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Course Description:
This course describes the governmental framework within which pharmacy is practiced. The legal and ethical basis of pharmacy practice is emphasized. Best pharmacy practices and managed care approaches are presented and discussed. 

General (Educational) Objectives:

1. 
Describe the structure and operation of American law and the American legal system.

2. 
Discuss federal regulation of medication development, production and marketing.

3.
Describe federal regulation of medication dispensing.

4. 
Describe the closed system of controlled substance distribution.

5. 
Explain the legal rules relating to controlled substance prescribing and dispensing.

6. 
Evaluate the implications of federal laws for contemporary pharmacy practice.

7. 
Discuss the impact of managed care on pharmacists’ legal and ethical responsibilities.
8. 
Describe state regulation of pharmacy practice.

9. 
Discuss pharmacist malpractice liability.

10. 
Discuss appropriate risk management strategies for pharmacy practice.
11. 
Discuss legal issues with ethical implications.

12. 
Describe the normative principles in the ethical tradition of pharmacy.

13. 
Discuss the process through which normative principles are applied to resolve ethical dilemmas in pharmacy.

14. 
Describe what it means to be a responsible, virtuous and caring pharmacist.

Specific (Behavioral) Objectives:
Cognitive Objectives
Upon successful completion of the course, the student will be able to --

1.
Describe the traditional market failures that justify government regulation of pharmaceutical products and services.

2.
Describe the four “tiers” of drug risk evaluation and regulation.

3.
Distinguish between state paternalism and personal paternalism, and describe each concept.

4.
List the significant events that have occurred in the history of drug regulation and pharmacy law during the 20th Century, and explain how each event is an example of either “direct regulation” or “indirect regulation.”
5.
Explain the implications of the dispensing “exemption” from otherwise relevant misbranding provisions of the Food Drug and Cosmetic Act.

6.
Discuss the distinction between “manufacturing” and “compounding” under relevant pharmacy laws.

7.
Describe the significance of official drug labeling.

8.
Explain the challenge faced by regulators who must restrict availability of unreasonably harmful drugs, but not restrict availability of beneficial drugs.

9.
Explain the standards for approval of innovator and generic new drugs.

10.
Explain the challenge faced by pharmacists who must restrict illicit access to controlled substances, but not restrict availability of controlled substances for those who have a legitimate medical need.

11.
Discuss the implications for pharmacy practice of the prospective and retrospective drug use review provisions mandated under the OBRA-90 legislation.
12.
Explain, and distinguish, “thing responsibility” and “agent responsibility.”
13.
Explain, and distinguish, the following four types of error: technical, judgmental, normative and quasi-normative.

14.
Explain how pharmaceutical outcomes regulation differs from the traditional pharmaceutical regulation that focuses on structure and process.
15.
Discuss the basic rationale that justifies professional licensure of pharmacists.

16.
Explain the legal basis of pharmaceutical care, with its foundation in the power model of pharmacist responsibility.
17.
Describe an effective risk management strategy for community and institutional pharmacy practice.
18.
Discuss an individual pharmacist’s rights and duties within the employer-employee relationship.

19.
Discuss how a virtuous organization may promote individual virtue; and how a corrupt organization may promote individual corruption.

20.
Explain the responsibilities of researchers who experiment with human subjects.

21.  Describe the patient’s right of confidentiality with regard to pharmacy records.

22.
Discuss the legal and ethical basis of a conscientious objection by a pharmacist or other health care professional.

23.
Explain the difference between a legal right and an ethical right.

24.  Discuss the meaning of professional characteristics such as altruism, honesty, candor, competence, diligence, loyalty, discretion, tenacity and self-discipline.

25.  Describe how professional character and virtue may lead a pharmacist to behave in ways that further professional competence and/or enable a pharmacist to carry out professional work.

26.
Discuss how the expectations for right actions of pharmacists might differ if one assumes that the pharmacist=s role is that of a business person as opposed to that of a health care professional.

27.  Discuss how the concept of role is used to explore the special duties owed to others based on the normative principles in the ethical tradition of pharmacy.

28.
Distinguish between the concept of “blind trust” and that of “earned trust.”
Skill Objectives
Upon successful completion of this course, a student will be able to --

1.
Accurately process medication orders, monitor drug therapy, and counsel patients, consistent with applicable legal mandates.

2.
Properly use technicians and other supportive personnel in the practice of pharmacy.

3.
Develop and implement an effective system of medication order processing, designed to reduce medication errors and the resulting exposure to legal liability.
4.
Develop and implement an effective system of risk management designed to reduce medication errors and the resulting exposure to legal liability.

5.
Develop and implement an effective system of drug therapy monitoring designed to promote beneficial outcomes from drug therapy and reduce exposure to legal liability.
6.
Interact verbally with patients, caregivers, health care providers and others, in a way that is sensitive to risk management concerns.
7.
Document patient care activities in a way that is sensitive to risk management concerns.
8.
Locate relevant statutes and regulations, and interpret their meaning within a pharmacy practice context.

9.
Locate legal cases, and evaluate their rationale and implications for pharmacy practice.

10.
Satisfactorily resolve a moral problem by gathering the relevant facts, identifying significant values, generating available options, and justifying a selected option.

Attitudinal Objectives
The course will address the cognitive bases of selected attitudes and values, in order to encourage the student to develop --

1.
Willingness to accept responsibility for the outcomes of drug therapy.

2.
Respect for patients as autonomous individuals.

3.
Appreciation for the significant role pharmacists play under the law in the promotion of benefi​cial outcomes for patients.

4.
Concern for the protection of legally recognized patient rights.

5.
Virtues essential to the ethical practice of pharmacy.

Teaching Methods
1.   Internet-based lectures.

2.   Viewing of commercial videos as homework.

3.   Background readings.

4.
In class discussions.

5.
Critical thinking with regard to assigned readings.

7.
Integration with materials from other courses.

Text Books
Feinberg, Pharmacy Law, ISBN 978-0-07-148635-4
Hepler and Segal, Preventing Medication Errors and Improving Drug Therapy Outcomes

Evaluation Techniques
1.
Exams (25% each, 100% of total grade collectively)

2. 
Class Attendance (lose one percentage point for each unexcused absence from class).

Academic Honesty
Cheating is a very serious matter, and it will not be taken lightly in this course.  Any unauthorized use of resources other than your own recollection and reasoning ability on an exam is cheating.  All cheating will result in failure of the course and will be reported to the associate dean for academic affairs.  

Attendance Policy
You are required to attend class.  Any student who misses class and who is not excused will lose one percentage point on the final grade.  In other words, a student who misses 6 classes without excuse will be eligible for no more than 94% as a final grade percentage, even if all points on the exams are earned by the student.  Physical presence in class while studying material from another course does not count as class attendance.  Physical presence without preparation for class, as demonstrated by unfamiliarity with assignments for class, will not count as class attendance.   Excuses from class will be given only via email, from either the professor or the teaching assistants.  Please do not request an excuse from class in any manner other than email.  And please print off a copy of the reply you receive from either the professors or the teaching assistant, indicating that the excused absence has been granted.  Attendance will be taken every day.  

Grading Summary
Exam I


90 points

Exam II


90 points
Exam III

90 points
Final Exam

90points
Total
          360 points

91%-100%
A

86%-90%
B+

81%-85%
B

76%-80%
C+

70%-75%
C

66%-69%
D+

60%-65%
D

<60%
E

Accommodation for Students with Disabilities
Students requesting classroom accommodations must first register with the Dean of Students Office.  The Dean of Students Office will provide documentation to the student who must then provide this docu​mentation to the professor when requesting accommodation.  All such requests should be presented to the professor at the beginning of the semester.

Evaluation of Course and Instructors
Course and instructor evaluations are requirements for the successful completion of this course. Course and instructor evaluations must be completed, just as exams, papers, and assignments must be completed for you to receive credit for this course and all other courses in the College of Pharmacy. If you do not complete all required course and instructor evaluations by the last day of classes, you will receive an "I" or an incomplete grade for the semester because you have not completed all of the course requirements.  See the College of Pharmacy Student/Faculty handbook and the UF undergraduate catalog in the Aca​demic Regulations Section (Page 44) regarding policies and procedures for the conversion of "I" grades.
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Fall, 2008 Schedule

	Date
	Topic
	Class Date
	Responsible Faculty
	Textbook Homework Assignment
	Video Homework Assignment
	Case Study

	Aug 25-31
	Intro to Course
	Aug 27
	Brushwood
	Chapters 1-2
	-Law, Public Policy, Ethics

-Legislating Morality
	None

	Sept 1-7
	FDCA
	Sept 3
	Brushwood
	Chapters 3-5, 7-8
	-Reducing Risks

-Potions or Poisons
	I

	Sept 8-14
	FDCA
	Sept 10
	Brushwood
	Chapters 9-11
	-Labeling Requirements

-Elixir of Death
	II

	Sept 15-21
	FDCA
	Sept 17
	Brushwood
	Chapters 12-13
	-Dangerous Prescription
	III

	Sept 22
	
	Exam I
	
	
	
	

	Sept 22-28
	Ethics
	Sept 24
	Smith
	
	-Intro to Pharmacy Ethics

-Case Studies in Pharmacy Ethics
	IV

	Sept 29-Oct 5
	CSA
	Oct 1
	Brushwood
	Chapter 14
	-The Closed System

-Addicted to OxyContin
	V

	Oct 6-12
	CSA
	Oct 8
	Brushwood
	Chapters 15-18
	-Central Principle of Balance

-Collateral Damage
	VI

	Oct 13
	
	Exam II
	
	
	
	

	Oct 13-19
	Pharmacy Practice
	Oct 15
	Smith
	Chapters 19-21, 24
	-Principles of Legal Liability
	VII

	Oct 20-26
	Fl Pharmacy Act
	Oct 22


	Brushwood
	Chapters 6, 22

Florida Statutes (Posted)
	-The Role of Legislatures, Adm Agencies, Chief Exec
	VIII

	Oct 27-Nov 2
	Fl Board of Pharmacy Rules
	Oct29


	Brushwood
	Florida Administrative Rules (Posted)
	-Licensure as Assurance of Competence
	IX

	Nov 3
	
	Exam III
	
	
	
	

	Nov 3-9
	
	Nov 5
	Segal
	
	
	X

	Nov 10-16
	
	Nov 12
	Segal
	
	
	XI

	Nov 17-21
	
	Nov 19
	Segal
	
	
	XII

	Dec 1-7
	
	Dec 3
	Segal
	
	
	XIII

	Assigned Time
	
	Final Exam
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