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

forcing some senior citizens on fixed incomes
to choose between buying food or
purchasing the multiple medications they
require. Increased drug costs have also
resulted in higher health insurance rates.

The most successful pharmaceuticals
were those that were also the most heavily
promoted by direct consumer advertising.
Drug companies spent much more on
advertisements in newspapers and popular
magazines in 1999 ($685 million) than in
medical journals ($473 million), since a
dollar spent on a print ad returned $2.51. TV
spots are more costly and bring in only
$1.69 for every dollar spent. However, they
reach a captive audience of many millions on
multiple occasions rather than a few million
who tend to ignore or only glance over a
magazine ad.

Direct consumer advertising is not
permitted in any other country except
New Zealand. It has been strongly opposed
in Europe but this may change due to
pressures from powerful pharmaceutical
interests. At a meeting held in Brussels
earlier this year, consumer and patient
advocates, drug company representatives
and government regulators debated
proposed changes in legislation that would
permit direct consumer advertising for
European Union countries. Each group

Medical care costs have reached crisis
proportions and are continuing to escalate,
largely because of the exorbitant prices of
certain drugs. Patients and insurers spent
$22.6 billion more for prescriptions last year
than in 2000 because of increased sales of
just 50 drugs out of the 9,500 available.
Revenues for these 50 ($71.56 average
prescription price) jumped 34.3% compared
to a 9.3% increase for all the others ($40.11
average prescription price). The most
expensive and best selling drugs were Lipitor
and other statins to lower cholesterol,
Celebrex and Vioxx for arthritis and
antidepressants.

This greater than 17% jump is the
fourth consecutive year of double-digit
hikes and 20% annual increases are
now projected. Retail drug sales since
1997 have doubled to around $160 billion,
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presented its own supportive statistics and
predictions based on the U.S. experience,
but these conflicted with one another,
causing considerable confusion and
controversy. Consumer advocates and public
health experts expressed concerns about
studies showing that direct advertising had
been responsible for a rising spiral of drug
costs and that patient pressures also
resulted in an increase in inappropriate
prescriptions.

Does Drug Advertising Help The Public?
Proponents pointed out that the

proposed changes were necessary to allow
the pharmaceutical industry to "provide
information to the public". In addition, the
proposed 5 year trial period would be limited
to three disease areas (HIV/AIDS, diabetes
and asthma) and "public advertising of
treatments" for specific serious diseases. A
subsequent summary of the meeting
suggested that a translation error might
have caused confusion over whether the
proposal referred to "public advertising" or
"information to the public". While this might
seem like splitting hairs, the difference
between providing "advertising" as opposed
to "education" is really at the heart of the
debate.

According to one official, "Whether the
Commission uses the word 'information' or
'advertising' is beside the point. The real
question is whether this legislative change
will allow U.S. style prescription drug
advertising. We believe it will." Everyone
agrees it is important for the public to be
knowledgeable by supplying them with
information that is objective and
comprehensive. While pharmaceutical
promotions profess to adhere to these
standards it seems quite clear that they are
heavily biased and have a financial rather
than educational goal that could prove
harmful.

This was supported by a recent study
in the British Medical Journal showing that
the markedly increased sales of advertised
drugs in the U.S. had raised serious
questions about the appropriateness of many
of these prescriptions. The pharmaceutical
industry countered that drug advertising
leads to improved patient health. This was
disputed by one participant, who noted that,

"In nearly 20 years of US drug advertising to
consumers, there's no evidence that
exposure to drug advertising improves
health or prevents hospitalizations or deaths.
We do know that advertising can lead to
increases in use of new drugs - and that this
happened even for drugs that were later
withdrawn from the US market". For
example, Rezulin, Propulsid and Baycol were
all heavily promoted but pulled from the
market fairly soon after they were approved
because of deaths and other unacceptable
risks.

Pharmaceutical interests emphasized
the need to increase consumer awareness
about disorders that are seriously
underdiagnosed or undertreated, since
without direct advertising that alerts patients
to specific signs and symptoms, certain
serious diseases might not be treated at all.
Hypertension, "the silent killer" was cited as
an example but the reality is that in many
instances, doctors wind up prescribing costly
new drugs that patients ask for instead of
cheaper generics. Thiazide diuretics and
beta-blockers are the first-line treatments
for uncomplicated hypertension but such off-
patent drugs are not advertised to
consumers. Instead, the public is urged by
celebrities like Jack Nicklaus to ask their
physician for an angiotensin-converting-
enzyme inhibitor or a calcium-channel
blocker that is much more expensive.

New drugs are not necessarily
superior or safer, especially when taken
wi th  o thers  that  may  be
contraindicated. Posicor, a calcium channel
blocker, was recalled after little more than a
year due to 24 deaths and 400 potentially
fatal reactions with 25 medications it had not
been tested with. It was approved over the
objections of FDA reviewers who noted that
an unpublished study showed 143 sudden
deaths and that the vast majority were in
patients given Posicor rather than a placebo.

Advertising Distortions And Deceptions
T h e  f i r s t  d i r e c t - t o - c o n s u m e r 

advertisement for a prescription drug was
published in a 1981 issue of Reader's Digest.
Others subsequently appeared and the FDA
became concerned about their potential
effects on consumers. A moratorium on
direct public advertising was initiated in
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order to consider what regulatory options
would be most appropriate. The FDA
concluded that "direct to the public
prescription advertising was not in the public
interest" but had to lift the ban in 1985
because of freedom of speech issues raised
b y  ph a r m a c e u t i c a l  in t e r e s t s  w h o  ar g u e d 
t h a t  e x i s t i n g  re g u l a t i o n s  w e r e  su f f i c i e n t  t o 
p r o t e c t  t h e  pu b l i c .  D i r e c t - t o - c o n s u m e r 
advertisements were permitted with the
provision that they presented true and
balanced information about any side
effects and contraindication of the drugs
as well as efficacy. Prior approval of drug
advertisements was not required but the
FDA was mandated to monitor strict
compliance with these criteria.

Spending on advertising directly
to consumers increased almost ten-fold
from $266 million in 1994 to over $2.5
billion in 2001. This was largely due to
television advertising, which accounted for
13% of direct-to-consumer expenditures in
1994 but skyrocketed to 64% in 2000 and is
now higher because it has proven so
profitable. A recent survey found that nearly
one in three adults had talked to a doctor in
response to a pharmaceutical television
commercial and 80% of patients who
requested an advertised drug received a
prescription for it.

This helps to explain why the most
profitable industry in the U.S. is
manufacturing pharmaceuticals and why this
group spends more on direct consumer
advertising than anyone else does. Merck
invested $161 million for Vioxx ads in 2000,
compared to $124 million spent for
promoting Pepsi Cola and $146 million for
Budweiser. Advertising is mostly for new
drugs similar to those already available.
Only 15 percent of drugs approved in
the past decade were deemed to
provide significant improvements,
largely because name brand drug
companies now focus much more on
marketing than research and
development.

The vast majority of direct drug to
consumer promotions violate established
guidelines in ads carefully crafted to appeal
to various emotions rather than provide an
educational message. Most describe
medication benefits in vague, qualitative

terms rather than supportive data, ("Help
your child out of the jungle of allergies" and
"If your diabetes is uncontrolled Glucophage
can help".) Others appeal to widespread use,
("More than 100,000 people have begun
using Rezulin to help manage diabetes") or
testimonials from ordinary people rather
than experts, ("taking Premarin is something
I do for myself every day" and "John wanted
to tell you about Accolate for asthma but
he's off to the park"). Some other examples
include:
•  Viagra - Let the dance begin.
•  Detrol - Overactive bladder is a

treatable medical condition.
•  Claritin - Take clear control. Take

Claritin.
•  Premarin - Everyday they are learning

more about estrogen loss. That's why
I'm glad I take my Premarin.

•  Aricept - Is it just forgetfulness .…. or
Alzheimer's disease?

•  Humalog - Why cheat? When now, it's
OK to dose and eat!

•  Crixivan - if you are HIV+, Crixivan
may help you live a longer, healthier
life.

•  Zithromax - Your son has another ear
infection. He may need an antibiotic,
and remember, he has to take all of it.

•  Lipitor - If you're trying to lower your
cholesterol, but your numbers still
come up high ask your doctor about
Lipitor.

•  Cardizem CD - Cardizem CD may help
you live well.

•  Lymerix - I got Lyme disease last
spring and I'm being treated for serious
health problems. I couldn't prevent it
then, but now you could.

•  Zyban - On to the nicotine-free pill.
•  Prilosec - If your heartburn medicine

works so well, why do you keep getting
heartburn?

Prilosec, the "Purple Pill", provides a
prime example of distorted direct
advertising and other deceptive drug
company practices.

Promoting & Preserving The Purple Pill
Prilosec is the second most

heavily direct-to-consumer advertised
drug, which explains why Astra
Zeneca's phenomenal purple pill has
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been the world's biggest-selling
prescription drug for the last five years.
U.S. sales alone in 2000 were over $4.2
billion. Prilosec also illustrates how a
company can utilize legislative loopholes to
preserve an unfair advantage that prevents
Americans from gaining access to
prescription medications at fair market
prices. We pay $4.00/pill, the highest price
in the world and patients in Niagara Falls, NY
pay 236% more for Prilosec than those in
Niagara Falls, Ontario, with whom they share
a common border.

Prices were supposed to plummet on
October 5, when Prilosec's patent expired
and generic versions would be available.
Andrx anticipated marketing its generic on or
shortly after this date but AstraZeneca
successfully blocked it with a series of legal
challenges. Generic versions have now been
delayed indefinitely while the FDA reviews
the situation as well as the outcome of law
suits by generic drug makers. The 1984 US
Competition and Patent Term Restoration Act
("Hatch-Waxman Act") can allow up to 30
months of market exclusivity for companies
that apply for additional patents pending a
final determination. Andrx's President
complained that, "AstraZeneca has raised
delay tactics beyond an art form — what
they have done is unparalleled. By innuendo
they have tried to imply that there should be
a problem with generic Prilosec." Until the
suits are settled, Andrx would be taking a
gamble in launching a generic because it
faces triple damages if the courts find
against it.

As t raZeneca  c l a ims  pa ten t
infringement over inactive ingredients that
provide no health benefits and has
demanded that one competitor resubmit its
application for FDA approval because it
changed the description of its pill from "tan"
to "off white." It is fighting 70 similar cases
in Canada, Israel, Australia and in Germany,
where it is attempting to get a
"supplementary protection certificate" for
further patent protection in Europe.

AstraZeneca has applied for 11
additional US patents on Prilosec over the
past decade or so and contends it will still
have exclusivity in the U.S. via formulation
patents valid to 2007. It is already facing
generic versions of the same drug sold

as Losec in much of Europe but
continues to make $77 million here for
every week it is able to keep less
expensive generic versions away from
consumers by exploiting Hatch-Waxman
loopholes.

Historically, big sellers like Prilosec
could anticipate losses following patent
expiration at a steady rate, but after Prozac's
patent expired last August sales dropped
over 70% in two months because of generics
almost one third less expensive. Surveys
show that the vast majority of physicians
also see little difference between Prilosec
and similar drugs and that three out of four
patients could be switched to generic
omeprazole within a year if it were 50-75%
cheaper as proposed. AstraZeneca has tried
to protect its position with an advertising
blitz for Nexium, (esomeprazole) introduced
in March 2001 as "The new purple pill". They
also hired 1300 representatives to
specifically shower doctors with samples that
have already encouraged over a third of
Prilosec patients to switch to Nexium in the
hope that most will retain brand loyalty. At a
special Awards Dinner a few months ago for
direct drug to consumer advertising, Nexium
took the bronze medal for best integrated
campaign (after Lipitor and Celebrex) and
the silver medal for best branded web site
(after Zyrtec).

Various public interest groups are
urging changes in existing regulations
arguing that any victory for a branded
manufacturer against a generic competitor is
"a huge victory at the expense of
consumers". One patient who takes Prilosec
for symptoms due to a pre-cancerous
condition told a Senate Committee in April
that her yearly costs jumped to over $1,100
after her insurance carrier decided to limit
the amount they would reimburse for this
expensive medication. General Motors
reported that they had spent $55 million last
year on Prilosec and that 90% of their
employees had never tried less expensive
competitive products that were not heavily
advertised

More Drug Company Chicanery
The patent on Bristol-Myers Squibb's

anti-anxiety drug BuSpar was due to expire
on Nov. 21, 2000 and a cheaper FDA
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ap pr ov e d ge ne r ic  v e rs io n sho ul d hav e  be e n
av ai la ble  t o con su m e r s the  ne x t  day . Lar ge 
am ou nt s of  ge n e r ic s had  be e n 
m a nu f a ct u re d and  w e re  re ad y  fo r shi ppi ng ,
bu t  Br ist ol -M y e r s got  a ne w  pa t e n t  hou rs 
be f o re  th e  ex p ir at ion  t o pre v e nt  th is.  T he 
ad di t i ona l pat e n t  was  not  ba se d on any t h in g
ne w  bu t  rat he r  how  th e  dru g is  me t a bol iz e d 
af t e r it  is  in ge st e d.  T he  pr e s e nt  le gi sl at ion 's 
w o rd in g all ow e d th e  com pan y  to  cl ai m  t ha t 
a ge ne ric  w oul d vi ola t e  th e i r ne w  pat e nt .
T h e  ge ne r ic  co m p an ie s  s ue d  b ut  it  t o o k 
fo ur  m o nt hs  fo r co urt s  t o  de ci de  in 
t h e i r fav o r , d ur in g w hi ch Br is t o l - M ye r s 
m a de  o ve r  $ 2 0 0  m il lio n be c au s e  it 
re t a in e d e x clu s i vi t y. 

S c h e r i n g - P l o u g h ' s  a n t i h i s t a m i n e 
Cl ar it in ha d sal e s  of  $ 3 .2  bil lio n in 20 0 1  th at 
ac co un t e d  f or 37 % of  it s t ot al  re v e nue .
S o m e  of  it s  pa t e nt s are  du e  to  ex pi re  th is 
y e ar  and al t ho ug h ot h e r s cou ld  ke e p  it 
pr ot e c t e d  f or an ot he r  de ca de , Am e ri can s
ca n ea sil y  pur ch as e  it  ov e r th e  I nt e rn e t 
f r om  Cana da , w he re  it  is alr e a dy  av ail ab le 
w i t h ou t  a pre s cr ip t io n,  as  is Pro z a c.
S c he ri ng ex pe c t s  appr ov al in  a fe w  mon t h s
f o r it  to  be  sol d in th e  U .S . ov e r- t he -
co un t e r, bu t  it  wo uld  not  be  cov e re d by 
in su ra nce  plan s.  I t  has  th e r e f ore  laun ch e d 
an  adv e rt is ing  cam pai gn  wi t h  t ons  of  f re e 
sa m p le s and  re ba t e s t o enc ou ra ge  pa t ie nt s
t o  sw i t ch  t o it s  Clar in e x ,  t hu s giv ing  t he m 
co nt ro l ov e r bot h the  pre s cr ip t io n and  non -
pr e s cr ipt io n m ar k e t s. 

T h e r e  is no  co m p e l lin g ev i de nc e  t ha t 
Cl ar in e x  is  su pe ri or to  Cl ar it in,  w hic h
hi gh li ght s ano t h e r  fl aw  in  t he  pr e s e nt 
sy st e m  th at  ph ar m a ce u t i cal  com pan ie s t ak e 
ad v a nt age  of . P a t i e n t s  as s um e  t h at 
ne we r dru gs  ar e  be t t e r t ha n t h e ir 
pr e d e c e s s o r s  b ut  t he  FD A  o nl y re q ui re s 
pr o o f t ha t  t he y ar e  s af e  a nd  b e t t e r  t h an 
no t h in g f o r  t h e  in dic at io n  s pe cif ie d.
Wh e n  a dr ug  co m p an y  f il e s an  appl ic at i on 
f o r ap pro v a l t he  age n cy  tr ie s to de t e r m i ne 
ho w  im por t a nt  th e  me d ic at i on  is by  pla ci ng 
it  int o one  of  t w o  ca t e gor ie s:  "p ri ori t y " 
dr ug s,  wh ic h are  be li e v e d to  be  a
" s ig ni f ic an t  im p ro v e m e n t "  ov e r  ex is t in g
m e di ca t io ns , and  " st a nd ard "  dr ugs  sim i la r to
t h os e  alr e a dy  av ai lab le .

Of  all  th e  pha rm ac e ut ic als  app rov e d 
ov e r  t he  pa st  de ca de ,  8 5 % we re  de e m e d by 
t h e  FD A  as sho w i ng  "n o sig ni f i can t 

im pr ov e m e nt "  ov e r ex i st ing  m e d ica t i ons .
H o w e v e r, th e  v as t  maj or it y  of  pro f i t s fr om 
pr e s cr ipt io n sal e s  co m e  fr om  t he s e  cop y c at 
dr ug s,  es pe cia ll y  tho se  th at  are  he av i ly 
ad v e rt ise d,  li k e  V iox x  and  Ce l e br e x .
A m e r ic ans  s pe n d o v e r $ 4  bi ll io n a  y e ar 
o n  V io xx an d C e l e b re x  a lt h o u gh  t h e r e  i s 
no  e vi de n ce  t h at  t he y  a re  m o re 
e f fe ct ive  i n r e l ie vin g s ym pt o m s  o f jo i nt 
pa in  a nd in fla m m at io n  t han 
m e di ca t io ns  t h at  h ave  b e e n  a va ila bl e 
fo r m a ny ye ars  a nd  ar e  m uc h ch e ap e r .
Cl ai m s  of  gre a t e r saf e t y  be c au se  of  le ss 
st om ac h ulc e rs  are  di sp ut e d an d s t ud ie s 
s h o w in g a n as s o c ia t io n wit h a hig he r
in ci de nce  o f h e a rt  at t a cks  a nd  de la ye d 
bo ne  h e al in g m ay  r e qu ir e  a dd in g t he s e 
t o  t he ir wa rni ng  l abe ls .

Ca lc iu m  cha nne l bl ock e r s (Ca rd iz e m , 
Pr oc ar dia , Ada la t ,  Ca la n, Is op t in , Ple nd il ,
N o rv as c) fo r hy p e r t e n si on ar e  als o am o ng 
t h e  mo st  pr of i t a bl e  dru gs be ca use  of 
ag gr e s siv e  adv e r t i sin g.  Al t h ou gh th e y  lo w e r
bl oo d pre ss ure , un lik e  diu re t i cs an d be t a- 
bl oc k e rs,  w hic h ca n be  up to  1 2  t im e s le ss 
co st ly , t he y  do no t  re d uce  t he  ri sk  of  he a rt 
di se as e  ass oci at e d  wi t h  hy pe rt e ns io n. A 
re vi e w  o f  n ine  c li nic al  t r ia ls  t h at 
in cl ud e d m o re  t h an  2 7 ,0 0 0  pa t i e nt s 
s h o w e d  t h at  t h o s e  t re at e d wi t h  ca lc ium 
ch an ne l b lo cke rs  h ad a 2 7 %  i nc re a s e d
ri s k  o f h e a rt  at t a cks , and  2 6 % 
in cr e a s e d  r is k  f o r  he ar t  f ai lu re 
co m p ar e d t o  pa t i e n t s  wh o  r e c e i ve d 
o t he r blo o d  pr e s s u re  m e dic at io ns .  Ot h e r 
st ud ie s sug ge s t  th at  ca lci um  chan ne l
bl oc k e rs in cre as e  ris k  of  br e a st  ca nce r,  G I 
bl e e di ng an d sui ci de . 

S i m i la r pro ble m s  w ill  lik e ly  surf ac e 
in cr e a sin gl y  as dr ug co m pa ni e s  pr e s sur e  th e 
F D A  fo r spe e di e r  appr ov al.  I t  is es t im at e d 
t h at  an av e rag e  ma nuf ac t ur e r  lose s $1 . 3 
m i ll io n e v e ry  da y  tha t  FD A  app rov al  is 
de la y e d. Th is me an s t ha t  t he re  wi ll  be  f e w e r
t r ia ls  to  de t e ct  adv e rs e  re a ct ion s wit h
po pu la r m e d ica t i on s and  ot he r lon g- t e r m 
sa f e t y  pr ob le m s.  A  19 9 8  st ud y  in th e 
Jo ur na l of  the  A m e ric an  Me di ca l A ss oci at io n
e s t i m a t e d  t hat  ad ve rs e  r e a ct i o n s  t o 
m e di ca t io ns  al re ad y k il l 1 0 6 ,0 0 0 
A m e r ic ans  e ach  y e a r, m a kin g
pr e s cr ipt io n d ru gs  t h e  fo u rt h le a di ng
ca us e  o f de at h  i n t he  U .S . , af t e r  h e ar t 
di s e as e , ca nce r an d s t r o ke .
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C o nf li ct s  O f I nt e r e s t  A n d C o nt r o l 
T h e  ph e no m e nal  pow e r of  dr ug 

co m p an ie s  pe rm e a t e s not  on ly  phy s ic ian s
w h o es t ab li sh tr e a t m e nt  gu id e l ine s,  bu t 
pr e s t i gio us  me di ca l pub lic at io ns,  acad e m ic 
in st it ut i on s, th e  FD A  and ot he r re g ula t o ry 
au t h or it i e s , inc lu din g Con gr e s s it s e lf . T h e 
ph ar m a ce u t i cal  i nd us t ry  ha s  m o re 
lo bb yi s t s  i n W as hi ngt o n  t h an  a ll
s e n a t o r s  a n d  r e p r e s e n t a t i v e s 
co m b in e d!  H o us e  me m be rs an d the ir 
f a m i li e s ow n t e n s of  mi lli on s of  do lla rs  in
st oc k  in dr ug co m p ani e s  wh os e  pro f i t s co ul d
ri se  or plu m m e t  de pe n di ng on  t he  ou t co m e 
of  le g isl at ion  de s ign e d  to  cur b soa rin g dr ug
pr ic e s . A  re ce nt  re v i e w  re v e al e d th at  Re p. 
Ro bi n Hay e s  ow ne d ov e r $1 1  m il lio n in dr ug 
st oc k s . Re p . Jim  S e ns e n bre nn e r , t he 
ra nk in g Re p ubl ic an  on  a su bc om m it t e e  t ha t 
ca n de liv e r  bo na nz as to  sp e c if ic co m pa ni e s ,
ow ne d sha re s w or t h  up  t o $ 7 . 1  mil li on in 
f i v e  drug  f irm s.  S e n.  John  Ke r ry  si t s on  t he 
S e na t e  Co m m e rc e  Co m m i t t e e  th at  wi ll  ha v e 
a ro le  in  appr ov in g any  Me di ca re  co v e r ag e 
f o r ce rt a in  dr ug s.  Hi s wif e  ow ne d  shar e s  in
e i gh t  dru g com pa ni e s wo rt h  up to $4 .2 
m i ll io n. At  le as t  36  Co ngr e s sm e n,  m any  of 
w h om  se rv e  on co m m it t e e s w it h con t r ol
ov e r  phar m a ce u t i ca ls,  had la rg e  dru g st o ck 
ho ld in gs pe rso na ll y  or thr ou gh  im m e dia t e 
f a m i ly  me m b e rs .

F D A  ad v is or y  com m i t t e e s  ar e 
re qu ir e d by  la w  to  di sc los e  wh e n me m be rs 
ha v e  any  fi nan ci al  in t e re s t  in  th e  sub je ct  of 
t h e  me e t i ng , but  a Se pt e m b e r  2 0 0 0  re v i e w 
re v e al e d th e  F D A  had wa iv e d th e  re s t ri ct io n
m o re  t han  8 0 0  ti m e s in the  pas t  t w o  ye ar s. 
S o m e  3 0 0  ex pe r t s  are  hi re d  by  the  age n cy 
t o  sit  on  v ari ou s com m i t t e e s  t hat  de t e rm in e 
su ch  t hin gs  as  w hi ch me dic in e s  sh ou ld be 
ap pr ov e d or  wi t h dr aw n , wha t  th e  w ar nin g
la be ls  sh ou ld sa y  or ho w  dru g st u di e s
sh ou ld  be  de si gn e d . I n  9 2 %  o f  m e e t in gs ,
o n e  o r  m o re  m e m b e r s  h ad  a fi na nci al 
co nf li ct  in  t h e  fo rm  o f  s t o c k,  co ns ult in g
fe e s , re s e a rch  g ra nt s , a s po us e ' s 
e m pl o y m e n t  o r la vi s h re war ds  f o r
s p e e ch e s  an d t ra ve l. I n  5 5 % o f 
m e e t in gs  at  le as t  hal f o f t h e  FDA 
ad vi s e rs  ha d s uc h fin an cia l co nfl ic t s  o f 
in t e re s t  o r  o t he rs  t h at  we re  n o t 
di s c lo s e d . S o  did  a th ird  of  the  e x pe rt s at 
ad v i so ry  co m m i t t e e  me e t ing s co nv e ne d t o
de ci de  th e  fat e  of  a sp e ci f i c dru g. 

A l t h o u g h  t h e  F D A  m u s t  re v e al  an y 
c o nf l i c t s,  t h e  de t a i ls  ar e  k e p t  se c r e t  so  it  is 
i m po s s i b le  t o  de t e r m in e  w h ic h  f i rm  or  ho w 
m u ch  m o n e y  is  in v o l v e d .  Co m m i t t e e 
m e m b e r s  ca n  al so  re c e i v e  up t o  $ 5 0 , 0 0 0  a
y e ar  f r o m  a dr ug  co m pa n y  if  it  is al l e ge d l y 
f o r so m e t h i n g  ot h e r  th a n  w ha t  is  be i n g 
e v al u a t e d an d  ow n  $ 5 ,0 0 0  in it s  st o c k 
w i t h o u t  di s c l o si n g  any  f i n an c i a l  co n f l ic t .  I n
O c t o b e r  19 9 9 ,  a F D A  co m m i t t e e  of 
" i nd e p e n de n t  e x p e r t s "  w a s  as k e d  to  ru l e  on 
w h e t h e r  Jo h n s o n &  Jo hn s o n ' s Le v a qu i n 
s h ou l d  be  ap p r ov e d  t o t r e a t  pe n i ci l l i n -
r e si s t a n t  pn e u m o n i a .  T w o  of  t h e  co m m i t t e e 
m e m b e r s ,  in c l u di n g  t he  Ch a ir m a n ,  w e r e 
p a id  co n su l t a n t s  w h o  ha d  de v e l o p e d 
L e v a q u i n  an d  w e r e  e x cu s e d  fr o m  v ot i n g  bu t 
f o ur  of  th e  t e n re m a in i n g  me m b e r s w e r e 
g i v e n  co nf l i c t -o f - i n t e r e s t  w a i v e rs .  T h e  dr u g 
w a s un a n im o u s l y  ap p r ov e d  and  t h i s w a s 
r a t i f i e d  by  t h e  F D A  a f e w  mo n t h s  la t e r .
L e va q u i n  h a d  b e e n  a v ai l a b l e  s i n c e 
1 9 9 7  b u t  t h e  c o m p a n y  w a s  n o w  a b l e  t o 
m a rk e t  i t  a s  t he  f i r s t  a n t ib i o t i c
a p pr o v e d  f o r  t he  m o r e  t h a n  2 5 %  o f
p n e u m o n i a c a s e s  t h a t  a r e  r e s i s t a nt  t o 
p e ni c i l l in ,  a t  $ 8 . 0 0 /p i l l . 

C o m p a n i e s  al s o  sp e n d  b i l l i o n s  t o 
p e r s u a d e  p h y s i c i a n s  t o  pr e s c r i b e  t h e i r 
p r o d u c t s  i n  un e t h i c a l  w a y s .  Wa r n e r - 
L a m b e r t ' s  N e u r o n t i n  w a s  ap p r o v e d  i n  1 9 9 4 
t o  co n t r o l  ce r t a i n  t y p e s  o f  se i z u r e s ,  bu t 
o n l y  i f  t a k e n  w i t h  ot h e r  a n t i e p i l e p t i c 
d r u g s .  H o w e v e r ,  t h e i r  sa l e s  re p s 
e n c o u r a g e d  do c t o r s  t o  pr e s c r i b e  N e u r o n t i n 
f o r  pa i n ,  ob s e s s i v e - c o m p u l s i v e  di s o r d e r , 
p s y c h o s e s  an d  ot h e r  co n d i t i o n s .  Ph y s i c i a n s 
w e r e  p a i d  $ 3 5 0  or  m o r e  t o  le t  sa l e s  re p s 
s i t  in  w h i l e  e x a m i n i n g  pa t i e n t s  t o  su g g e s t 
d o s a g e s .  D o c t o r s  c a n  p r e s c r i b e  N e u r o n t i n 
f o r  su c h  " o f f  la b e l "  u s e s  bu t  it  i s  il l e g a l  f o r 
a  dr u g  co m p a n y  t o  pr o m o t e  a m e d i c a t i o n 
f o r  an y  un a p p r o v e d  in d i c a t i o n  an d  t h e r e 
w a s  ne v e r  an y  ap p r o v a l  f o r  t h e  dr u g  t o  be 
u s e d  a l o n e . 

P f iz e r ,  wh o  bo ug h t  War n e r - La m b e r t 
i n  2 0 0 0 ,  sa i d  th a t  N e u r o n t in  sa l e s  ha d  be e n 
i n cr e a s i ng  at  an  an n ua l  ra t e  of  50 % ,  w e r e 
e x pe c t e d  t o  e x ce e d  $ 2  bi l l io n  t h is  y e a r an d 
t h at  al m os t  8 0 % of  pre s c r i pt i o n s  w e r e  fo r 
u n ap p r o v e d  co n di t i o n s.  A l t ho u g h  fa c e d  wi t h 
c r im i n a l  an d  civ i l  sui t s ,  Pf i z e r  pl a n s  t o  se e k 
F D A  ap p r ov a l  f or  pa i n,  w h i ch  br i ng s  up 
o t he r  w i de s p r e ad  un e t h i c a l  pr a c t ic e s . 
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Just How Tainted Has Medicine Become?
That was the title of an April editorial

in the British Medical Journal pointing out
that a recent study of interactions between
authors of clinical practice guidelines and the
pharmaceutical industry found serious
omissions in declarations of conflicts of
interest. "Almost 90% of authors received
research funding from or acted as
consultants for a drug company. Over half of
those who responded to the survey had
connections with companies whose drugs
were being reviewed in the guideline and the
same proportion indicated that there was no
formal procedure for reporting these
interactions." The situation is probably much
worse since 48% of the authors contacted
declined to participate because the survey
did not guarantee anonymity and most
believe this was because they did not want
to disclose their industry relationships. One
analysis of heart drug studies showed
that 96% of investigators who had
received company funding found the
tested drug to be safe, compared with
only 37% of those with no ties.

Publication in peer-reviewed journals
is the coin of the realm for academic
researchers but for pharmaceutical firms, it
is approval of a drug application. Prestigious
journal articles are important to persuade
physicians to prescribe products but are
worth little without convincing clinical trials,
and drug companies use devious methods to
achieve both goals. According to court
documents, Warner-Lambert tracked
whether doctors prescribed Neurontin and
rewarded those who were considered high-
volume prescribers by paying them as
speakers and consultants and for entering
patients in clinical trials. Doctors who wrote
articles about Neurontin were also paid,
sometimes secretly, and a marketing
company was hired to write first drafts.

Such ghostwriting is especially
rampant in specialties like psychiatry,
cardiology and arthritis where competitive
drugs play the major role in treatment and
rake in big bucks. Researchers are
accepting huge sums for allowing their
names and academic affiliations to be
appended to articles they have not
written that endorse a particular
product.

"Is Academic Medicine for Sale?" was
a similar editorial in the New England Journal
of Medicine by Marcia Angell, who wrote,
"Researchers serve as consultants to
companies whose products they are
studying, join advisory boards and speakers'
bureaus, enter into patent and royalty
arrangements, agree to be the listed authors
of articles ghostwritten by interested
companies, promote drugs and devices at
company-sponsored symposiums, and allow
themselves to be plied with expensive gifts
and trips to luxurious settings. Many also
have equity interest in the companies." She
was quickly replaced as editor by a
prominent asthma researcher with strong
industry ties.

Academic institutions are increasingly
involved in deals with the same companies
whose products their faculty members are
studying. A recent Wall Street Journal article
reported that Targeted Genetics Corporation
will acquire Genovo, Inc. As part of the deal,
James Wilson, a University of Pennsylvania
scientist will receive 13.5 million dollars
worth of Targeted stock in exchange for his
30 percent equity interest in Genovo. The
University permitted Wilson to own a piece
of Genovo even while he was doing research
on its products, which is not surprising,
given that Penn itself will receive 1.4 million
dollars worth of stock for its 3.2 percent
stake in Genovo.

M any institut ions re ce iv e  megabuck s
f or allowing companies to set  up rese arch
out post s in the ir hospit als and giving them 
access to st ude nt s and house of f icers, as we ll
as to large num be rs of  patients. As Angell
not ed in her crit ical editorial, "Whe n the
boundaries be tw ee n indust ry  and acade mic
m edicine  become  as blurre d as they  are now,
t he  busine ss goals of industry inf lue nce the 
m ission of  me dical schools in mult iple ways.
M edical scho o ls  have  s truck a ' Faust ian
bargain'  wit h com panie s as their
repre se ntatives  lavish gift s and t rips on
docto rs  that  subt ly sway re se arche rs  to 
m ore favorable findings o n their
pro duct s  wit h fee s for s peaking,
consult ing and ot he r com pensatio n." T his
is most ly for trivial dif fe re nce s be t we en
e xist ing drugs that  can be hy pe d to bring in
huge re t urns rather than for ne w 
pharm ace ut icals w it h risky futures.



July 2002                     The Newsletter of THE AMERICAN INSTITUTE OF STRESS                       Page 8

H o w D r u g  C o m p a ni e s  C o n t i n u e  T o 
D e ce i v e  U s  A n d W h y  T h i n g s  W i l l  On l y 
G e t  W o r s e 

P h ar m a c e ut i c a l  c o m p a ny  p r o fi t s 
w e re  m o r e  t h a n  f o u r  t i m e s  gr e a t e r
t h an  t h e  a v e r a ge  f o r  a l l  F o r t u n e  5 0 0 
f i rm s  i n  2 0 0 0 .  P r e s c ri p t i o n d r u g 
s p e n d i n g  i n c r e as e d  2 0 %  d u r in g  t h e 
f i rs t  q u ar t e r  o f  2 0 0 2  a n d  e a r n i n gs  a r e 
p r o j e c t e d t o  c o n t i n u e  t o  r is e .  T he  c o s t 
o f  a n  a v e r a g e  pr e s c r ip t i o n  i s  m o re 
t h an  d o u bl e  c o m p a r e d  t o  t e n y e a r s  a g o 
a n d c l o s e  t o  f o u r  t i m e s  g r e a t e r  fo r  t o p
s e ll i n g  br a n d s . D r ug  co m pa n i e s  cl a i m  t h i s 
i s  be c a u se  it  co s t s  so  m u c h t o  de v e l o p 
b r e a k t h r ou g h  dru g s  t ha t  ar e  f a r  su p e r i or  t o 
t h os e  cu rr e n t l y  av a i la b l e .  T h e  f ac t  is  t h a t 
f o ur  ou t  of  f i v e  " n e w "  dr u gs  ar e  si m p l y 
c o py c a t  ve r s i o ns  t o  re p l a c e  e x i s t i n g  cas h 
c o w s  w h o se  pa t e n t s  are  du e  t o  e x pi r e  or
c a n be  hy p e d  f or  m a r k e t i n g  pu r p o se s . 
D e sp i t e  th e i r  rh e t o r ic ,  t h e  pr i m ar y  go al  of 
d r ug  co m pa n i e s  is  no t  t o  he l p  pa t i e n t s  bu t 
t o  in c r e as e  t h e  bo t t om  li n e  so  t he  st o ck  w i l l
r i se  f o r  in v e s t o r s .  Wh y  sp e n d  m i ll i o n s  on 
r e se a r c h  an d  de v e l o p m e n t  t ha t  m i gh t  no t 
p a n ou t  if  y o u  ha v e  a su c c e s s f u l  pr o d u ct 
t h at  ca n  e a s i l y  be  pro m o t e d t o  be  e v e n 
m o re  pr o f i t a b l e  e v e n  t h o u g h it s  ad v a n t ag e s 
a r e  du b i ou s ?  O v e r  t h e  l a s t  s i x  y e ar s ,  a s 
d i re c t  c o n s u m e r a d v e rt i s i n g h a s  ri s e n , 
t h e  n u m b e r  o f  R& D  d r ug  c o m pa n y 
e m pl o y e e s  h a s  fa l l e n  w h i l e  m a r k e t i n g 
s t af f s  i nc r e a s e d  6 0 %  a n d  a re  n o w 
t w ic e  a s  l a r g e . 

M a ny  ad s  ar e  de c e p t i v e ,  su ch  as  a
s t ud y  sh ow i n g  th a t  F os a m a x  w o u l d  cu t  an
o s t e o p o r os i s  pat i e n t 's  ri s k  of  a br o k e n hi p 
i n  ha l f ,  w h i c h  is  a re l a t i v e  co m pa r i s o n.  T h e 
a c t u a l  re d u c t i on  w a s  f r o m  2%  t o  1%  f o r 
a n y  gi v e n pa t i e n t .  S im i l a r  t a c t i cs  ar e  us e d 
f o r m a n y  ot h e r  dr u g s  bu t  y ou  ar e  no t  lik e l y 

t o  s e e  an  ad cl a i m i n g  t ha t  a pr o d u c t 
r e du c e s  yo u r  ris k  f o r he a r t  at t a ck  by  1% 
r a t h e r  t ha n  by  ha l f .  S t u d i e s  sh o w i n g  t ha t  a
d r ug  is  no t  e f f e c t i v e  or  has  sa f e t y  pr ob l e m s 
a r e  ro u t in e l y  su p p r e ss e d  sin c e  con t r a c t s 
f o rb i d  dis c l o s ur e  of  an y  re s u l t s  f o r  t hr e e 
y e ar s  w i t h o u t  th e  sp on s o r i ng  co m pa n y ' s 
c o ns e n t .  Pr o f i t s  ar e  so  hu ge  t h a t  ge n e ri c 
c o m p a n i e s ar e  pa i d  not  t o  pr o v i d e  t h e i r
p r od u c t s , su c h  as  T a x o l .  T hi s  po pu l a r 
c a nc e r  dru g  w i t h  bi l li o n s  in  in t e r n a t i on a l 
s a le s  w a s de v e lo p e d  by  B r i st o l - M y e r s  (w i t h 
g o v e r n m e nt  f u n di n g )  bu t  pa t e n t  pro t e c t io n 
e x pi r e d  in  S e p t .  2 0 0 0 .  T h e  c o m p an y ' s 
p r ic e  i s  $ 6 . 7 0 /m g . ,  ab o u t  9 5  t i m e s 
m o re  t h a n t h e  7  c e n t s / m g .  fo r  a 
g e ne r i c  e q u i v a le n t ! 

S i x  co m p a n i e s  ar e  be i n g  su e d  by  2 9 
s t a t e s  an d  t h e  A A R P  f o r  co l l u s i o n  w i t h 
g e n e r i c  co m p e t i t i o n  t o  su p p r e s s  ot h e r 
g e n e r i c s .  M a n y  in s u r e r s  ha v e  a co - p a y  of 
$ 5 . 0 0  f o r  a ge n e r i c  an d  $ 1 0 . 0 0  - $ 2 5 . 0 0 
f o r  a pr e f e r r e d  br a n d  de p e n d i n g  on  i t s 
p r i c e  bu t  t h e s e  co s t s  ar e  li k e l y  t o  m o r e 
t h a n  do u b l e  ne x t  y e a r .  A A R P  jo i n e d  t h e 
s u i t  be c a u s e  so a r i n g  pr i c e s  ha v e 
p a r t i c u l a r l y  af f e c t e d  it s  3 5  m i l l i o n 
m e m b e r s  an d  it  al s o  st r o n g l y  su p p o r t s  t h e 
A d m i n i s t r a t i o n ' s  pl a n  t o  pr o v i d e  M e d i c a r e 
p a y m e n t s  f o r  ce r t a i n  dr u g s .  B u s h ' s  s e n i o r 
h e a l t h  ca r e  ad v i s e r ,  G a i l  Wi l e n s k y ,  ho l d s 
$ 1 0 . 5  m i l l i o n  in  sh a r e s  an d  op t i o n s  in 
c o m p a n i e s  t h a t  co u l d  be n e f i t  f r o m  t h i s . 
L e g i s l a t i o n  p r i v a t e l y  n e g o t i a t e d 
b e t w e e n  t h e  F D A  a n d  i n d u s t r y  t h a t  i s 
c e r t a i n  t o  p a s s ,  m a n d a t e s  m u c h  f a s t e r 
a p p r o v a l  t h a t  w i l l  s a v e  m a n u f a c t u r e r s 
b i l l i o n s  b u t  f u r t h e r  r e d u c e  s a f e t y 
s t u d i e s .  S e v e n  re c e n t l y  ap p r o v e d  dr u g s 
w e r e  w i t h d r a w n  be c a u s e  of  be i n g 
i m p l i c a t e d  i n  ov e r  1 , 0 0 0  de a t h s .  S t a y 
t u n e d  t o  se e  w h a t  ha p p e n s . 
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