r  b ec au s e Fli n t 
th r e ate n e d t o  s u e  h er  fo r  b r e ac h  o f
c o n t r ac t. 

A r e c en t Yal e r ep o r t f o u n d th at 8 0 %
o f  d r u g  c o m p an y s po n s o r e d c li n ic al  tr ia ls 
r e po r te d po s it ive  f in d in gs ,  c o m p ar ed to 
5 0 % fo r  t h o s e c o n du c te d by in dep en den t
ac ad em i c s . O xf o r d  U n iv er s it y r es ea r c h er s ,
wh o  r ev ie wed  t h e o r igi n a l p ap er w o r k f r o m 
o v er  1 0 0  s tu di es ,  r epo r t ed th at al m o s t two - 
th ir ds  o f  th e pu b li s h e d r es u l ts  o m itt ed 
c o n c er n s  o ve r  s ig n i fic an t a dv er s e eff ec ts .  I n 
s o m e  c a s e s , th e s ta ted  p u r p o s e o f th e  t r ia l
wa s  c h a n g ed s o  th at  fa vo r ab le  fi n d in g s 
c o u l d b e pu b li s h e d.  I n  a n o t h e r  s u r vey , 2 0 % 
o f  2 2 0 0  r es e ar c h e r s  s a id  th ey  h a d del ay ed
pu bl ic a ti o n  fo r  m o r e t h a n  s ix  m o n t h s  to 
al lo w f o r  pa te n t ap pli c a tio n  o r  c o n c e al 
r e s u lts  t h at  m igh t s lo w s al es  o f  t h ei r 
s p o n s o r ' s  pr o d u c t . O ve r  two  t h ir ds  ad m i tte d
h a vi n g s i gn i fi c an t fin an c ia l tie s  to  dr u g
c o m p an i es .

Med icine Is Now All About $$ And Profits
The Betty Dong fiasco is a good

example of the power of drug companies to
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c o n t r o l  a n d  m a n i p u l a t e  t h e  m e d i a ,
i n c l u d i n g  r e s p e c t ed  m e di c a l  j o u r n a l s  an d 
a c ad e m i c  i n s ti t u t io n s .  A s  D r .  D r u m m o n d
R e n n i e ,  d e p u ty  e d it o r  o f  T h e J o u r n a l  o f  t h e
A m er i c a n  M e d ic a l  As s o c ia t i o n  p u t  i t :  " T h is 
i s  a l l  ab o u t  b y p a s s i n g  s c i e n c e .  Me d i c in e  i s 
b e c o m i n g a  s o r t  o f C l o u d  C u c k o o  La n d , 
w h er e  d o c t o r s  d o n ' t  k n o w  w h at  p a pe r s  th e y 
c a n  t r u s t  i n  t h e  jo u r n al s ,  an d  t h e  p u bl i c 
d o es n ' t  k n o w  w h a t  t o  b el i e v e. . .. . . . .T h e
d r ug  c o m p a n i es  a r e r u n  b y  h ar d - n os e d 
m a r k e t e r s ,  n ot  b y  t h e  p h y s i c i a n s  a n d 
t h e s c i en t i s ts .  T he s e  ar e  n ot  b e ni g n 
p e op l e  wh o  a r e  i n te r e s te d  i n h e l p i n g 
p e op l e  wi t h  th e i r  n e w  wo n d e r  d r u g s . 
T h ey  u s e w h a t w o r k s ,  a nd  m o ne y 
w o r k s . " 

D o n g ' s  pa p e r  h a d  r e c e i ve d  f av o r a bl e 
r e vi e w s  f r o m  f i v e  o u t s id e  c o n s u l ta n t s , w a s 
s c h e d u l ed  f o r  p u b li c a t io n ,  an d  t h e  p a ge 
p r o o f s  we r e  al r e a dy  a t  t h e  pr i n t er .  T h e 
c o m p a n y , h o w ev e r ,  h a d  h i r e d  t h e i r  o w n 
c o n s u l t an t s ,  m a n y  o f  w h o m  h ad  p r ev i o u s l y 
b e en  p a id  f o r  g i v in g  l ec t u r es  o r  s e r v in g  o n 
t h ei r  T h y r o i d R e s ea r c h  A d v i s o r y  C o u n c il . 
T h e o n ly  i n fo r m a ti o n  th e s e  c o n s u l t a n ts 
r e c e i v e d w a s  s u p p li e d  by  t h e c o m pa n y  an d 
D o n g  h a d n o  in p u t . T h e  c o n s u l t a n ts ' 
c o n c l u s io n  t h a t  h er  s t u d y  w as  s e r i o u s ly 
f l aw e d  wa s  f o r w a r de d  t o  e d i to r s  o f  J A MA 
a n d o t h er  j o u r n a l s  w a r n i n g  th a t  it  n o t b e 
p u bl i s h ed ,  e s p e c i al l y  s i n c e  D o n g ' s  c o n t r a c t
f o r b a d e  t h i s  w i t h o u t  o bt a i n in g  w r i t t e n 
c o m p a n y  c o n s en t . 

H e r  u n i ve r s i ty  a l s o  w i th d r e w a l l 
s u pp o r t  f o r  s i m i l ar  r e as o n s . T h ey  h a d
e a r l i e r  p l a n n e d  t o  b a c k h e r  b u t  as  t h e
t h r e a t  o f  a n  e x p e n s i v e  l a w s u i t  l o o m e d , t h e 
d e an  o f  t h e  P h a r m ac y  S c h o o l  e x p l ai n e d 
t h at  w h il e  t h e  u n iv e r s it y  d id  c o n s i d e r 
a c ad e m i c  f r e ed o m  to  b e  a  c r it i c a l v a l u e , 
" t h e  d i ff i c u lt y  h er e  i s  w e i gh i n g  t h e  r i g h t  t o 
p u bl i s h  a g a i n s t  a  l i k e ly  c l ai m  a ga i n s t t h e 
u n iv e r s it y  f o r  b r ea c h  o f  c o n t r a c t a n d  t h e 
p o s s i b i li t y  o f  s i gn i f i c a n t  da m a g es . "  A
u n iv e r s it y  a tt o r n ey  w a r n e d  D r .  D o n g  a n d 
h e r  c o - au t h o r s  t h at  t h ey  w o u l d  h av e  t o 
d e fe n d  th e m s el v e s  i n  c o u r t  wi t h o u t  a n y
s u pp o r t  f r o m  t h e  u n i v e r s i t y . T h e  l e g a l c o s ts 
w o u l d  h av e  b ee n  p r o h i b it i v e , a n d  a f t e r 
c o n s u l t in g  w it h  h er  c o - a u t h o r s ,  D r .  D o n g 
t e le p h o n e d  t h e  e d it o r s  o f  J AM A  a n d 
i n s t r u c te d  t h e m  t o  p u l l t h e  a r t i c l e . 

I n  M a r c h  1 9 9 5 ,  F l in t  w as  t a ke n  o ve r 

b y  B A S F  a  G e r m a n  c h e m i c a l  a n d 
p h ar m a c eu t i c al  c o m p a n y  t h a t  s t a r te d 
m a r k e t i n g  S y n t h r o id  t h r o u g h  i t s  s u b s i di a r y 
Knoll Pharmaceutical. Dr. Gilbert Mayor and
some other Knoll associates then wrote a
sixteen-page critique in which they
appropriated Dr. Dong's data and reanalyzed
it  t o  a r g u e th at th e o th er  s y n th et ic  th yr o id 
dr u g s  w er e n o t  eq u i val en t t o  Sy n t h r o id ,
ex ac tly  t h e o p po s it e o f wh a t s h e  a n d h e r 
c o ll eag u e s  h ad  c o n c lu d ed . T h i s  w as 
pu bl is h ed  in  t h e Am er ic a n  Jo u r n al o f 
Th er ape u t ic s , wh er e  M ayo r  was  a n  a s s o c i at e
ed it o r . 

P r o m in e n t  r e s e ar c h e r s  di s ag r e ed wi th 
th is  an d fo l lo win g a c ar efu ll y r es ear c h ed
Ap r i l 1 9 9 6  a r t ic l e in  Th e W al l Str ee t J o u r n a l,
Kn o l l b eg an  r e c ei vi n g m o u n t in g c r i tic is m 
an d th e  F D A de c id ed  to  i n ve s t iga te . K n o ll' s 
pr es ide n t  an d s o m e bo a r d  m e m b er s  m et
wi th  Un iv er s it y o f C al if o r n ia  o f fi c ia ls  a fe w
m o n t h s  la ter  a n d ( w h il e Kn o ll  c o n t in u ed  to 
in s i s t th at D o n g' s  s tu dy  wa s  fla we d)  it 
ag r e ed th at it  wo u l d n o  lo n ge r  a tt em p t to 
s t o p  it s  pu b li c at io n . I n  Ap r i l 1 9 9 7 , af ter 
JA MA  f in all y pu b li s h e d th e  s tu d y,  a c l as s 
ac ti o n  la ws u it  wa s  fil ed  ag ai n s t  B ASF  a n d
Kn o l l P h a r m a c e u ti c a l a c c u s i n g  th em  o f 
s u pp r es s i n g a m ed ic al s t u dy  i n  a n  eff o r t t o 
c o n t r o l  t h e Am er i c a n  m ar ket  f o r  th yr o id 
dr u g s . I t  is  e s ti m a ted  t h at  if  l ess 
ex p e nsi v e  th y r oid  d r ug s wer e use d 
in st ead  o f  Sy nt hr o id ,  h ad  D o ng 
p u b l ish ed  he r  r es ul ts in  19 90 ,  p at ien ts 
c o ul d  h av e s av ed  $3 56 m i lli on /y e ar .

Kn o l l s et tle d th e  s u it  i n  j u s t f o u r 
m o n t h s  by  ag r e ein g to  s e t a s i de $ 9 8 - $ 1 3 5 
m i ll io n  t o  r ei m bu r s e e ac h  p at ien t a l it tle  l es s 
th an  $ 1 9 . 0 0 .  T h is , des pi te ev ide n c e o f
o v er pay m e n t o f  $ 2 6 4  to  $ 4 0 8  f o r  ea c h 
pa ti en t  o n  Sy n t h r o id  th e fu l l 6 .5  y ear s  th a t
D o n g ' s  r e s u l ts  we r e  s u pp r es s e d. Fo r  t h e 
es ti m at ed  8  m i lli o n  pa ti en t s ,  th is 
o v er pay m e n t to tal s  $ 2 . 1  to  $ 3 .2  bi lli o n  an d
Kn o l l' s  m axi m u m  $ 1 3 5  m il lio n  r ep r e s en ts 
le s s  th an  a ye ar  o f  o v er pay m e n t to  pa ti en t s 
o n  Sy n t h r o id . H o w eve r ,  la w fir m s  in vo lve d
in  t h is  c las s  ac t io n  r i po ff wi ll ea r n  th eir 
ty pi c al  m ill io n s  o f  do ll ar s  i n  f ee s  b ef o r e  a n y
pa ti en t s  ar e  p aid , wh i c h  m a y exp la in  th e
u n u s u al ly  r a pi d s et tle m e n t.  It  w oul d  see m 
th at  no b o d y  is  r e al ly  c o nc e r n ed  ab out 
p r ot ec t in g  t he  p u b l ic ' s int er est s.  It ' s  al l
ab ou t m on ey  an d  g r e ed . 



July  2004                          The Newsletter of THE AMERICAN INSTITUTE OF STRESS                Page 7

Ar e K id s B ec om ing  M or e  D em e nt ed ? 
I t  w o u l d c er ta in l y s ee m  th a t way  f r o m 

th e app ar en t  s u r g e in  at ten ti o n  de fic it ,
h y pe r ac ti vit y dis o r der s ,  au ti s m ,  d epr es s io n , 
an d a h o s t o f o th er  em o t io n al  an d
be h a vio r a l d is tu r ba n c e s  in  c h ild r e n . Th is 
di s t u r b in g t r e n d wa s  c o n fir m e d b y a r ec en t 
r e po r t s h o wi n g  an  a lm o s t  50 %  r is e ov e r 
th e p as t thr ee  y e ar s i n the  u se of 
at te nti on  d e f i c it /h y p e r a c ti v i ty  d i sor d e r 
d r ug s i n k id s und er  f i v e  y e ar s o f  ag e .
Sp en din g o n  be h av io r al  d is o r d er  dr u gs  f o r 
c h il dr e n  an d  t een s  fo r  t h e fi r s t  t im e  i s 
gr ea ter  t h an  f o r  an tib io tic s  an d  a s th m a 
m e di c at io n s .  S ale s  o f an tid ep r es s a n ts 
in c r eas ed  2 1 % an d  d r u g s  fo r  a u ti s m  an d
o t h e r  c o n du c t dis o r der s  ju m pe d 7 1 % 
c o m p ar e d to  o n ly a 4 .3 % r is e in  an tib io tic s . 

Th is  is  p r o b ab ly du e t o  th e  p o pu la r it y
o f  n ewe r  lo n ge r  a c t in g  d r u g s  o ve r  R it al in 
an d o th er s  t h a t a r e  u s u a lly  a dm i n i s te r e d
tw o  o r  th r ee  t im e s  dai ly . T ak in g  a  s i n g le
m o r n in g  d o s e  a vo i ds  th e em b ar r as s m en t  o f
h a vi n g to  li n e  u p  i n  t h e  af te r n o o n  fo r  a p il l
fr o m  bu s y  s c h o o l n u r s e s  o r  da y- c ar e
o f fi c ia ls . S o m e a u t h o r it ies  a r e c o n c e r n ed
th at  pa r e n ts  a n d s c h o o l o ff ic ial s  h av e bee n 
to o  eag er  to  m edi c a te di s r u pt ive  c h il dr en 
be c a u s e  o f p er vas iv e d ir ec t  t o  c o n s u m er 
ad ve r ti s i n g o f  th es e d r u gs .  O th e r s  po in t t o 
th e po w er fu l  i n fl u e n c e  p h ar m a c eu ti c al 
c o m p an i es  h a ve  o v er  th e FD A , N at io n al 
I n s t itu te s  o f Men ta l H ea lth  a n d o t h er 
r e gu lat o r y b o d ies  a s  w el l a s  in d u s tr y - f u n d ed 
"a dv o c a c y " g r o u ps  s u c h  a s  t h e  N a ti o n a l
Al li an c e fo r  t h e Me n ta ll y I ll . T h e  fa il u r e  o f
th es e a dv is o r y  gr o u ps  to  di s c o u r ag e
in ap pr o pr iat e pr e s c r ib in g o f ps y c h o ac ti ve
dr u g s  ( es pec ia lly  t o  p r e s c h o o l c h i ldr en )  h as 
pr o v ide d a t ac it s e al o f  ap pr o va l.  C r it ic s 
c l ai m  t h i s  h as  pu t m an y h ea lt h y to ddl er s  a t
in c r eas ed  r i s k  fo r  gr o wt h  r et ar d at io n ,
m a n i a, ag gr e s s ive n e s s ,  e xpl o s ive  v io l en c e, 
as  w ell  a s  d r u g d ep en d en c y. 

Th e dir ec to r  o f t h e  Am er ic a n 
Ac ad em y  o f P ed iat r i c s '  d r u g s  c o m m i tte e
ad m i tte d th a t th e r e  m a y be "i n it ia l
o v er pr e s c r ib in g" fo r  a tt en t io n  d ef ic i t
di s o r de r s  bu t th e  c h il dr en  ar e u s u all y tak en 
o f f th e  d r u g s  if th ey do n ' t  w o r k . Th e r e  is 
m u c h  m o r e  c o n c er n  a bo u t th e  m ete o r ic  r i s e
in  p r es c r ipt io n s  fo r  a n t ide pr es s an ts  in  ki ds 
be c a u s e  o f r ec en t  a lle ga tio n s  ab o u t t h e ir 
s a fe ty. 

O n e r ep o r t o n  3 0 0 ,0 0 0  pa tie n t s  u n de r 
t h e a g e  o f  1 9  f o u n d  t h at  t h e u s e  o f 
a n t i d e p r e s s a n t s  r o s e  f r o m  5 , 8 8 0  i n  1 9 9 8 
t o  9 , 0 1 3  i n  2 0 0 4 .  D u r i n g  t h i s  s a m e  p e r i o d , 
i t  d o u b l e d  i n  g i r l s  a g e d  f i v e  a n d  u n d e r  a n d 
s h o t  u p  a n  a l a r m i n g  6 4 %  f o r  p r e s c h o o l 
b o y s .  H a s  d e p r e s s i o n  r e a l l y  e s c a l a t e d  t h i s 
m u c h  i n  k i d s ?  A  g o v e r n m e n t  s u r v e y 
s h o w e d  t h a t  t h e  d i a g n o s i s  o f  d e p r e s s i o n  i n 
c h i l d r e n  a n d  a d o l e s c e n t s  d o u b l e d  f r o m  t h e 
e a r l y  1 9 9 0 s  t o  2 0 0 1  b u t  t h e  n u m b e r  o f 
p r e s c r i p t i o n s  f o r  S S R I  a n t i d e p r e s s a n t s 
m o r e  t h a n  t r i p l e d .  O n e  e x p l a n a t i o n  m a y  b e 
t h e i r  i n c r e a s i n g  u s e  f o r  t h e  t r e a t m e n t  o f 
" s o c i a l  a n x i e t y " ,  o b s e s s i v e - c o m p u l s i v e 
d i s o r d e r ,  d y s l e x i a  a n d  o t h e r  b e h a v i o r a l 
p r o b l e m s . 

W h a t  i s  p a r t i c u l a r l y  d i s t u r b i n g  a r e 
s t u d i e s  s h o w i n g  t h a t  S S R I ' s  a r e  n o  m o r e 
e f f e c t i v e  t h a n  p l a c e b o s  f o r  c h i l d r e n  a n d 
t h a t  t h e y  m a y  b e  h a r m f u l .  P r o z a c  i s  t h e 
o n l y  S S R I  a p p r o v e d  i n  t h e  U . S .  f o r  u s e  i n 
c h i l d r e n ,  b u t  d o c t o r s  a r e  a l l o w e d  t o 
p r e s c r i b e  o t h e r s  l i k e  P a x i l ,  Z o l o f t ,  E f f e x o r 
a n d  C e l e x a  d e s p i t e  e v i d e n c e  t h a t  t h e  r i s k s 
f o r  t h e s e  f a r  o u t w e i g h  a n y  b e n e f i t s .  L a s t 
y e a r ,  B r i t i s h  r e g u l a t o r s  b a n n e d  t h e  u s e  o f 
S S R I ' s  o t h e r  t h a n  P r o z a c  f o r  a n y o n e  1 8 
y e a r s  o l d  o r  y o u n g e r .  T h e  U . K . 
r e c o m m e n d a t i o n s  f o l l o w e d  a n  e x p e r t 
p a n e l ' s  e x a m i n a t i o n  o f  i n f o r m a t i o n  f r o m 
i n t e r n a l  d r u g  c o m p a n y  m e m o s  a n d  c l i n i c a l 
t r i a l  r e s u l t s  t h a t  h a d  b e e n  s u p p r e s s e d . 

T h e f i r s t  S S R I  t o  b e  b an n e d  w a s 
P a xi l  a n d  w h il e  G l ax o  s en t  a  l e t t er  t o  a l l 
B r it i s h  p h y s ic i a n s  w a r n i n g  th a t  P a xi l  s h o u l d 
n o t b e  gi v e n  t o  c h i l d r en ,  t h i s  w as  n e ve r 
r e ve a l e d t o  U. S .  do c t o r s .  T w o 
C o n g r e s s i o n a l c o m m i t t e es  s e n t  a  s t r o n gl y 
w o r d e d  le t t e r  t o  th e  F D A  i n  M a r c h  a s k in g 
w h y t h e  a g e n c y  d i d n o t  t a k e  m o r e  s t r i n g e n t 
a c ti o n  an d  w h y  t h ey  p r ev e n t ed  i t s  o w n 
e x pe r t ,  D r .  An d r e w M o s h o l d er ,  fr o m 
p r es e n t in g  a  r e v i ew  a t  a  F e br u a r y p u b li c 
h e ar i n g  t h a t  f o u n d S S R I ' s  s ig n i f ic a n t ly 
i n c r e a s ed  s u ic i d a l r i s k i n  c h i l d r e n .  Hi s 
r e po r t  wa s  r ep l a c ed  a t  t h e  la s t  m i n u t e b y  a
m o r e  f a vo r a b le  c o n c l u s io n  b y a n  F D A 
o f fi c i a l w h o  h a d  ap p r o ve d  m an y  o f t h e s e 
d r u g s .  Th e  F D A  w a s  o r d er e d  to  r e le a s e  a l l 
r e c o r d s  i n v o lv i n g  t h i s  c h a n ge  a s  w e l l  a s  a ll 
p e di a t r ic  c l in i c a l t r i al s ,  al l  a n a l y s es  o f  s i d e 
e f fe c t  da t a  an d  a ll  c o r r e s p o n d e n c e  w i th  a n y
a n ti d e p r e s s a n t  d r u g  m a n u f a c t u r e r . 
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U pd ating  NIH & F DA C onf lic ts Of Inter est
And  Ac tions Against Antid epr essants

Last December, it was revealed that
94% of the more than 5,000 scientists at
NIH were engaged in lucrative conflict of
interest activities and not filing public
income-disclosure reports and that top
o f fi c ia ls  h a d r ec ei ved  o ver  $ 2 .5  m ill io n  i n 
fe es  an d s to c k  o p ti o n s  f r o m  d r u g  c o m p an ies 
o v er  th e pas t dec ad e. C o n gr es s  d em an d ed  a
fu ll  in ve s ti ga tio n  an d  D ir e c t o r  E l ias  Ze r h o u n i
ap po in t ed  a "b lu e  r ibb o n " p an el to 
r e c o m m e n d  n e w c o n fl ic t  o f i n t er e s t  po li c ie s 
th at  wo u l d m an dat e pu b li c  d is c lo s u r e o f  al l
o u ts ide  c o m p en s at io n  a n d  ba n  all  t o p
o f fi c ia ls  fr o m  do in g a n y  o u ts ide  w o r k . Bu t 
th e pan el ' s  in iti al  r e po r t in  Ma y wo u ld  al lo w
m o s t  s c ie n ti s t s  t o  c o n ti n u e  c u r r en t p r a c ti c e s 
if  t h ey  l im i te d t h e s e to  le s s  th an  5 0 0  h o u r s 
a ye ar  an d o n l y s u g ges te d i n c r ea s e d
"i n t er n al  di s c lo s u r e" th at wo u ld  b e e xe m pt 
fr o m  th e Fr e ed o m  o f  I n fo r m a ti o n  Ac t a n d 
ke ep  pa ym en t s  blo c k ed fr o m  pu bli c  vie w. 
At  $ 5 0 0 / h r . th is  c o u ld  a m o u n t  to  r o u g h l y
$ 2 5 0 ,0 0 0 ,  n o t exa c t ly po c ke t c h a n g e, an d
m o r e  th an  do u b le m o s t s a lar ie s . So m e
C o n g r es s m en  wh o  f ee l t h i s  i s  a w h i tew as h 
an d th a t th e y ar e  b ein g s to n e wal le d h av e
de m a n de d to  s e e a ll  do c u m en ts  th at  le d to 
th e pan el ' s  pr eli m i n ar y c o n c l u s i o n s .

N e w Yo r k’ s  J u n e 2  l aws u i t c h a r ge d
th at  Gl ax o  h ad  "e n g age d in  r e pea te d a n d 
pe r s is t en t f r a u d by  m i s r epr es en t in g,
c o n c eal in g a n d  o t h e r wi s e  fa il in g  t o  d is c lo s e "
im po r ta n t  in fo r m a ti o n  ab o u t  t h e s a fet y an d 
ef fi c ac y o f P a xi l. A few  d ays  l ate r ,  Br it is h 
r e gu lat o r y a u t h o r it ies  ( MHR A)  an n o u n c ed 
th ey  we r e  c o n d u c t in g a  c r im in al
in ve s ti ga tio n  "to  m ake  s u r e  t h e c o m pa n y 
h a d c o m pl ied  w ith  i ts  le gal  o bli ga tio n s  u n de r 

UK  a n d E u r o p ea n  l aw ." Th e T im es  o f  Lo n d o n 
r e po r te d:  "D ep en d in g o n  its  f in d in gs ,  t h e
MH R A  c o u l d c h o o s e  t o  p r o s ec u t e e it h er 
Gl ax o  a s  a c o m pan y o r  go  af te r  n am ed
in di vid u a ls .  I f f o u n d gu ilt y,  th e pen al tie s 
c o u l d i n c lu d e fin es  o r  i m pr is o n m en t."  O th e r 
SS R I  m a n u fac tu r er s  ar e  a ls o  l ike ly  to  c o m e 
u n de r  s c r u ti n y . O n e  an al ys i s  o f th e s ta tis ti c s 
th at  wa s  s en t to  C o n gr es s  i n  Apr il  s t at ed, 
"Si nc e 1 98 8,  68  m i ll ion  A m er ic ans  h av e 
us ed  Pa xi l,  Pr oza c  and  Z olo f t .  U si ng  a
m o st  c o ns er v at iv e  e xc e ss  su ic id e  r ate , 
at  l eas t 21 th ous an d  a v o id a b l e s ui c id es 
m a y  hav e b ee n ind uc ed , wi th o u t  an y
wa r n in g s  to  th e v ic tim s  o r  th eir  f am i li es . "
Ma n y  fe el  th at  an ti dep r e s s a n t s  s h o u ld  a ls o 
be  b an n ed  fo r  c h i ld r en  i n  t h e  U. S.  bu t th e 
FD A h as  o n ly  " u r g ed " dr u g m ak er s  t o  pu t 
n e w war n i n g la bel s  ale r t in g  d o c t o r s  a n d 
c o n s u m e r s  to  w atc h  fo r  s u ic id al te n de n c ies ,
h o s t ili ty  an d agi ta tio n  in  pa tie n t s  t ak in g 
SS R I  an ti dep r e s s a n t s . Th is  is  n o t
m a n d ato r y .

O v er  a ye ar  ag o , th e F D A  wa s  als o 
pe ti tio n e d t o  wit h d r aw  Se r z o n e , an o th er 
an ti dep r e s s a n t , b ec au s e o f n u m er o u s  c as es 
o f  d eat h  an d  l ive r  fai lu r e.  A lth o u gh  th e d r u g
h a d alr ea dy be en  ba n n e d in  E u r o p e,  C a n a da
an d o th er  c o u n tr i es , t h e r e wa s  n o  r es po n s e 
fr o m  th e FD A .  In  M ar c h ,  th e FD A  w as  s u ed
fo r  its  r efu s a l t o  ban  Se r z o n e . I n  Ma y,
Br is to l - M yer s  Squ ib b a n n o u n c e d t h a t i t
wo u l d s to p s en din g Se r z o n e  t o  w h o les al er s 
af te r  J u n e 1 4  du e  t o  d ec lin in g s al es  an d
c o n t in u ed  to  d en y  t h at  i t w as  da n g er o u s .
Ho we ver , th e  d r u g  w ill  s til l be av ail ab le in 
th e U.S . as  ge n er ic  n e fa zo d o n e d es pit e
s e ve r al  l aws u i ts  th at ar e n o w  pe n d in g 
ag ai n s t  m an u fa c tu r e r s  an d t h e  FD A.  St ay 
tu n e d f o r  m o r e !
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