




















OUTRAGE, from page 10 
often they do just to get the FDA's 
views on the ads. Yes, they do. 

Sidney Wolfe: I just wanted to com
ment on that. They are heavily-regu
lated except: A, the FDA doesn't have 
specific regulations just for direct-to
consumer ads. They go for the ones
they're using the ones that were 
designed for doctors. And, B, their 
staff is really too small, and, C, they 
have to submit these things within 15 
days of the time they run them. Wayne 
is right that for at least the TV ads, 
they often, but not always, submit 
them in advance. Of the first 25 TV or 
radio ads that ran after the barrier 
was lifted in '97, though, 60 percent 
of them were found to be illegal. So 
that, obviously, then-maybe it's 
better now, but still, lots of illegal TV 
ads are going on which means that 
they really aren't cleared or some
times the FDA looks at them and tells 
them to do something, and they don't 
pay attention to what the FDA tells 
them. 

Charles Gibson: You should respond. 
Mr. Pines, go ahead._ 

Wayne Pines: Well, let me just say 
that the number of ads that are found 
violative are a small percentage of 
the ads that actually run. And once an 
ad is found to be violative, compa
nies move very, very quickly, the 
next day, to remove those ads from 
television ... and replace them with 
acceptable advertising. 

Sidney. Wolfe: But then the next 
month, they'll come back again. The 
fact that there have been 14 times that 
ads for Flonase or Flovent, of the 
same chemical used for either allergy 
or asthma, 14 times these ads have 
been found illegal. So they just stop 
the one when once they're caught, 
and they come back the next month, 

do another one. There are no penal
ties at all for any of this. The FDA 
doesn't have the ability to put civil 
monetary penalties. They have rarely, 
if ever, used criminal sanctions, even 
for repeat violations. So we've got a 
real law enforcement problem here. 

Charles Gibson: Let me go to Mr. 
Pines again. Or. Wolfe mentions 14 
times Flonase cited, 11 times Claritin 
was warned by the FDA, three cita
tions on Celebrex. That doesn't that 
seem as if the drug manufacturers are 
sort of skating on thin ice here? 

Wayne Pines: I don't think that 
they are skating on thin ice. I think 
that the drug companies are being 
responsive to the FDA. In many cases, 
as you mentioned earlier, it's a matter 
of do-whats. It's a matter of image. 
It's a matter of subjectivity. And in 
advertising and trying to compress in 
60 seconds all the that a 
consumer needs about a prescription 
drug is very, very difficult, and it's 
very, very challenging. But overall, I 
just want to say, every single ad, 
without exception, without excep
tion, contains the risks associated 
with the products. There have been 
some ads that have been counterpro
ductive that have annunciated the 
risks so drastically that consumers 
have actually been turned off from 
using the product. 

Charles Gibson: Let me play one of 
these ads. This is a Claritin ad, again 
that was cited by the FDA. And you 
mention how difficult it is to get in all 
the side effects in a short commercial. 
Take a look here. (Clip shown from 
Claritin TV Commercial.) They have 
to squeeze in the side effects there. 
They do it, sometimes, in almost 
FedEx commercial speed. 

Sidney Wolfe: Charlie, that's a little 
bit what I was saying before is that 

the visual is someone that's taking a 
drug that's so great that they can roll 
around in hay. I mean, one of the 
things these ads don't tell about are 
alternative treatments that may be 
just as safe or safer and less expen
sive or prevention, like staying away 
from things that cause allergies. But 
you heard-you saw the benefits, 
and you heard, read as fast as pos
sible, a list of risks. I think that most 
of the people would come away from 
that ad-would get the image of the 
hay and rolling in the hay and taking 
this drug and probably wouldn't re
member very much about the risk. 
The FDA did a study showing that TV 
ads are much less likely to convey 
risk information. 

Charles Gibson: Let me give Wayne 
Pines the last word here. 

Wayne Pines: I don't think anybody 
would think that you can play bas
ketball better or roll in the hay by 
taking a drug. That's an advertising 
approach. Every single ad contains 
the risks. What consumers need to 
understand is that the advertising is 
accurate, and, basically, what the 
advertising is trying to do, is to in
form the consumer about the drug 
and encourage a dialogue with the 
doctor. Ultimately, it's up to the doc
tor to decide whether the drug is 
right for the patient. 

Sidney Wolfe: Under pressure from 
patients. Four hundred and eighty 
violations of the law in the last four 
years is really unacceptable. The cur
rent status of advertising on televi
sion and print of direct-to-consumer 
ads are unacceptable. Patients should 
be getting objective information when 
they get a prescription filled, some
thing the industry stopped. 
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A Discussion of Misleading Drug Ads 
The following is a transcript of 

Good Morning America, ABC News 
which featured Dr. Sidney Wolfe, 
Editor of the Health Letter in a debate 
with Wayne Pines of APCO World
wide. Thesegmentwasairedon]anu
ary 3, 2001 . 

Charles Gibson, co-host: Well, you 
see them just about anytime you turn 
on your TV, prescription drug ads 
that promise relief from everything 
from arthritis to postnasal drip, but 
are they exaggerating their claims? 
The [Food and Drug Administration] 
FDA says, in some cases, they are and 
has warned numerous companies, 
including the makers, for instance, of 
the nasal spray Flonase, warned 14 
times. 

For both sides on this issue, we are 
joined now from Washington by 
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Wayne Pines of APCO Worldwide, a 
pharmaceutical industry consultant, 
and Dr. Sidney Wolfe, director of the 
Public Citizen's Health Research 
Group, and I welcome both of you. 

If I could, let me start with one of 
these ads where the FDA has warned 
the marketers of this drug a couple
three times, actually. This is a Celebrex 
ad. And then I'm going to come back 
and ask you about it. Let's take a look. 

(Clip shown from Celebrex TV com
mercial) 

Charles Gibson: Sidney Wolfe, let me 
start with you. That seems fairly be
nign, what I'm seeing there. Why did 
the FDA have objection? 

Dr. Sidney Wolfe (Director, Public Citi
zen Health Research Group): 

t?WHO 

Well, there have been a series of 
Celebrex ads that have gotten into 
trouble. I think the main reason for 
those ads and for most of the ads is 
that they overstate the benefits, they 
imply that the drug is much better 
that it is and with Celebrex, flaunt 
FDA approval for treating pain, for 
instance. It's approved for arthritis. 
But I think that the image that you 
get, and that's what television ads 
are, it's an image, overrides the other 
kinds of information that should be 
in there. Over the last four years 
alone, there have been 480 ads that 
have run for doctors and patients, 
many of them on television, that have 
been found illegal, that violate FDA 
laws or regulations. So this is a very 
common practice, and the compa
nies just keep repeating. 

continued on page 10 
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