FDA ‘whistle blower’
David Graham (left)
with Merck chief
Raymond Gilmartin.

the face of

36 MM&M FEBRUARY 2005

NEWSCOM



tainly the most severe to hit the industry in decades. At stake

are the reputations not only of Merck and Pfizer, whose cor-
porate brands recently seemed armor plated, but of Big Pharma as
a whole. Coming at a time when the drug industry has fallen into
disrepute, the overlapping and intertwined PR nightmares posed
by Vioxx and Celebrex present their makers with a host of thorny
challenges, but not a few opportunities. A host of constituencies —
from physicians and consumers to employees, analysts, investors
and lawmakers — is watching the two titans closely. The weight of
the industry’s public esteem is on their shoulders.

Merck and Pfizer bookend Big Pharma, polar opposites in per-
sonality and business strategy. They have been tested in recent
months, and their responses provide a brilliant primer in crisis
management — and a note of caution to competitors who have not
put their crisis communications plans in order.

Though the circumstances surrounding each company’s COX-2
crisis were very different, both moved swiftly and decisively to
make information and top officials available. That’s the first and
most important step on the path to recovery, crisis communicators
say. “Lesson number one is to act expeditiously and be truthful
and bold,” says former FDA communications chief Peter Pitts, now
a senior vice president at MS&L.. “That’s the formula for success.
Also, both CEOs took the opportunity to speak of their companies
more broadly, reinforcing the soundness of their firms and their
optimism for the future.”

Proper messaging must reassure consumers that their drugs are
safe and will be safer and let investors know that the company has
a plan for getting out of the fix. Doing it right can deliver long-
term returns by boosting a company’s reputation at a time when
people are watching. And when the topic is their health, people
pay attention. Nearly half of all adults in the U.S. are following
news coverage of the Vioxx withdrawal closely, according to a Dec.
10 Harris Interactive poll (Fig. 1).

The instantaneous nature of the 24/7 mediaverse means that cri-
sis communications plans must be in place well before the crisis
hits. “No issue can be contained,” says Rosemarie Yancosek, exec-
utive director, global communications for Schering-Plough. “With
the Internet, everything gets posted in real time. It’s going to

The crisis over the safety of COX-2 inhibitors is almost cer-

The COX-2 crisis has rocked the industry,
with intense scrutiny from the media and
the numerous stakeholders. Matthew Arnold
compares the crisis PR efforts of Merck
and Pfizer and looks at how other pharmas
can learn from this episode to better shape
their future communications strategies.
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IN THE FACE OF CRISIS

Actions and reactions: How the COX-2 crisis unfolded

September 30 October I3 October 18 October 29 November | November4-5

Merck chief Ray Merck holds media Merck presents Merck issues Wall Street Journal Merck responds to

Gilmartin announces briefing on Vioxx APPROVe trial data to preemptive statement publishes story The Lancet with

the withdrawal of Vioxx withdrawal with Merck American College of on leaked documents: revealing leaked separate scientific

following suspension Research Laboratories Rheumatology’s “the appropriate emails concerning critique; Pfizer

of APPROVe trial president Peter Kim Annual Scientific place to try legal “Vioxx dodge ball” answers an article in

(Adenomatous Polyp Meeting in San Antonio proceedings against sales exercise; The Canada’s National

Prevention on Vioxx) the companyisina Lancet accuses Post newspaper

due to an alarming rate court of law, not Merck of ignoring alleging a Celebrex

of cardiovascular through the news data pointing to Vioxx connectionto 14

events media” dangers for years deaths in that country

m‘l::'-:d witvitis become a global issue, so the key ahead of profit suffered some dings as critics and the press ques-
fewl etler for poart. thing is making sure you have the tioned how much and how early the firm had known of the poten-

Dyl mird W ﬁm right people aware of the situation.” tial cardiac risks of Vioxx. The firestorm of criticism that played

'""“:I EFE That means having designated out over the following weeks took its toll, as The Wall Street

= department contacts on tap, briefed
and reachable, around the clock
and throughout the organization —

Journal published embarrassing snippets of internal documents for
sales reps on the drug’s CV profile, and leading medical journals
editorialized that the company should have pulled the drug years

PR to HR, R&D, manufacturing,
legal and commercial operations.

“Crises don’t happen to one
department and aren’t respective
of any one operating unit,” says
Ame Wadler, chair of Burson-

Marsteller’'s global healthcare
practice. “There are a number of
internal stakeholders that need
to be engaged. Your employees
are your best ambassadors, if they
know what’s going on.”

Beyond their robust approaches to
tackling problems, Merck and Pfizer’s
strategies for coping with questions on
their COX-2 drugs diverged, reflecting differing circumstances
and corporate cultures. Cautious, science-focused Merck pulled
Vioxx off the market and got out in front of the story by trum-
peting its commercial sacrifice for public safety. “We are taking
this action because we believe it best serves the interests of
patients,” said Merck chief executive Raymond Gilmartin.
“Although we believe it would have been possible to continue to
market Vioxx with labeling that would incorporate these new
data, given the availability of alternative therapies and the ques-
tions raised by the data, we concluded that a voluntary with-
drawal is the responsible course to take.” Full-page ads in elite
newspapers such as The New York Times and The Wall Street
Journal conveyed the company’s position to opinion leaders,
while the firm established an online Vioxx information center for
consumers and physicians.

Merck’s positioning as a company that elected to put patients

Pfizer responded to
the Vioxx recall with
ads declaring Celebrex
as a safe alternative.
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earlier. The Dec. 10 Harris Interactive poll found Vioxx users and
their loved ones evenly split between those who believed Merck
had acted responsibly (37 percent) and those who thought it had
not (36 percent), with 26 percent saying they were unsure (Fig. 2).

Merck also entered its COX-2 crisis in a much weaker market
position than Pfizer, with investors and analysts angry over a string
of pipeline setbacks, and may have benefited from third-party
advocates, as the venerable crisis counselor Howard Rubenstein
quipped at the time. “When people read ads, they discount them
because they know the company paid for them,” Rubenstein told

Fig. 1: “How closely have you followed
the news coverage about the withdrawal
of Vioxx, a popular pain medication,
from the market?”

52%

Vioxx Users

All Adults

. Very/Somewhat closely Not very/Not at all closely

Source: Harris Interactive poll, Dec. 10, 2004
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Finance, claims the repudlfitmg h'm;_
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and lists five drugs on puts patients tirs
the market that he

the Associated Press. Few firms, however, could claim as bountiful
a storehouse of goodwill as Merck, which topped Fortune’s list of
America’s most admired companies for seven straight years in the
1980’s, and remains in the top 25.

“That’s part of why this is so difficult for the industry right now,”
says Chris Atkins, managing director of Ogilvy PR’s global corpo-
rate practice. “They were revered. Obviously, they have much more
of a bond with consumers than the makers of washers and dryers.”

The appetite for witch hunts, post-Enron

But the intensity of the reaction surprised many industry
observers. “I was really taken aback by how personal this got so
fast,” says Atkins, who sees echoes of the Enron scandal in the
highly personal coverage of the Vioxx withdrawal. “One of the
reasons [the Enron meltdown] happened was that a lot of the
accounting issues were so arcane, the accountants didn’t get it,
much less the news media.” Instead of delving into an impenetra-

increased risk of heart

December [7 December 20 December 2I
Pfizer announces that Pfizer pulls Celebrex Citing ADAPT study of
a study has found an consumer ads under Alzheimer’s patients

FDA pressure, but taking Celebrex,

attack among says it will not pull Pfizer says there is no
Celebrex users over product evidence that
placebo, while a Celebrex is unsafe
second study found

no such risk, but vows
not to withdraw its
COX-2 drugs

ble thicket of numbers that readers wouldn’t likely follow them
into, Atkins says reporters painted bad-guy caricatures of Enron’s
leadership. “So it’s much more focused on personalities at the top.
The science is so arcane that rather than getting the average news
reader to go through pages of pharmacology, it’s easier to put a
black hat on the CEO and take potshots.”

Nevertheless, Gilmartin stepped up to the plate, risking the
ridicule to serve as the company’s chief spokesman on the issue and
personalizing it by noting that his own wife used Vioxx up to the
day of its withdrawal. Six weeks later, he delivered testimony to the
Senate Finance Committee rather than sending a subordinate.
Merck’s board stood behind him all the way by taking press calls.

Putting top management up to the podium demonstrates
accountability, though there’s no rule that says it has to be the chief
executive, says Dick Hyde, director of Hill & Knowlton’s crisis
practice. “It depends on the severity and complexity of the situa-
tion, and on the CEQ’s credibility,” says Hyde. “The spokesperson

Fig. 2: “Based on what you know or have
heard, do you think [Merck] acted
responsibly when Vioxx was withdrawn
from the market, or not?”

26%
37%
31% e
All Adults Vioxx Users
. Acted responsibly Did not Not sure

Source: Harris Interactive poll, Dec. 10, 2004

Fig. 3: “Do you think the FDA acted
responsibly when Vioxx was withdrawn
from the market, or not?”

35% 26%
0,
2204 23%
All Adults Vioxx Users
. Acted responsibly Did not Not sure

Source: Harris Interactive poll, Dec. 10, 2004
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“If you don’t talk to [the press] year-round,
don’t expect to be able to talk to themin any
intelligent way when a crisis hits.”

Ame Wadler, Burson-Marsteller
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Merck conveyed its position to patients through a series of
full-page advertisements appearing in elite newspapers.

representing the company is critically important, and that selection
should be made with great care.”

A good spokesperson, says Atkins, should be able to emote as
well as explain. ““You need to know you have someone who’s well-
trained and empathetic, someone that people are comfortable
with. You also need to be sure that you’ve identified the contribu-
tions that your company has made to the public welfare. That’s got
to be ongoing without being chest-thumping. It’s appropriate to
remind people that this is a company with a social mission.”

Pfizer has never been shy about promoting its contributions to
health. From the C-suite on down, employees begin and end their
statements with declarations of Pfizer’s social mission, much as
others might draw breath. More P&G than Merck by tempera-
ment, Pfizer responded to the news of the Vioxx withdrawal by
launching a TV, newspaper and magazine ad campaign touting
Celebrex’s safety profile. When doubt was cast on Celebrex, the
company was characteristically aggressive, announcing that it
would not pull the drug following the suspension of an NIH trial
involving high doses of Celebrex due to an apparent elevated rate
of cardiac incidents among patients taking the drug. “What we
have is a very surprising result from one of two studies, the rele-
vance of which, for the vast majority of patients benefiting from
treatment Celebrex, we don’t fully understand.” said Pfizer chief
Hank McKinnell. The study, company communications noted, used
very high doses of the drug, and its findings conflicted with those of
a second study, which showed no CV impact from Celebrex.

While Merck’s response focused more traditionally on opinion
leaders in government, finance and medical science, Pfizer went
straight for consumers. McKinnell popped up on Good Morning
America the day after the announcement of the Celebrex trial sus-
pension. Under FDA pressure to drop ads for Celebrex, Pfizer
announced that after talks with the agency, it was voluntarily going
dark on the campaign. Reporters, for the most part, credited Pfizer
with voluntarily pulling the spots.

Both companies might have benefited from better outreach to
physicians, says Wadler. “This is a challenge, because of industry
regulations, but you can only imagine the mayhem in doctor’s
offices,” says Wadler. “Doctors are in a challenging position, prac-
ticing medicine in the 24/7 news cycle. They’re doing rounds when
the patient is having coffee with the morning news, so consumers
often get information before they do. So how do you ensure that
the doctor remains the authoritative counselor to the patient?”

What can pharma learn from these crises?

Merck has taken its lumps, and litigation will be hounding the
firm for years, but it’s still standing. After gaining initially from
Merck’s loss, Pfizer has seen Celebrex’s share of new prescrip-
tions plummet — by 56 percent in the week following the sus-
pension of the Celebrex trial. Both have seen their stock prices
ease back up after precipitous drops. The Vioxx and Celebrex
foibles do come with a silver lining, having opened up a national
discussion about the tradeoffs inherent to the balance of risks
and benefits in prescription drugs — tradeoffs that consumers
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aren’t often asked to consider in our “pill culture.” But the cases
also point to a volatile PR environment for pharma that could be
eased through more conscientious day-to-day media relations.

Pharmas tend to be tight-lipped with the press, their communica-
tions efforts encumbered by justified fears over the weighty poten-
tial consequences of a slip-up, from Wall Street to Main Street and
in the doctor’s office. The lack of an ongoing dialogue with
reporters can breed resentment, distrust and a poor understanding
of the big picture on Big Pharma.

“If you have built a good relationship with the press, you've got a
lot of equity in a time of crisis, because you’ll be able to have an
informed discussion,” says Wadler. “But if you don’t talk to them
year-round, don’t expect to be able to talk to them in any intelligent
way when a crisis hits.” Legal concerns, of course, must be taken
into account, but should not stymie open dialogue with reporters.
“Sometimes you just have to talk without the lawyers getting in the
way,” says Wadler.

“I think it’s inherent in any large institution that there’s a level
of bureaucracy that in times of crisis can become a challenge,” says
Nancy Turett, president and global director for Edelman’s healthcare
business. “Things are even more complex in healthcare, because of
the seriousness of the products and the number of stakeholders in the
company. Mitigating that in favor of the industry is that pharmas are

DICKHYDE'S
IO_rl_JIes of theroad for

crisismanagement

1. Take ownership. It's not the
same as taking blame.

2. Recognize the difference between bad publicity and a
crisis, then calibrate your response accordingly.

3. Getthe confirmed facts, and base your response only on them.
When possible, use research to help determine how to respond.

4. Recruitand use third parties to speak on your behalf.
5. Treat the media as a conduit, not enemies.

6. Assume you'll be sued.

7. \Watchthe Web as closely as the traditional media.

8. Demonstrate concern, care and empathy.

9. Take the first 24 hours very, very seriously.

10. Design your crisis management program now by building your
reputational assets.

Dick Hyde is director of Hill & Knowlton'’s crisis practice. His past crisis
assignments include Three Mile Island, Swissair Flight 111 and Bhopal.
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“The higgest misstepis to circle the wagons,
let the lawyers do the talking and hope it goes away.
‘No comment,’ in the public mind, means ‘guilty.”

Peter Pitts, MS&L

set up to be multi-stakeholder communicators already.”

If there are many right answers to a given crisis situation, as the
cases of Pfizer and Merck suggest, there is one clear wrong answer:
No comment. “The biggest misstep any company or individual can
do is circle the wagons and let the lawyers do the talking and hope
it goes away,” says Pitts. ““No comment’, in the public mind, means
‘Guilty. It’s a missed opportunity to put out a more positive mes-
sage and it guarantees the reporter will have to find somebody else
to speak to the issue. You need to capture and drive the debate,
rather than responding to critics.”

And communicators must not hesitate to say they don’t yet
know the answer, says Schering-Plough’s Yancosek. “When you're
talking about an issue of public safety, you need to get the infor-
mation out quickly and act in good faith, so it’s fine to say, ‘We
don’t know, but we’ll get back to you on that.””

Getting out in front of the story, as Merck and Pfizer did, is cru-
cial. If a problem comes out in the pages of The Wall Street Journal
rather than in a press conference, then the company’s actions going
forward will be cast as defensive and suspect. “Most companies
don’t disclose something until it’s about to come out for some
other reason,” says Ogilvy’s Atkins. “In that, they look guilty. The
American people respond much better to a company saying, ‘Hey,
we have a problem and we want to come clean with it. It’s painful
for management, but history shows that we’re a forgiving lot.””

It was this principle that guided Johnson & Johnson in its deci-
sive move to pull Tylenol of store shelves following a rash of deaths
due to poisoned capsules in 1982. “I remember [then-J&J chief
executive] Jim Burke saying that if we take care of the science and
do the right thing, the market share’s going to come back,” says
Peter Morrissey of Morrissey & Co., who handled communications
for Tylenol at the time. “Not all this pollyannaish stuff about doing
good for goodness’ sake.” m



