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I.  SITUATION AND BACKGROUND INFORMATION

I.1 The Prescription Drugs Market 
Prescription medicines are much more expensive in the US than in any other country in the world.  While most of the rich and poor countries in the world have price caps or some other price control mechanism (i.e. prices negotiated by the Government), the US has no regulation or pricing restrictions for prescription drugs.  As a result, pharmaceutical companies have the highest margins in the US.  This discrepancy is due to different government policies and regulations.
Canada, Mexico and most European countries, unlike the US, have government systems for negotiating drug prices or setting price controls.  If the price isn’t considered fair, there is a threat that the government, which pays the bulk of the individual’s health-care costs and has great incentive to contain costs due to its limited budget, could block or delay a drug’s entry.  In the US, the market sets prices.  Large insurance companies, HMOs, federal government agencies and some pools of bundled groups of buyers get price breaks from pharmaceutical companies via negotiated agreements.  Uninsured individuals, a total of 70 million in the US, pay retail market prices.  These prices can be significantly greater than those which prevail in other countries or those negotiated by the state or HMOs (see exhibits 1 and 2.)
In the US, most people are insured by either their employer or in the case of students, by their academic institution.  These private health insurance plans offer prescription drug coverage.  After retirement, high-income individuals can afford a private health insurance plan, while lower income individuals who are over 65 years old must rely on Medicare for healthcare coverage.  However, one frequently cited criticism of Medicare is that it does not cover prescription drugs.  Medicare's coverage is limited to the drugs taken by in-patients (hospitalized patients.)  Therefore, many of elderly have to spend a high percentage of their retirement income in purchasing drugs at the market price.  In other words, the poorest and most vulnerable people are paying higher market prices to compensate for the discounts obtained by the rest of the population and maintain the pharmaceutical companies’ profit margins.

The high and rising cost of medication in the US in comparison with other countries is a particularly controversial issue in states that border Canada. In these states, residents are able to go to Canada and buy cheaper medications, because the Canadian government negotiates with drug companies to obtain reduced prices.  As a result, some prescription drugs are 60% - 70% lower in Canada than they are in the US
.

I.2 Initiatives and Actions Taken 

The high cost of drugs in the US, especially for uninsured individuals, is a topic that has received a lot of attention in the past year.  A federal bill to allow the importation of prescription drugs has been passed in Congress, while several actions are being taken at the state level.  On both a federal and state level, four recent actions and regulations have made a significant impact on this issue.
· Federal Approval of International Prescription Drug Parity Act
: A 1988 federal law stipulates that only pharmaceutical manufacturers may import medicines into the US.  The intent of this law was to prevent counterfeit drugs from being sold to US patients.

However, on July 20, 2000, the US Senate approved legislation that would reverse the 1988 law.  The new legislation, which would allow pharmacists and wholesalers to import cheaper drugs from other countries, is intended to reduce the costs of prescription drugs for American consumers.  Opponents of this bill argue that importing drugs from other countries could jeopardize the quality of US prescription drugs.  As a result, the International Prescription Drug Parity Act stipulates that only drugs made at FDA-approved facilities can be imported, and requires FDA inspection of imported medications.

· Buying pool in the state of Massachusetts
: In December 1999, the state of Massachusetts organized a buying pool for 1.5 million uninsured residents under a unique plan to negotiate drugs prices.  Pharmaceutical companies reacted to this initiative, arguing that a buying pool would result in price controls on prescription drugs, which would reduce their financial incentive and ability to invest in R&D, and as a consequence would stifle innovation and the discovery of new medicines and technologies.  The topic was brought to the media by PhRMA – Pharmaceutical Research and Manufacturers of America (a very powerful trade association based in Washington) – who portrayed Massachusetts as an anti-biotechnology and anti-pharmaceutical state.
· Maine Rx Program: On April 2000, the Maine Legislature approved the Act to Establish Fairer Prescription Drug Prices, which establishes a pricing board to set price controls on prescription drugs sold within the state
.  This bill is the first time in which a state has passed an initiative to set price controls on prescription drugs.   Specifically, by July 1, 2003, the Maine law would place price caps on prescription drugs based on the cost of drugs in Canada. Opponents of the bill are concerned that price controls may limit the supply of prescription drugs to Maine.  In addition, opponents argue that this bill does not address the root cause of the problem- a lack of prescription drug coverage by Medicare.   As a result of the Maine law, SmithKline Beecham decided to stop selling prescription drugs to its wholesalers in Maine.  Other drug makers, such as Merck & Co and Glaxo Wellcome Inc., have been considering similar measures
.

In addition, the pharmaceutical industry, through PhRMA, has challenged the constitutionality of the Maine law on the basis that it conflicts with federal Medicaid law and regulates transactions outside the state.  A judge granted a preliminary injunction against the Maine law, and the state still has not decided whether or not it will appeal the ruling.  As a result, The Act to Establish Fairer Prescription Drug Prices has not been implemented yet.

· Vermont initiative and New England states coalition
: Like Maine, the Vermont senate passed a bill last spring concerning price controls on prescription drugs.  In fact, 11 New England states have recently formed a coalition to improve their ability to bargain with prescription drug manufacturers for lower prices.  The coalition formed out of frustration at the fact that drug prices in other countries are much lower than in the United States.  As a result, members of the coalition states argue that the US funds the research and development efforts of the pharmaceutical companies, which benefits other countries beyond the US.

I.3 Threats and Strategic Implications for Merck

The approval of the drug importation bill, in addition to the several state initiatives to reduce drug prices, threatens the high margins of the pharmaceutical industry. 
For Merck, the worldwide leader in terms of revenue (U$ 17.4 billion in year 1999), this issue has especially severe implications due to the following factors:
· Strong dependence on the American market - Most of Merck’s operations, 60% of its sales, are concentrated in the United States. 
· Product line is the target of price controls - In addition to be highly dependent on the American market, Merck's core product line is focused on chronic diseases that affect the elderly, who comprise the highest percentage of uninsured individuals. Merck's most important drug (Zocot, a U$4.49 billion year blockbuster drug) is frequently used by the elderly to control cholesterol.
· Margins are shrinking - This year, five of Merck's key patents will expire.  This will reduce Merck’s profitability margin, since other pharmaceutical companies will be able to produce similar products, forcing Merck to lower prices on its five core products to remain competitive.
In addition, after passage of the International Prescription Drug Parity Act, wholesalers are able to import cheaper drugs rather than buy them from the manufacturer in the US, which will reduce the overall profitability of the pharmaceutical industry.

Merck must place a high priority on ensuring that the state initiatives to control prescription drug are ultimately unsuccessful.  If the Maine and New England states' actions are effective, it could motivate other states to take similar actions to regulate prices.  Price regulation approved in several states would severely hurt Merck’s profitability and jeopardize its competitive position in the industry. 
II. ANALYSIS

II.1 Four I’s:Objective, Issue, Institution, Interests

(Please note that throughout this analysis, we are taking the position of Merck.)

Merck's Objective: Prevent price controls on prescription drugs in the US.

Issue:  How to ensure that current price control initiatives across Massachusetts, Maine, Vermont, and the 11 New England states are unsuccessful.

Institution:  State legislatures.
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Interests: Action: “Hinder initiatives to set price controls on prescription drugs at the state legislature level."

PRO 

(Support Action to Prevent Price Control Initiatives)
CON

(Against Action to Prevent Price Control Initiatives)

· US pharmaceutical companies

· PhRMA

· States with pharmaceutical companies

· Foreign pharmaceutical companies
· Uninsured citizens 

· Medicare Enrollees

· HMOs 

· Insurance companies

· Government/ federal agencies

· Doctors, hospitals and clinics

· States without pharmaceutical companies

· Wholesalers and distributors

II.2 Political Environment

It is important to understand several characteristics that help define the political environment surrounding the problem that the pharmaceutical industry faces.

· The pharmaceutical industry continues to be the leading contributor to both parties in Congress
.  This limits the influence that interest groups or proponents of a price control policy could exert directly at the federal level.  This is the reason why these groups have designed their nonmarket strategies to target state legislatures and push for reforms at the state level.
· The Democratic Party, as evidenced by Hillary Rodham Clinton in NY, favors a drug price control policy
. Vice President Al Gore has repeatedly stated that he is not afraid of the "big pharmaceutical companies.”
  The Democrat's main objective is to include prescription drugs in the Medicare budget.  This proposal, however, is very ambitious and will be difficult to implement.  Smaller steps, such as allowing for the import of medicines and pushing price controls at the state level, are thought to be more realistic and feasible in the short term.  Some democrats, however, are concerned that small wins on these issues could hurt their efforts in Medicare reform and could reduce the potential political impact of any future victories with respect to Medicare.  

· There is an ongoing debate as to who is currently sponsoring the R&D at the pharmaceutical companies.  According to drug manufacturers, market prices are needed to support the investments in R&D to develop new drugs.  US citizens argue that they subsidize these research costs by paying higher prices than other countries who also benefit from these new developments.  There is evidence that suggests that new drugs take longer to enter other countries.  The fact that foreign Governments have limited budgets to finance health plans, which include prescription drugs, also fosters the creation of barriers for the entry and approval of new drugs.  In other words, the benefits are not exactly equal.

II.3 Nonmarket issue life cycle

The life cycle of the issue of drug price controls varies by state.  In this case, however, the analysis is concerned with the potential of the issue getting scaled from a few states to a national level by the increasing number of states that could follow the example of Maine.  From this perspective, the following graph shows that Merck still has an opportunity to design a nonmarket strategy to address this issue, although the issue has moved in some cases into the phase of legislation.  As a result, Merck's strategy should address interest groups that have already been formed or are being formed and Merck should focus its efforts on lobbying at the state legislature level, where new bills are being introduced.

Graph # 1

Price Controls on Prescription Drugs in the US: Issue Life Cycle
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Identification    –     Interest formation     –      Legislation     – Administration    – Enforcement

II.4.  Distributive politics spreadsheet

This tool helps define the potential level of action or involvement of each of the interest groups, and their corresponding effectiveness.  Exhibit 3 shows the complete table.  Following are the summarized results of the spreadsheet, along with a brief discussion of the results for each interest group.  

PRO groups (Support taking action to prevent price controls on prescription drugs)


Expected Influence
Rationale

US pharma companies
High
High impact on company’s profitability.

PhRMA
High
High impact on industry’s profitability.

States w/ pharma companies
Low
Most US pharmaceutical companies are concentrated in New Jersey.  Benefits from taxes and jobs offset by higher drug prices and risk constituency support.

Foreign pharma companies
Low
Limited rent chain in the US.

CON groups (Against taking action to prevent price controls on prescription drugs)


Expected Influence
Rationale

Uninsured young citizens
Low
Hard to organize.

Medicare Enrollees (uninsured citizens above 65)
High
Spend a great percentage of their limited budget in prescription medicines & can be organized.

HMOs
High
Significant cost reduction with price controls.

Insurance companies
High
Significant cost reduction with price controls.

Gov. / Federal agencies
Low
Already receive reduced prices from pharma companies.  Also, high sponsorships by pharmaceutical industry.

Doctors, hospitals, clinics
Uncertain
Low costs of organizing (through American Medical Association).  However, could buy imported drugs.  Doctors may also favor higher prices, which promote drug R&D.

States w/o pharma companies
High
Must act in a coalition of states.  Too risky to act alone due to potential cut off of drug supply (e.g. Maine).

Wholesalers and distributors
Low
Can import and obtain reduced prices.  Also, high costs of organizing.

From the distributive politics spreadsheet, it becomes evident that Merck's strategy will have to consider some type of coalition building with its market competitors and trade associations.  Also, it will be key to devise ways to hinder coalition building among different states, and among HMOs and insurance companies.

II.5  Interest group matrix

This tool summarizes the distributive politics analysis and helps develop an outline for the nonmarket strategy.  Policy:  Price controls on prescription drugs in the US.  This issue is characterized as “Entrepreneurial Politics” because the benefits from supporting price controls on prescription drugs are widely distributed among U.S. senior citizens and some states that are still not organized and the benefits from opposing price controls are concentrated among the pharmaceutical companies that are already organized in a strong industry association PhRMA.

                                                           Organized proponents of policy (CON)


                          



Note: In this case, the PRO are in favor of acting against price controls, and the CON are opposed to acting against price controls (i.e. support price controls).

Although this issue has reached interest group politics on a national level and in the New England states, in other states, where we are focusing our analysis, the issue is still in the entrepreneurial politics phase.  In these states, Merck and other pharmaceutical companies may be organized against price control policies, but proponents of a price control policy have yet to organize. Merck fears that in these states, proponents of price control policies will attempt to organize by utilizing the media, sharing information, and seeking a congressman to bring them policy proponents together (perhaps an independent who does not receive any sponsorship by any pharmaceutical company).

II.5. Media Coverage              

This issue has high audience appeal and high societal significance so it is logical to anticipate a lot of media coverage.  Merck would be an excellent target for media coverage because it is the market leader, the company has a brand that can be damaged, and there are many close substitutes such as generic products and other brands in the market.  Because of that, it is important to be prepared to address media coverage.

III.
STRATEGY AND IMPLEMENTATION

An issue characterized by “Entrepreneurial politics” favors the status quo, so Merck needs to be proactive and try to block any additional legislation to create price controls.  Merck’s strategy will have to focus on (1) building strong coalitions against any single state passing price controls, (2) hindering the coalitions of policy proponents, (3) lobbying state congressmen, (4) modifying its market strategy to minimize the negative effects of price regulation, and (5) creating a defensive media strategy that would be designed to respond to any mass media strategies the proponents could launch.

Coalition building and the rent chain

Merck should form a horizontal coalition with all the other pharmaceutical companies such as SmithKline Beecham, Eli Lilly, Bristol-Myers Squibb, and other small pharmaceutical manufacturers.  Small companies will be more affected by price regulations because they will have less resources to invest in R&D to develop new drugs.  In order to facilitate the formation of this coalition and reduce the cost of organizing, it is important to use PhRMA as a vehicle.

Pharmaceutical companies lack coverage because most of them are concentrated in New Jersey.  In order to increase coverage, Merck should try to include a new group in the coalition: biotechnology firms.  Biotechnology firms also benefit from higher prescription drug prices (since it affords them money for R&D), and because of that they will have an incentive to take political action.  These biotechnology companies are more numerous (around 1200) and are more widely distributed throughout the U.S. 

A fundamental political asset of the pharmaceutical companies is its rent chain.  Merck needs to leverage its rent chain.  Wholesalers will be affected by a decrease in prescription drug prices because if manufacturers' margins are shrinking, they may seek to increase margins by eliminating any unnecessary intermediaries.  The Internet, since it allows consumers to buy medication directly from the manufacturer, is also creating a threat for wholesalers and retailers
.  This may provide an additional incentive for wholesalers to participate in the coalition. In addition, employees of pharmaceutical and biotechnology companies would provide a broader base for lobbying.  

Furthermore, it is important to communicate with the U.S. National Cancer and AIDS Associations to explain to them why it is so important to continue investing in R&D to develop better drugs to fight infectious and cancerous diseases.  These groups could be persuaded to join a coalition with Merck.  In addition, Merck could activate an option in its website where physicians and researchers can e-mail their congressional representatives to express their opinions and concerns about price regulation for prescription drugs.  This will facilitate the organization of members of the rent chain that otherwise would be difficult to organize. 

Lobbying

On a state level and on a national level, Merck should lobby state legislature members and Senate members that are pivotal in blocking any bill to create price controls.  In states with many pharmaceutical and biotechnology companies, such as New Jersey and California, state representatives may be particularly receptive to lobbying efforts.  The lobbying strategy will be based on politically relevant information.  The pharmaceutical industry has superior information about the negative implications of any price regulation policy.  The following arguments should be used:

· Pricing flexibility has been diminishing in the industry without any U.S government intervention (price regulation).  This decrease was due to the following reasons:  

· U.S. pharmaceutical companies voluntary agreed to hold price increases on products to the Consumer Price Index.

· Increase in bargaining power for HMOs: HMOs increased buyer power and put downward pressure on prices by HMOs (75% of drug purchases in 1995 were made by HMOs) and third-party payers such as Medicare, Medicaid and private insurers (45% of prescription sales in 1991, up from only 4% in 1960 were made by third-party payers)
.

· Increase in availability and use of significantly less-expensive generic products (increasing from 2% in 1980 to 50% of all prescriptions in 1993)
.

· Stronger competition within drug classes and from generic substitutes (competitors had to discount their prices 34% on average to attract market share, but did not need to recoup full R&D costs as did the original manufacturer)
.  

· Period of exclusivity is shrinking: In the ‘70s and early ‘80s exclusivity (the time period before significant competition entered for a particular drug) was 5 to 6 years; by 1993 that period had been cut in half).  Consequently, there is less time to recover R&D costs
.

· Between 1993 and 1999, patents would expire on branded products with annual sales of $20 billion. This put downward pressure on prices.

· Rate of innovation is slowing down.  The number of novel drug compounds has risen only slightly, although there was an increase in R&D expenditures (from $1.1 billion in 1975 to $12.6 billion in 1992).  This situation could be attributed to an increase in regulatory requirements (FDA and EPA), an increase in the complexity of new compounds that required more advanced production technology, and an increase in new drug development costs ($359 million in 1992; up from $120 million 5 years earlier).  According to one study, of every 10,000 chemical compounds synthesized in the laboratory, only 10 could be expected to enter human clinical trials, and of these, only 1 would make it to market
.  In addition, the cost of manufacturing is increasing.  It has risen from 10% of sales in the 1980s to 20% of sales in the 1990s, and will be 60% in the year 2000, while profit margins are decreasing in the industry due to competitive pressures (from 22% in 1993 to 15% in 1996).
· There is evidence showing that whether regulation in other countries actually led to lower drug prices.  

· Consumers in some European countries have to wait longer for new drugs due to protected price negotiations.

· Price controls have cut access to some prescription drugs in countries outside the U.S.: According to patients and physicians from Germany and London, the price control has led to a rationing of, and delayed access to new drugs.  For example, when a new drug to treat breast cancer was developed, 99.9% of patients in the US being treated for advanced breast cancer were able to receive treatment with this drug.  In contrast, only 48% of advanced breast cancer patients were able to receive care with this drug in the Netherlands, and only 25% of eligible patients received this drug in Britain
. The demand for novel drugs may increase due to the US’s increasing elderly population.  This will boost demand for revolutionary medicines that would not be able to reach the market if R&D investments are limited by price controls on medications. 

Modify market strategy to minimize the negative effects of price regulation

Based on the current situation, there is a high probability that there will eventually be price regulations on prescription drugs in the U.S.  In order to minimize the negative effects of this predicted outcome, it is important to modify Merck’s market strategy.   Based on a study by Merrill Lynch, volume is more important than price in driving drug company sales growth.  Because of that, it is important for Merck to change its market strategy toward an increase in sales volume.    

For example, there is a proposal to include prescription drugs into Medicare.  This action would damage the pharmaceutical industry's profitability; however, volume gains could offset much of the lost revenue due to lower prices. Medicare beneficiaries with inadequate or no drug coverage tend not to fill prescriptions. With a 40% price discount, the one-third with no coverage would increase their consumption by 45%, and the two-thirds with some coverage would increase their drug purchases by 10%.  This increased spending reduces lost revenues that might otherwise result from a 40% price drop. The upshot is that without adjusting for volume increases, industry revenues would decline by 5.9%. However, after adjusting for volume increases, the net drop in sales revenue is only 3.3%
.

In addition, Merck should try to extend patent life (e.g. pharma companies can extend patent life by applying to FDA for a new indication for its existing drug).  This action will give innovative companies like Merck more time to recover R&D investments and will increase the incentives of manufacturers to invest in new drugs.

Defensive Media Strategy

Since this is an industry wide issue, Merck can leverage the coalition to address media coverage.  At the same time, based on the media analysis, Merck needs to be prepared as an individual company because it is an excellent target for media coverage.  Merck needs to communicate all the benefits the company provides to the U.S. society.  The company needs to highlight its continuous efforts to find better drugs to cure fatal diseases such as AIDS and cancer.  Several media spots could highlight individual testimonials from patients whose lives were saved by innovative drugs that reached the market quickly.

Change in the Institutional Arena

As a final mechanism, if the main components of the strategy are not effective, the members of the coalition can go to Court to pursue the commerce and competitive arguments
.  Price regulations at the state level would violate interstate commerce laws and will affect the dynamics of the pharmaceutical industry.  There is enough competition from generic products and between competitors to leave the market the responsibility to regulate the industry.  As in the case of the Airlines industry, regulation could have more negative implications than positive implications for the welfare of the U.S. people.
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