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Overview
	A comprehensive review of the dominant trends and critical issues that shape today’s bio-pharmaceutical companies and the industry itself. This course provides an overall look at the bio-pharmaceutical industry, its structure, and trends and issues that have driven it in the recent past, are affecting it now, and are likely to change it in the future.


	 


Pedagogy

	The course will employ lectures notes, assigned readings, case analyses, individual homework assignments, and a final project.  Each student will analyze key industry reports and case studies involving pharmaceutical companies.  The final project will be a report concerning the application of technology to address the strategic business issues, challenges, or opportunities discussed in the course.


	


Introduction to Course

	Historically, pharmaceutical companies prospered by successfully discovering, developing, manufacturing, and then marketing their products.  With the pharmaceutical industry in a state of flux, these companies are being challenged by dynamic shifts in the market.  Major areas of concern include R&D pipelines and technologies, regulatory emphasis, e-business, supply chain management, pricing and parallel trade pressures, and demands from consumers and other stakeholders.  In response to these forces, pharmaceutical companies are changing their business models -- merging with others, outsourcing or divesting non-core functions, in-licensing and out-licensing products, creating strategic partnerships and alliances, investing in biotechnology, and better focusing R&D, manufacturing, distribution, and marketing.  Information technology is vital to these strategic changes.


	


Learning Goals

	After taking this course, the student will be able to:

1. Describe the basic structure of the pharmaceutical industry

2. Explain the business forces shaping the industry

3. Evaluate the impact of important trends and issues on pharmaceutical companies

4. Analyze the strengths, weaknesses, opportunities, and threats of a pharmaceutical company

5. Identify a business issue, challenge, or opportunity facing the industry, evaluate possible information technology solutions, and show how technology can be used to support business success.



	


Required Readings

	Textbook: John J. Campbell, Understanding Pharma: The Professional Guide to How Pharmaceutical and Biotech Companies Really Work, 2nd Edition, Pharmaceutical Institute, Raleigh, NC 27615, 2008, ISBN: 978-0976-30963-5.

A Compendium of Recent Articles – MIS 671 & MGT 686 (provided on website)



Assignments

	The course emphasizes discussion and analysis of the lectures, readings, and topical articles.

· Company Data Assignment 

· Regulatory Compliance Research or Interview
· Company Project:  Select one of the Top 50 Pharmaceutical Companies and perform the necessary research to present a review of the company in specified areas.

· Technology Research or Interview 

· Technology Solution Project:   Select one of the business issues, challenges, or opportunities discussed in the course and perform the necessary research to describe how the pharmaceutical industry or an individual company is using technology to address the topic.

Class Participation:  To enhance the learning experience, all students are expected to respond to lecture question sets and participate in topical discussion forums.


	

	Grading
	Grade Percent

	Company data assignment
	10%

	Regulatory compliance research or interview
	10%

	Company project
	30%

	IT management research or interview
	10%

	Technology solution project
	25%

	Class participation

10 %
	15 %


Ethical Conduct

	The following statement is printed in the Stevens Graduate Catalog and applies to all students taking Stevens courses.

“Cheating during in-class tests or take-home examinations or homework is, of course, illegal and immoral.  A Graduate Academic Evaluation Board exists to investigate academic improprieties, conduct hearings, and determine any necessary actions.  The term ‘academic impropriety’ is meant to include, but is not limited to, cheating on homework, during in-class or take home examinations and plagiarism.”

Consequences of academic impropriety are severe, ranging from receiving an “F” in a course, to a warning from the Dean of the Graduate School, which becomes a part of the permanent student record, to expulsion.

Consistent with the above statements, all homework exercises, tests and exams MUST contain the following signed statement before they can be accepted for grading. ____________________________________________________________________ 

I pledge on my honor that I have not given or received any unauthorized assistance on this assignment/examination. I further pledge that I have not copied any material from a book, article, the Internet or any other source except where I have expressly cited the source.

Signature ________________



Date: _____________

Please note that assignments in this class may be submitted to www.turnitin.com, a web-based anti-plagiarism system, for an evaluation of their originality. 




Course Schedule 

	Lecture
	Title
	Topics
	Assignment Due

	1


	Course Overview
	Introduction

Objectives

Learning goals

Outline

Resources

Assignments

Grading


	

	2


	Industry Overview 
	Life Sciences sectors

History / evolution

Value / benefits

Business models

Industry data 

Inside a pharma company

Company data


	Review company data and glean 3 surprising facts and develop 2 inferences or analyses



	3


	Recent Trends, Issues & Strategies
	Industry forces

Cost containment

Pipeline

Challenges


	

	4


	Regulatory Compliance
	FDA

Regulatory & QA departments

Company approaches

Validation

Electronic Records & Signatures


	Document results of an interview with a regulatory compliance manager or research the challenges associated with the role

 

	5


	New Drug Development
	Drug approval process

Issues

Clinical trials

Collaboration

Biotech

Genomics


	Identify company project choice




	Lecture
	Title
	Topics
	Assignment Due

	6


	Manufacturing, Logistics, & Supply Chain
	Manufacturing

Distribution

Supply Chain Management.

Issues


	

	7


	Marketing
	Marketing

Branding

Pricing

Promotion tactics

Regulations


	

	8


	Sales
	Regulations

Sales

CRM

	

	9
	Company 

Project

Review


	Company

Project

Discussions
	Submit company project paper

	10


	Information Technology
	Overview

ERP systems

IT security

Information management


	Document results of  an interview with an IT manager or research the challenges associated with the role

Submit technology solution project abstract



	11


	Industry Strategies
	Big picture issues

Product life cycle management

Patent strategies

Generics

Rx-to-OTC switch 

Political issues

Business models


	


	Lecture
	Title
	Topics
	Assignment Due

	12


	E-Pharma => Pharma.com
	E-Pharma

R&D

Marketing & Sales

Online Health Care


	

	13


	Future Trends


	Pharma future

Future vision

Near-term forecast

Pharma 2020


	Submit  technology solution project paper


6

