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David Gates, Ph.D.
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11OCT03 – 8NOV03

Location of Course:
Rm 105 - NAB



    

Course Description:

Overview of the technology, business model, regulatory environment, operations, and social implications of biotechnology. 
Outcomes:
Upon completion of this course, students should be able to:
· Appreciate the main functional agendas and interactions of the Biotechnology business 

· Be conversant in the main scientific disciplines that biotechnology utilizes

· Understand the fundamentals of FDA regulatory requirements

· Understand the interfaces with other technology and society in general 

Major Course Topics:

· Underlying Technology and current trends

· Intellectual Property and Business Development

· Regulatory Issues

· Business Operations

· Societal impact

Required Texts: None

Contact Information:

Office Hours: Before and after class
Telephone:  410-583-9719
Email: dwgates@aol.com
Address: Center for Healthcare Management Studies, Suite 2208, Dickinson Hall, Fairleigh Dickinson University, 1000 River Rd., Teaneck, NJ 07666
Course Agenda:

Date:


11OCT03

Class topics:

Introduction




“Molecular Biology 101”-Underlying science




Current Technological Trends
Readings: 



Note: a list of supplemental readings will be made available on-line.  The purpose of these is to give  perspective and expand on the lectures; however testing will be based solely on lecture material.

Date:


18OCT03

Class topics:

Intellectual Property




Finance




Business Development
Date:


25OCT03

Class topics:

EXAM

Regulatory Overview




Pre-Market Issues




Post-Market Issues
Date:


1NOV03

Class topics:

Design Transfer




Manufacturing




Logistics
Date:


8NOV03

Class topics:

EXAM

Public relations and ethical issues


Business Plan Presentation

Grading Criteria:

Examination:  

40% Quantitative Exam of Modules 1 & 2




40% Quantitative Exam of Modules 3 & 4

Paper: 


10% Business Plan and 10% Class Contribution

Primary Assignments:

Quantitative Exams:  Two multiple choice and short answer exams of module topics.  Semi-curved grading, i.e., grade assignments will be based on 90-100=A, 80-90 = B etc., however there will be some latitude for expanding or contracting cut-offs based on class average.

Business Plan: Short presentation and submission of Business Plan based on assigned technical scenario and utilizing provided outline.  Demonstration of understanding and incorporation of main points of  the course.

Attendance Policy:

Class attendance and student participation are essential to successful completion of the course. Absenteeism and or/repeated tardiness will impact negatively on student performance and evaluation. 

Incompletes:

Students have a responsibility for completing all class work on time. They also have an added responsibility to notify the instructor of circumstances preventing them from completing any course requirements on time. In unusual, exceptional or emergency circumstances, when a student cannot complete course requirements on time, a grade of “I” may be assigned at the discretion of the instruction after consultation with the student. The grade of “I” therefore is not a substitute for a letter grade. It is expected that the student will make every effort to complete the course requirements in accordance with the timetable agreed upon during consultation with the instructor. Under University policy, if for any reason the requirements for the course have not been satisfied by the third week of the following academic semester, the Registrar will automatically change the “I” into an “F” - which will be factored into the student’s cumulative grade point average. 

Academic Integrity:

For purposes of this and every course, students should be particularly careful to avoid plagiarism, falsification, compliance, and multiple submissions. University policy and clear ethical principles will be directly invoked if reason for suspicion should arise concerning a student's academic integrity. 

