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The Client Challenge 

Duchesnay, Inc. is faced with a seemingly simple charge: launching a unique prescription drug that safely and effectively fights morning sickness.  What makes this challenge difficult, however, is that Duchesnay must launch their product in the shadow of its chemically identical predecessor, the controversial drug Bendectin.  Sales of Bendectin in the U.S. were discontinued in 1983 due to debilitating lawsuits alleging it caused birth defects.  Duchesnay must now develop a strong non-market strategy to counteract this issue.  The company must communicate the safety and efficacy of Bendectin and try to secure active endorsements from key players in the medical community. The company must also decide to what degree it should advertise the chemical parity of Diclectin to Bendectin.
Background – Bendectin, Diclectin and “Junk Science”

“‘Junk science’ is bad science used by lawsuit-happy trial lawyers, the "food police," environmental Chicken Littles, power-drunk regulators, and unethical-to-dishonest scientists to fuel specious lawsuits, wacky social and political agendas, and the quest for personal fame and fortune.” – Steve Malloy, columnist, FoxNews.com

Bendectin, an anti-nausea drug comprised of doxylamine (a sedative-antihistamine) and pyridoxine (vitamin B6), was prescribed to over 33 million pregnant women in the U.S. over a period of 27 years.  In 1983, however, its manufacturer, Merrell Dow Pharmaceuticals, voluntarily withdrew Bendectin from the U.S. market.  The company had faced a proliferation of costly lawsuits alleging teratogenic (relating to or causing developmental malformations) effects of the drug, fuelled by a 1979 article in The National Enquirer.  Despite the Food and Drug Administration’s approval of the drug for the effective treatment of morning sickness, and extensive scientific studies that indicated no link between Bendectin and birth defects, Merrell Dow pulled the drug because of the costs of liability insurance and the inordinate litigation.
Since 1983, doctors, scientists, and statisticians have conducted over 35 epidemiology studies of Bendectin, and all have failed to support the allegation that the medication causes birth defects.  In fact, one medical expert who held the drug accountable for birth defects in court was subsequently found to have committed scientific fraud and has since had his medical license revoked
.  To date, no court case involving Bendectin against Merrell Dow has been won, and there is strong evidence that the number of American women hospitalized for pregnancy-associated vomiting has more than doubled since the product has been removed from shelves. 

Duchesnay, Inc. faces the task of relaunching this effective but controversial medication in the U.S. as a generic product (currently sold in Canada under the name Diclectin).  

To help formulate a strategy for the launch, we reviewed the four I’s and analyzed the distributive politics of the situation (see Exhibit A):  

Issue
How to successfully launch and sustain the product, as Diclectin, in the U.S.

Institutions
Duchesnay, Inc.

FDA (still awaiting approval of drug content and marketing approach)

Interests
AMA

FDA Advisory Committee on Reproduction Drugs

Doctors, Hospitals, Pharmacists

Pregnant women/dads/parents

Association of American College of Nurse Midwives

American College of Physicians

American College of Obstetricians and Gynecologists

March of Dimes

IBIS (International Birth Defects Info. Systems)

Consumer media

Lawyers/plaintiffs from Bendectin lawsuits Center for Medical Consumers

Nader’s Public Citizen and other consumer interest groups

Insurance carriers (Cigna, Blue Cross/Blue Shield. etc.)

Information
Evidence/decisions from Bendectin lawsuits

Scientific testing results

Supreme Court decision of Daubert vs Merrell Dow

FDA approval information

Morning sickness statistics

Hospital admission/treatment information (for pregnancy nausea/vomiting)




































































































































































This overview suggests that Duchesnay should concentrate on communicating the virtues of Diclectin to doctors and hospitals.  Educating consumers (i.e., pregnant women) directly would not be as effective and should instead be handled by the doctors they trust.  Duchesnay should prepare for the same types of lawsuits as those faced by Merrell Dow, as well as for political action from activist groups with considerable resources and coverage, such as Nader’s Public Citizen.  
The Non-Market Issues

Safety is a particularly salient and universally important non-market issue.  Political and social activists in the U.S. are especially quick to expose safety issues, and trial lawyers are equally eager to capitalize on the litigious opportunities they present.  
Consequently, businesses in the U.S. have long supported common sense product liability reform that would limit the damages juries can award – particularly punitive damages.  As arguably the most powerful interest group in the U.S., however, trial lawyers and their powerful lobby repeatedly stifle such legislation.  In 1994, for instance, the American Tort Reform Association (400 nonprofit organizations, professional societies, trade associations and businesses) and the Civil Justice Reform Group (17 large corporations) lobbied to have limits passed on jury awards and to make it more costly for plaintiffs to bring frivolous lawsuits.  In 1996, Congress passed the Common Sense Product Liability and Legal Reform Act.  The Association of Trial Lawyers and its consumer advocate allies (such as Public Citizen) responded by stepping up their opposition.  As a result, President Clinton vetoed the bill in 1996.  The bill was reintroduced in Congress in 1998 but succumbed to a filibuster. 
The importance of a sound non-market strategy is evidenced in the case of Merrell Dow.  Bendectin is the only drug to ever be withdrawn from the market solely because of litigation.  Michael Wood, a lawyer for Merrell Dow, said it was not punitive damages or jury verdicts that took their toll, but simply the expense of dealing with thousands of lawsuits.  The company never lost a case.
  
According to Michael Greene, director of maternal-fetal medicine at Massachusetts General Hospital, “Bendectin was the archetypical case of junk science scuttling a perfectly safe product – it was a sad episode in American jurisprudence.”  Merrell Dow spent over $100 million in litigation and their chief executives were tied up in litigation for years.

Lawyers who did not understand the scientific methods behind the faulty studies and the uninformed “expert testimony” perpetrated the myth that Bendectin caused birth defects, presumably to generate work and fees for themselves.  Barry Nace of Paulson & Nace represented close to 200 families.  He has stated to the press that “in my mind there is no question that Bendectin causes birth defects,” despite a demonstrated lack of authority or medical evidence supporting such a statement. 

The following are several of the more direct consequences of the removal Bendectin from the market:

· Hospital admissions for hyperemesis during pregnancy (vomiting causing significant dehydration or malnutrition) increased threefold when Bendectin was taken off the market. The website overlawyered.com says to pregnant women, “as you throw up, think thoughts of lawyers.”
· In desperation, many doctors, including Dr Charles Lockwood, chairman of the department of obstetrics and gynecology at the New York University School of medicine, were advising women how to concoct their own Bendectin (see appendix A – from web site which shows women how to make their own “anti-nausea capsules” – the ingredients are an antihistamine and vitamin B6).
In addition, the following consequences of litigation were common before Bendectin sales were terminated:
· Some doctors would not prescribe Bendectin, despite knowing that it was safe, for fear they would be taken to court.

· Some insurance companies would not insure doctors who prescribed the controversial drug. 

Product liability cases, and ultimately social optimality, are decided in the courts, not the medical lab.  Theoretically, the courts assign social cost to producers and consumers through damages assessed in cases brought by injured consumers.  It is designed so that consumers and producers take the socially efficient level of care.  This system was clearly ineffectual in the Bendectin case.  Despite the producer’s effort to provide a high level of care, it was unfairly penalized by the legal proceedings that made it too expensive to continue.  It could also be argued that this is a classic case of non-market action hindering the efficiency of the legal system.  As per the Coase theorem, the distributive consequences of a legal standard can be independent of its efficiency consequences.  Liability can force firms into bankruptcy or dissuade them from producing certain desirable products. One study found that 47% of companies hold back development projects over concern about product liability
.  Notable: Due to corporations’ fear of being sued, states where levels of liability have been decreased experience higher levels of productivity and innovation than those that do not limit liability.

The litigation in the Bendectin case was orchestrated by trial lawyers who brought unqualified “experts” to testify in court and propounded what critics call “junk science.”  In the most notable example, the family of Eric Daubert sued Merrell Dow for his birth defects, blaming them on Bendectin.  The unreliability of the medical information submitted on behalf of Daubert was so egregious that its admission eventually became a Supreme Court issue.  In 1993, that court ruled that judges must act as gatekeepers to ensure that “any and all scientific testimony or evidence admitted is not only relevant, but reliable.”
  The U.S. Supreme Court further identified four standards for the admissibility of scientific evidence: 

1. Has the scientific theory or evidence been tested? 

2. Has the scientific theory or evidence been published or subjected to peer review? 

3. What is the error rate of the theory or technique and are there controlling standards?  

4. Has the scientific community generally accepted the theory or technique?

Unfortunately, by this stage it was too late for Merrell Dow, but this will help Duchesnay if they are taken to court.  Lawyers must now find credible experts with truthful and accurate studies to uphold that the generic Bendectin causes birth defects.  Because this relationship has never been proven, it is a clear disincentive for plaintiffs and lawyers to pursue litigation.  In fact, many judges have made it clear that they will not allow Bendectin cases in their courts. 

Strategic options:

Products, like Bendectin, provide benefits and the benefits must be weighed against the social costs of care and injuries.  A profit-maximizing producer should chose the level of care that equates the marginal cost of its care with the marginal reduction in the portion of the cost of injuries it bears. The benefits of Bendectin were significant – as evidenced by the increase in the number of hospital admissions for hyperemesis of pregnancy when Bendectin was taken off the market.  The costs were non-existent.  None of the thirty studies involving 130,000 women showed Bendectin to cause birth defects. 
Products liability cases that are litigated establish legal precedents for future cases.  These precedents also provide an indication to plaintiff and defendant of what to expect.  Because not one case was won against Merrell Dow, we can advise Duchesnay that the odds are heavily in their favor.  Furthermore, because the product has been given FDA approval, the chance of state lawsuits bought against Duchesnay, alleging negligence and breach of warranty, (see King v Collagen Corp First US Circuit Court of Appeals No 921278) is very low.

Considering these facts, the team devised several strategies.  Outlined below are several options that, while viable on some levels, are ultimately inappropriate or flawed in some way.  Finally, we will select and recommend what we believe to be the most sensible and effective strategic options/action plans for Duchesnay’s introduction of Diclectin to the US market.

Strategic Options to Avoid: 
A Direct-to-Consumer Launch:

Given that Merrell Dow’s problems consisted of public non-market action, Duchesnay may be tempted to run a direct-to-consumer campaign to introduce this drug to expectant mothers and confront any residual issues/fears.  In order to target their audience of end users, it would seem appropriate to run pre-emptive, informative ads in magazines such as Parenting, American Baby, Parents, Working Mother, Child, and full page ads in visible newspapers such as The New York Times.  A press tour with a big name doctor endorsement, appearances on the talk show circuit (Today show, Oprah) and an overall Internet presence would put Duchesnay in the spotlight.  However, although this may be a strong offense, pursuing this strategy would be ignoring the true customer and raising the specter of the previous media debacle around Bendectin.

Rationale:  The customer that Duchesnay should target is not an expectant mother, it is the nurses and doctors that will be prescribing medication for an expectant mother.  It is also cheaper and more effective to educate the medical profession, who can verify it, then disseminate the information to patients.  By drawing attention to the same vehicles (print, TV) that shut down Merrell Dow’s Bendectin, Duchesnay will be put in a vulnerable, defensive position.  See below for effective, defensive press strategy.
Lobbying in a “foreign land”
Although lobbying and forming coalitions is often an effective way to effect change in a government system that potentially benefits both consumers and businesses, Canada’s Duchesnay may not be very effective beyond its borders.  For any lobbying strategy there are 5 main categories of legislators to think about:

· Champions – group of lawmakers who are dedicated advocates of your cause (e.g., Individual gynecologists and nurses, Knowledgeable vomiting expecting mothers, FDA Advisory Committee on Reproductive Drugs),

· Allies – are on your side but can be pushed to do more (e.g., Pharmacists)

· Fence sitters – uncommitted, will go either way. These are your key targets and your lobbying strategy should put together the right mix of ‘inside’ persuasion and ‘outside’ pressure to sway them your way (e.g., Blue Cross/Blue Shield, Aetna, Cigna)

· Mellow opponents – will be against you, but not aggressively (e.g., The Center for Medical Consumers)

· Hard core opponents: leading your opposition. Try to isolate them and highlight the extremes of their claims and to give other lawmakers pause for joining them (e.g., Public Citizen, “victims” of Bendectin, Plaintiff’s attorney’s , Sensationalist press)

Though lobbying might be effective, it should not be spearheaded by Duchesnay, but by an advocacy group that supports the re-introduction of Bendectin/Diclectin. 
Rationale: Lobbying for change by a company that plans to profit from the change lowers the credibility of that company’s argument, especially with a contentious situation.  A Canadian company lobbying in the USA is likely to hold less weight, owing to the fact that it has terrible coverage: it does not provide jobs in any U.S. districts, and it has not established a rent chain on which to rely for support. 

Once FDA approval is granted for Duchesnay, the most important group to gain support from are the medical professionals.  The better approach to gaining their support is via meetings, educational seminars, personal relationship, and valid testimonials from respected experts in the reproductive medicine field (see below).

Lobbying to extend Canadian legal protection to international operations
If we examine the downfall of Bendectin, it points to attorneys’ relentless pursuit of trial after trial.  Although no judge or jury ever ruled against Merrell Dow, the costly litigation—not FDA rulings—caused them to pull their product off the shelves.  Duchesnay has been protected in Canada by a law barring frivolous lawsuits and could lobby for an extension of that law to protect them against lawsuits from consumers of the product outside of Canada.  This would be an expensive and unlikely option.  The extension of a law across the border that conflicts with law in the country where the product will be sold is impossible.
Recommended strategy

Given the above strategies, our team developed a strategy for bringing Diclectin to the U.S. market that is based on several key elements.

1)  Educating the medical community

Duchesnay’s strategy must rely on targeting and communicating to its true customers: the doctors who will prescribe it to their patients.  Although trying to reach the end consumer through a direct-to-consumer media strategy may be tempting as a direct route, doing so would be expensive and potentially counterproductive to an uninformed public.  In reality, the doctors are the gatekeepers to the drug’s success.  Many pediatricians, obstetricians, and nurses disagreed with the decision to remove Bendectin, and in fact support its return.  The absence of Bendectin from the market has left many doctors with “lots of other drugs that have never been studied in pregnant woman that [doctors are] forced to use.  So, [doctors are] jumping from the frying pan into the fire because Bendectin, which had been studied extensively in pregnant women and found safe, was pulled from the market because of legal problems,” says Michael Greene, MD, Chair of the FDA’s advisory committee on reproductive drugs and director of maternal fetal medicine at Massachusetts General Hospital.  
Duchesnay needs to ensure that accurate, clear information regarding the scientific studies proving the drug’s efficacy and safety are widely available and readily communicated to the doctors who will be prescribing it.  In addition, Duchesnay should focus its direct sales force on canvassing doctors in major metropolitan areas.  Direct sales to doctors are critical to ensuring a drug’s success.  Younger doctors and nurses, as well as seasoned medical professionals will need to be re-introduced to the drug that Duchesnay is releasing. 
Furthermore, Duchesnay needs to target the community beyond the individual doctors.  The American Medical Association and the Journal it produces are extremely important agents to recruit in the re-introduction.  Despite strong support from doctors, the AMA’s power to influence the medical community is the strongest weapon available and would reach a community much larger than Duchesnay could hope to address itself.  In addition, the Association of American College of Nurse Midwives, the American College of Physicians, and the American College of Obstetricians and Gynecologists are influential in the specialized field of pregnancy and childbirth and would be excellent allies that could lend additional credibility to Duchesnay’s claims.  If possible, we would suggest that Duchesnay host a conference with representatives from groups such as the above, as well as representatives from large health care insurers (Blue Cross/Blue Shield, Aetna, Cigna, Traveler’s, Prudential), and the Health Care Financing Association (who pay for Medicaid and community health centers).  The meeting would be an opportunity for Duchesnay to reveal their research, the results of studies and substantial data to encourage support for the drug within the medical community.  Each attendee of the meeting would leave armed with confidence (as well as printed information for back up) in the “re”-release of the new drug.   We acknowledge the difficulty and expense in setting up this meeting, however, and are unsure whether such a meeting would be possible to establish.  What would certainly be possible would be to “piggyback” off of other industry conferences that would deliver the same or similar audiences, and either present the study findings or get the hosting organization to do so for them. 
2) Preparing external communications

Although Duchesnay should not undertake a public media campaign, it must be prepared for the inevitable realization by the media (probably prompted from a previous plaintiff in a Bendectin case) that Diclectin is just a re-named Bendectin.  The company must be prepared to dispatch to the media a response that includes all of the following: reactive, but definitive, materials that clearly and comprehensively explain the efficacy and safety of the drug; the definitive results of the lawsuits against Merrell Dow; and the Supreme Court ruling against bogus scientific evidence admitted to court using Bendectin as its poster case.  Furthermore, representatives and communications from the FDA (in particular the FDA Advisory Committee on Reproductive Drugs) must be prepared and ready to verify that the drug has been approved for use in the U.S. and that it was never found to have adverse side effects.  The fact that it was never required to have a label change indicating any danger to pregnant women needs to be emphasized as well.  Using the FDA as an agent increases Duchesnay’s credibility with minimal effort.   In addition, Duchesnay must have prominent doctors on hand to provide testimonials about the drug’s success.  Finally, Duchesnay must actively communicate with insurance companies to ensure that they understand that studies have shown there to be no danger to the drug, that they should cover the drug in their plans, and that it will actually save the companies money by cutting down or eliminating the hospital bills associated with treating the effects of nausea and vomiting.
3) Ensuring company’s legal defense is prepared re Daubert
We expect Duchesnay’s legal counsel to be adequately prepared for a potential onslaught of lawsuits, although we do not think this situation is likely, given the Daubert case.  However, although the Daubert case places the burden of deciding the reliability and credibility of scientific evidence in the hands of the court, it is Duchesnay’s responsibility to ensure that “reliable” scientists and doctors are prepared to testify.

4) Encourage examinations by external, independent sources of information

Partnering with universities or research institutions over the long-term (without forging too close a tie so as to compromise integrity) would enable Duchesnay to look to external sources of validation.  Clearly, external studies are critical, but merely educating new doctors about Diclectin while they are still in training is an effective way to begin the general acceptance with a new generation of users.  
Follow-Up

After interviewing the CEO of Duchesnay, our team has found that they are pursuing a similar strategy, although not exactly the same as ours.  After the CEO was surprised that over 420 articles were written following the press release from Duchesnay that re-opened the situation of nausea in pregnant women, we are concerned that a strong enough media plan has not been prepared.  They are working with the Universities of Montreal and Toronto to ensure that adequate, independent medical evidence is available to the public.
Finally, Duchesnay has the opportunity to aim its product at an entirely new population. Patients who are undergoing chemotherapy often experience long periods of severe nausea. Nausea in these patients often leads to vomiting and ultimately de-hydration. Duchesnay should investigate marketing this drug to these patients, thereby gaining a new target market and potential coalitions.

In formulating a strategy we need to understand what we can and cannot influence. Although, on the face of it, it seems that Duchesnay should take affirmative action from the outset to fend off any litigation or at least ‘dilute’ any harmful claims made by the media, sometimes it is best to do nothing. As long as the various strategies and their outcomes have been considered, it is acceptable to conclude that a plan to educate and ‘lay low’ in public is the best option. 
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� In 1982, Dr. William McBride, a prominent Australian obstetrician, published a report about Bendectin causing birth defects in rabbits. In 1993 he was found guilty of scientific fraud by a medical tribunal, for supposedly altering data in research carried out by his assistants.


� New York Times (September 26th 2000), Gina Kolata. “Controversial Drug Makes a Comeback”


� Berry, George E; “Case in Point – Bendectin: The Loss to Consumers”.


� Viscusi and Moore (1993) and Huber and Litan (1991) – from our text book.


� These are two Federal Rules of Evidence, Rules 702 and 703, which contain the words "scientific knowledge", sspecifically with respect to defining about what an "expert witness" is allowed to testify.


� Viscusi and Moore (1993) and Huber and Litan (1991) – from our text book.


� New York Times (September 26th 2000), Gina Kolata. “Controversial Drug Makes a Comeback”


� Viscusi and Moore (1993) and Huber and Litan (1991) – from our text book.








1
4

