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Professor Avi Dor 
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Weatherhead School of Management

Case Western Reserve University
Course mission: 

The global pharmaceutical industry is one of the most profitable and fast growing industries. In 2002 global sales topped $400 billion. The North American market which accounts for half of global sales is growing at a 12% annual rate. While the industry is dominated by a few large firms, smaller biotech startups are offering rapid innovation and new product development. 

In this course we will gain an understanding of policy, strategy, and management issues governing the industry.  In addition to examining how pharmaceutical companies respond to competitive pressures, we will explore the role of government regulation of the development process, the role of insurance as a demand-driver.  Topics were chosen to be of benefit to those seeking to enter the industry, as well as those wishing to gain a general familiarity in general or with a view to consulting. 
Course format: 

The course is intended to be highly interactive. The instructor will provide an 

introductory and summary lectures and on week 1 and week 14;  In between the instructor will provide brief presentations of technical concepts needed to formulate analytical thinking, at the beginning of each session. Otherwise students are expected to come to class prepared after having reviewed the materials. Each week, students will make brief presentation of one side of the issue (pharmaceutical firm vs insurer, best firm strategy vs best social/economic policy, etc). This will be followed by class discussion with the instructor acting as facilitator of class discussion. 
Course Requirements: 

There are no exams in this course. In addition to weekly discussions and rotating presentations, students will be required to hand in two major assignments: 

A. Expert Witness team presentation and report (group assignment)  --see week 8. 

B. Term Paper (individual assignment) – A term paper offering a review of structure and strategic issues for one of the following settings: i. A selected country (non-U.S.), either an emerging market or established market; ii. A selected pharmaceutical firm. iii. A selected Pharmaceutical Benefit Manager (PBM) or similar insurer-based market participant.  Student will present key ideas of their work, as it evolves (mostly, week 13).  
C. Class participation: 

Discussions of issues/controversies presented in the syllabus 
Students may argue “For” or “Against” any particular topic of discussion based on the Business Perspective or Social/Consumer Perspective.

ECON 424: Pharma and Strategy  & Strategy

Course Schedule, Fall 2005
(2006 not yet available)
Wednesdays: 3:30 – 5:30

	
	Week #
	Overview

	August       31 
	1
	Overview of the U.S. and Global Pharmaceutical Industries  

	September   7
	2
	Overview of  Insurance in the Market for Prescription Drugs: PBMs and Copay 

	September 14
	3
	Private Insurance: Multi-tier Copayments (include moral hazard)/ Merck-Medco Case*

	
	
	Insurance 



	September  21
	4
	A. Medicare & Prescription Drug Benefits;   B. Copayments and “Compliance”.    

	September  28
	5
	Guest Speaker, James Modrali, Director of Corporate Strategy, Eli Lilly Pharmaceuticals:

Issues in Corporate Strategy

	
	
	Pricing & Product Development



	October        5
	6
	R & D: Product innovation and investment  



	October      12
	7
	 (Yom Kippur – No Class) 

	
	
	Product Markets



	October      19
	8
	Student Expert Witness  Case Wyeth/Estrogen  (Insurance-related). 

	October      26
	9
	Pfizer Team , with John Main, Director of Clinical Education, Area 6:
 “From Molecules to Medicine”

	November    2
	10
	R & D , Product Launch (Novo Nordisk Case*) + CAPM  Spreadsheet Exercise. 

	November    9
	11
	Advertising  (The Claritin Case)  OR: 

Price Discrimination and Parallel Trade: Drug importation from Canada

	
	
	Pharmaceuticals and Economic Development 


	November 16
	12
	New Issues in Pharmaceutical Advertising and “Process” Patenting

Guest Speaker:  Dr. Naleema Kale, ProEd Communications, Inc.®

	November 23
	13
	Cipla Case: Pharmaceutical Economics & Patent Protection and HIV/AIDS in Developing Countries  (+ course evaluations)

	Nov   24 – 25
	
	Thanksgiving Break

	November 30
	14
	Biotech and Regional Economic Development: Sweden vs Ohio (BioEnterprise + Bo Calrson)

	December   7
	15
	Student Presentations: Independent Projects

Instructor wrap-up: Cost-Benefit Analysis  OR International Perspectives: Health Care Reform in a Transition Economy

	December 12
	
	Projects Due. 


1.  NOTE: DATES SUBJECT TO CHANGE, DUE TO POSSIBLE SCHEDULE CHANGES OF OUTSIDE SPEAKERS. FOLLOW BLACKBOARD COURSE SITE FOR ANNOUNCEMENTS.  
Grading: 


Class Participation: 


 
30% 


Witness Expert Team: 

a. Case Presentation


10%

b. Written report (memo format).  
25%

Term Paper (Groups): 


a  
Presentation



10%






b. 
Paper



. 
25%
Week 1
Overview of the U.S. and Global Pharmaceutical Industries: 
Instructor’s presentation: Expenditures patterns; Industry structure; Key players and companies; Role of the Food and Drug Administration (FDA).  
Readings
Bradley, S.P. and J. Weber. “The Pharmaceutical Industry: Challenges in the New Century” Harvard Business School, Note 9-703-489., July 2003. 
Kremer, “Pharmaceuticals and the Developing World.” J. Economic Perspectives, Fall 2002: 67-82:
Week 2
Insurance and Cost Sharing in Pharmaceutical Markets: 

The first part of the class will consist of a review of economics of insurance and ‘moral hazard issues’ by the instructor, followed by class discussion.  
Readings:
Encinosa, W.E. “Pharmacy Benefit Design Options Available to Employers” Expert Review of Pharmacoeconomics & Outcomes Research  2(4), 389-396 (2002)
Joyce G. et al. “Employer Drug benefit plans and spending on Prescription drugs” JAMA, 288(14):1733-1739  October 9, 2002 (Available in hard copy at Law Library)
Discussion:  

a. How high should we set copayment rates for prescription drugs? 

b. Should we define benefits with differential copays (generic vs non-generic, formulary vs non-formulary, etc.)  or uniform copays? 
Week 3
The Role and Scope of Social Insurance For Prescription Drugs
Readings: 

McClellan, M., ID Spatz and S. Carney (2000). “Designing A Medicare Prescription Drug Benefit: Issues, Obstacles, and Opportunities”. Health Affairs 19(2):26-41 Ref. Allen (Medical) Library.
Susan Emmer, JD and Laura Allendorf, MPA (2004) “The Medicare Prescription Drug, Improvement , and Modernization Act of 2003” JAGS 52: 1013-1015. Review: “Stabilizing & Strengthening Employer-Sponsored Health Coverage”
Discussion: 

a. Is it better to have universal coverage or targeted coverage (based on income and health)? 
b. What is the best way to extend insurance coverage for prescription drugs in social insurance schemes such as Medicare:  Let private plans in or keep ‘Single Payer’ format? 
c. What is the purpose in the so called ‘doughnut hole’ in the Medicare prescription drug plan? How will it affect demand for prescription drugs? 

Week 4
Guest Speaker, Pfizer Pharmaceuticals

Week 5
The Merck-medco Case – vertical integration in the pharmaceutical industry: HBS 9-598-091, Rev. May 29, 1998
Description:
Records the analyses and actions taken by Merck Pharmaceuticals in its acquisition of Medco, a channel intermediary (called "pharmacy benefit manager"). While many of its competitors seem to be faring poorly, Merck seems to have managed the Medco integration superbly. Teaching Purpose: To understand how channel strategies evolve with changes in industry environment.
Week 6
Price Differences or ‘Price  Discrimination’?: 
The first part of this class will be devoted to the instructor’s review of economic concepts of ‘market segmentation’ and ‘price discrimination’. 
Readings 
Schwietzer S.O. “Pharmaceutical Prices”. In Pharmaceutical Economics and Policy, Chapter 4. Oxford University Press,1997.
Brendt, E. Pharmaceuticals in US Health Care (2000): Determinants of Quality and Price, J. of Economic Perspective
Discussion: 
The U.S. market structure, with its higher prices for on-patent products and strong generic competition appears more favorable to innovation than markets elsewhere. On the other hand, high prices may lead many U.S. consumers to be excluded from the market, and it places a heavy burden on institutional purchasers (employers, state governments, private insurers. Given these conflicting concerns, should we allow direct importation of drugs from Canada into the U.S.? 

Week 7
Pricing for Prescription Drugs – A Global Perspective
In the first part of the class the instructor will review the types of pharmaceutical pricing policies and regulations, including reference pricing in the European Union.  

Readings: 
Schweitzer S.O., “Pricing Pharmaceutical in a World Environment”. In Pharmaceutical Economics and Policy, Chapter 6 Oxford University Press, 1997.
Danzon, PM and MF Furukawa. “Prices ad Availability of Pharmaceuticals: Evidence From Nine Countries” Health Affairs Web Exclusive, October 29, 2003. 

Kavanos P. and U. Reinhardt “Reference Pricing For Drugs: Is it Compatible with U.S. Health Care?” Health Affairs, 22(3):16-30, May/June 2003. 

Discussion question: 

Currently, there is no price regulation of pharmaceuticals products in the U.S. Extensive regulation raises concerns about creation of disincentives for research and development investments. However, many European countries have adopted reference pricing as a regulatory compromise. In your opinion, should the U.S. also adopt reference-pricing:
a. In private markets? 

b. In the Medicare-dominated market? 

Week 8
The Estrogen Case --- Be the expert Witness. 

 Description

Estrogen is a pharmaceutical product used to treat symptoms of menopause. The U.S. market for this drug is $800 million in annual sales. Wyeth-Ayrest laboratories enjoys a 97% market share, with its brand name Premarin drug. There is no generic substitute but a smaller Rival, Duramed has been trying to market a cheaper substitute, Cenestin. Duramed has brought a class action suite against Wyeth, claiming that Wyeth exercises monopoly power through exclusionary contracts with Pharmacy Benefit Managers (PBMs). Wyeth countered that its market position is due to PBMs preferences for higher quality products, as per industry practices (‘formularies’). 

Expert Issue: 

Were the actions undertaken by Wyeth inherently anti-competitive, or was the observed outcome for Premarin a legitimate response to market forces?  

In this session, the class will be split between two camps, arguing either side of the issues. A third group will evaluate the merits of the cases. 

In formulating your opinion, you will use concepts on pharmaceutical industry structure and pricing practices and on insurance/PBM principle and practices covered earlier in the course. Additional background research is encouraged.  The instructor will provide an update on the actual status of the case on Week 12. 

Week 9
R& D: Product Innovation and Launching New Drugs.
The first part of the class will consist of the instructor’s review of the FDA regulatory process for drug approval and clinical trials. 
Readings 
Grabowski H., J. Vernon J., and JA DiMasi (2002) “Returns on Research and Development for 1990s: New Drug Introductions” PharmacoEconomics 20(S3):11-29:
DiMasi JA, 2002. “The Value of Improving the Productivity of the Drug Development Process: Faster Times and Better Decisions” PharmacoEconomics, 20(S3):1-10

Discussion: 
a. What are the major impediments to faster market innovation and more rapid launching of new drugs (e.g., cost of capital, the FDA regulatory process, other?) and innovation. 

b. Should we really be concerned with launching new drugs any faster? 

Week  10
Novo Nordisk Case (B):–  Product Launch-Global Coordination
Description:
The FDA believed that Prandin was a very innovative drug that would provide the fast-growing number of Americans suffering from type II diabetes with a better and more convenient treatment for their health problems. For this reason, the FDA was willing to put Prandin application on the fast track which would allow Novo Nordisk to have the product registered (thus making it legal to sell) in a maximum of 6 months. The decision to schedule the initial worldwide launch of Prandin/Novonorm in the United States in an extremely short time frame was not easy at all.
Discussion: 

TBA

Week  11
Advertising and Prescription Drugs: Market Failure Or Market Success? 

Readings: 

Calfee, J.E. “The Role of Marketing in Pharmaceutical Research and Development: Review Article.” PharmacoEconomics, 20(S3), 2002, p. 77-85:

Hall S. “The Claritin Effect: Prescription for Profit”. New York Times Magazine , March 11, 2002. 
Discussion: 

Claritin is a well known and widely used over-the-counter (OTC) alergy drugs, but initially was a prescription drug. In 1997 FDA rules regarding direct-to-consumers (DTC) advertising were relaxed., and Schering-Plough poured $322 million into promoting claritin in all media outlets. 

a. based on the readings, was Schering-Plough successful in its investment and advertising strategy? (explain). 

b. What are some of the advantages and problems of OTC advertising from the prespective of the pharamaceutical firm? From the perspective of the consumer? 

Week 12.  
investment in biotechnology and the regional economy:  
Guest Visitor: Professor Bo Carlson, Department of Economics. 

Professor Carlson is a leading international expert on technological innovation. In his talk he will present a puzzle he uncovered in one of his multinational projects: Why is it that a country like Sweden and a region like Ohio, with similar GDPs exhibit much different expenditure rates on biotech R&D (Sweden’s in much higher)? 

He will lead a discussion, in which we will explore the disparities, try to understand what prevent Ohio from drawing more biotech activity, and try to come up with solutions and policies for Ohio’s dilemma. 
Readings: 
Carlsson, B. Technological Systems in the Bio Industries: Kluwer Academic Publishers, 2002: Chapter 4, 5:

Week 13
Developing Countries: Ethical Pricing versus  Paying for R & D:  

The Cipla Case (HBS-503—085): 
The head of Cipla, a $325 million dollar Indian pharmaceutical company and seller of low-cost AIDS drugs to South Africa, must decide what to do about Cipla's future. With India poised to enforce international patents in only two years, much of Cipla's product line could become unsaleable (given that it is based on product patents protected in industrialized countries). A key strategic issue, in light of its controversial success with AIDS drugs, is whether to continue undercutting high-cost but innovative Western rival with knockoffs of  AIDS drugs. 

Supplementary readings: 
Kremer, “Pharmaceuticals and the Developing World.” J. Economic Perspectives, Fall 2002: 67-82 (skim the rest for review from week 1).

Gow, “The HIV/Aids Epidemic in Africa: Implications for US Policy” Health Affairs, May/June 2002.
Discussion: 

Case: Describes Cipla's role in forcing global pharmaceutical companies to lower their prices for AIDS drugs. Evaluate how an individual leader of a small company can have a dramatic impact on a major global problem, how the design of property rights affects the market. 
General: Should Drug companies be required to lower prices for AIDS drugs in poor countries? Evaluate the advantages and risks involved with such a policy. 
Week 14
Independent Student Presentations of Projects. 
Week 15
Projects due/Instructor Wrap-Up. Cost Benefit Analysis Or international Perspectives: Health Care Reform in a Transition Economy.  

1	Topics in Course Packet follow syllabus in chronological order.





