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A New Administration Will Have 
Many Options to Restrict Ads 

Powerful House Chairman Promises More 
Work on DTC Advertising

By Jim Davidson

I am frequently asked, “What is going to happen next year?” 
And there generally is about as much apprehension in the 
questioner’s voice about a John McCain presidency as there is 
about Barack Obama occupying the White House. 

Neither senator has the aversion to regulating businesses that 
initially was expressed by the Bush Administration. However, 
it should be noted that the current White House has issued 
more regulations than any of its predecessors. McCain has 
been chairman of the Senate Commerce Committee and has 
advocated government restrictions on another form of speech 
– political advertising. Sen. Obama has had a shorter time 
in the federal government, but supports the role of the FTC 
and FDA in their oversight of advertising. He voted last year 
to support the two-year moratorium and other advertising 
restrictions proposed by Sen. Edward Kennedy (D-Mass.).

In order to predict the future, we have to look to the immediate 
past. You know that once they regained the majority in Congress 
after a 12-year hiatus, Democrats quickly enacted legislation to 
overhaul the drug approval process at FDA. As most of you know, 
two congressional chairmen also proposed moratoriums on ads 
for new drugs, pre-clearance of the content of ads, and inclusion 
of wide ranging warnings in ads without identifying a specific side 
effect. These were defeated by members of Congress who argued 
that the First Amendment takes precedence and protects advertising 
from censorship and prior restraint by the government.

Asking for CEO’s to take the pledge

But the advocates for change have not given up. Recently, the 
House Committee on Energy and Commerce asked the chief 
executives of Merck, Johnson & Johnson, Pfizer, Schering-
Plough and the Pharmaceutical Research and Manufacturers 
of America (PhRMA) if they would pledge to do many of the 
things that Congress last year rejected in legislation – most 
notably suspend advertising new products for up to two years. 
The letters and the company responses suggest Congress 
has not given up on efforts to rein in DTC ads, and a new 
administration might give them support for such restraints.

Letters from chairman John Dingell (D-Mich.) urged companies 
to follow guidelines developed by the Energy and Commerce 
Committee and not by FDA. There are six requirements the 
committee asked the companies to “voluntarily” accept: 

·	The American Medical Association’s guidelines on the use of actors 
and health professionals in DTC ads.

·	No DTC advertisements until completion of a “valid outcomes 
study” of a product.

·	Two-year moratorium on DTC ads for new prescription drugs.

·	No marketing off-label uses in DTC ads.

·	Display FDA MedWatch telephone number in all DTC ads 
(2007 law required it for print ads and called for a study of its use 
in television ads).

·	If FDA requires a “black box” warning in its labeling, add that 
warning to DTC ads.

In their responses, all four companies opposed adoption of 
a two-year moratorium on advertising of new prescription 
drugs. Each said it waits an appropriate period – often six 
months – before advertising in order to educate doctors and 
pharmacists about new drugs. 

Johnson & Johnson agreed to add the MedWatch number 
to its broadcast ads. Merck said it includes an 800 number to 
inform consumers where to obtain more information, and a 
second number could be confusing to the public. Merck said 
it relays caller inquiries to the FDA. Pfizer said it would defer 
to FDA on use of the MedWatch number.

The final question dealt with the inclusion of black box 
warnings for DTC advertising. All the companies stated they 
would continue to work with the FDA to comply with the 
current mandated requirements. 

The four pharmaceutical companies agreed to voluntarily accept 
two of the six specific requests – to follow the AMA guidelines 
regarding the use of doctors and actors portraying doctors in 
DTC ads and not to advertise off-label uses in DTC ads. 

Revising the Guiding Principles?

PhRMA took a different approach in responding to the 
committee’s letter. The association informed the committee 
that it was conducting an internal review of its Guiding 
Principles. PhRMA stated it would welcome the opportunity 
to have the committee provide feedback on any changes 
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Melody Petersen’s indictment of drug makers in her book, “Our 
Daily Meds,” is one in a flood of books published in the last 
several years. Marcia Angell, John Abramson, Jerry Avorn and 
several others have written such books. Petersen focuses on the 
marketing side, which makes it somewhat different. Obviously her 
bias is shown in the subtitle, “How the pharmaceutical companies 
transformed themselves into slick marketing machines.”

Her premise is simple. Drug companies, once run by scientists 
and discoverers of unique drugs, are now marketing-dominated 
me-too companies. These marketing machines create demand 
by creating new disease categories and cajoling physicians and 
consumers into using them. The physician is given financial 
rewards for cooperating and consumers are convinced by slick 
Madison Avenue techniques that they need these new drugs. 
Petersen believes consumers do not really understand that these 
drugs can be dangerous and other, safer remedies exist.

Have drug companies become such slick marketing machines 
where science is secondary to marketing? Is it really that bad? 
Ms. Petersen is convinced it is. She has hundreds of anecdotes 
of slick marketing – some straight branded sponsorships and 
ads – but others are more insidious, such as health screenings 
paid for by drug companies to create demand. She goes 
home to her native Iowa to find the ways drug companies 
have wormed their way into American life. She finds drug 
promotion at the county fairs, elementary schools, local malls, 
race tracks and golf courses.

Searching for $1 billion-plus brands

Petersen shows us how companies create blockbusters out 
of me-too drugs that are meant for mass audiences. She cites 
Tagamet and Zantac as early examples of creating blockbusters. 
Now, all drug companies insist on finding blockbusters by 
blasting away at physicians and consumers with marketing. 
She is certainly correct that drug companies want billion 
dollar plus brands. She is concerned that the focus on me-too 
blockbusters ignores diseases in poor countries.  
 
Petersen does a relatively good job making her case. She 
seems, however, to overstate her case. Reading her book 

leaves one the impression that 
these new drugs are largely 
unnecessary.  It may be true 
that not everyone on an anti-
depressant is depressed or 
suffers from social anxiety, but 
it also is true that many people 
feel better taking these drugs. 
Should we go back to the good old days when people just 
accepted their lot?  Does she want impotent men to accept 
that their sexual activities are over? 

Ms. Petersen has written a well-made case against drug 
companies. I cannot dispute that drug marketers do everything 
they can to sell their products. In some cases, they appear to 
be overly aggressive tactics. Drug companies are behaving 
more like consumer marketers. They want to sell, sell, and 
sell. That is a fact-of-life in a free market and it’s what public 
companies do in competitive environments. Ms. Petersen 
believes the marketing-oriented culture is bad for society and 
clearly that is a fair concern.

Her recommendations for improvement are well-presented. 
She wants doctors to stop taking money from drug companies. 
She calls for honest science again and a focus on new classes 
of drugs. She also calls for more balanced efficacy and risk 
presentations to physicians and consumers. All of these have 
been put on the table before by other authors.

Is Ms. Petersen’s book worth reading? It is. 

Drug marketers would benefit by hearing how their tactics 
are interpreted, and in some cases misinterpreted. Ms. Petersen 
is a good writer and the book is fast-paced. It is not an 
objective look at drug marketing, but no recent book has been 
unbiased. There is much truth here and drug marketers may 
want to rethink some of their tactics.

Robert Ehrlich, chairman and chief executive of DTC Perspectives 
Inc., regularly reviews books about the pharmaceutical industry, 
marketing and advertising for DTC Perspectives magazine. He can be 
reached via e-mail at Bob@DTCPerspectives.com.
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•	A three-year moratorium on DTC ads with a possible waiver if the 
Secretary agrees that the product is of affirmative value to public health

•	New FDA authority to require companies to distribute “corrective 
materials” if they violate the advertising moratorium

•	Stronger civil penalties that apply to the first and subsequent violations 
of the advertising provisions or other requirements of the Act

•	A requirement that ads display prominently information about the 
potential side effects of drugs and devices

•	A federal public education campaign that describes the risks of certain drugs.

A McCain or an Obama Administration are not going to 
have to look very far if they want to add additional FDA 
advertising reforms on their legislative agendas. ■

Jim Davidson is an attorney and founder of the public policy firm, 
Davidson & Co. As of July 1, Davidson & Company has become part 
of the Washington-based firm Polsinelli Shalton Flanigan Suelthaus. 
Davidson can be reached by e-mail at jhd@davidsondc.com. 

to those guidelines. PhRMA pointed out that its Guiding 
Principles had been updated in January of 2006.

Chairman Dingell said the committee was “pleased with 
PhRMA’s response, and we accept their invitation to 
discuss revisions to its DTC Guiding Principles.” He added, 
“Regardless, our investigation is not over, as more work clearly 
needs to be done on this issue.” Rep. Bart Stupak (D-Mich.), 
who chairs a key subcommittee under Energy and Commerce, 
was much less charitable – he said these companies “continued 
to ignore” the provisions the committee asked them to abide 
by – even though these supposedly are voluntary. 

Update on the DeLauro-Emerson legislation

Rep. Rosa L. DeLauro (D-Conn.), chair of the Agriculture, Rural 
Development, Food and Drug Administration Appropriations 
Subcommittee, and Rep. Jo Ann Emerson (R-Mo.), a senior 
Republican member of the Appropriations Committee, 
introduced the Responsibility in Drug and Device Advertising 
Act of 2008 (H.R. 6151). The bill would require many of 
the same changes in direct-to-consumer advertising that The 
Advertising Coalition worked to defeat last year, including:

Contributors

Dr. Mark Becker is a pediatrician and president of 
Vivacare (www.vivacare.com). Vivacare provides 
medical professionals with free customizable patient 
education services that deliver disease and product 
information through a physician-branded channel. 
Dr. Becker can be reach by telephone at (510) 848-
2060, or e-mail at partnership@vivacare.com. Turn 
to page 30 to read his article.

Lee Freund is the director of pharmaceutical strategy 
for PointRoll. PointRoll is the leading rich media 
creative solutions provider. Freund works with 
pharmaceutical marketers and their agencies to 
leverage rich media creative technology in display 
advertising across the Web. For more information, 
visit www.pointroll.com. Freund can be reached by 
e-mail at lfreund@pointroll.com, or by telephone 
at (215) 407-9186. To read Freund’s article, turn to 
page 42.

Kelley Connors is president of KC Healthcare 
Communications, LLC and founder of 
WomensWELLth, a health and wellness marketing 
and PR studio focused on women. The studio 
embraces a variety of proprietary methodologies 
to connect women with brands. One of the f irm’s 
signature tools, called Real Women on Health! 
gives healthcare and wellness companies access 
to women’s views and voices on health issues of 
concern today. For more information, visit www.
womenswellth.com or call (203) 855-0477. Turn to 
page 47 to read Connors’ article.

Maryann Kuzel is president of Star/Javelin 
Healthcare, an Omnicom network of CRM 
specialist agencies providing deep channel-specific 
expertise across the entire patient journey. Kuzel is 
an award-winning executive who brings a wealth of 
experience from both client and agency perspectives 
and a genuine sense of passion for the healthcare 
mission. Throughout her career she has built leading 
market positions for brands at Roche, Novartis, 
Procter & Gamble and McCann Worldgroup. She 
can be reached at kuzelm@starhealthcare.com, or 
by telephone at (212) 801-8316. Turn to page 36 to 
read her article.

Scott Ehrlich has been a DTC Perspectives 
contributor for four years and has also conducted 
independent research on DTC television advertising. 
He currently resides in Gainesville, Fla, where 
he is f inishing up his MBA and JD degrees at the 
University of Florida. He can be reached at scott@
dtcperspectives.com. Turn to page 14 to read his 
article on the two leading Presidential candidates.

David Kweskin is a senior vice president and 
practice area leader at the TNS Brand and 
Communications division of TNS Healthcare. 
For more information, visit www.tnsglobal.
com. Kweskin can be reached by e-mail at david.
kweskin@tns-global.com, or by telephone at (203) 
653-9528. Turn to page 20 to read his article on 
campaign contribution trends in the pharmaceutical 
industry.

Angela Federici is a senior vice president and head 
of the pharmaceutical practice at Millward Brown, 
one of the world’s leading research agencies with 
expertise in advertising effectiveness, marketing 
communications, media and brand equity 
research. Visit www.millwardbrown.com for more 
information. Federici can be reached by e-mail 
at angela.federici@us.millwardbrown.com, or by 
telephone at (203) 330-5128. Turn to page 24 to 
read Federici’s article.

Reginald Ware is the chief executive officer of 
BlackDoctor.org (http://BlackDoctor.org) and has 
over 20 years of multicultural healthcare marketing 
experience. BlackDoctor.org is the world’s largest 
and most comprehensive online health resource 
specifically targeted to African Americans and 
is devoted exclusively to the strategies, tactics 
and health advice that help African Americans 
to live healthier, happier lives. BDO enjoys over 
550,000 visitors per month and boasts the largest 
online database of black physicians and dentists, 
which serves as the nation’s most prominent, free 
referral service for consumers looking for black 
doctors. Ware can be reached by e-mailing ceo@
BlackDoctor.org or by calling (312) 222-1205. Turn 
to page 51 to read Ware’s article.
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