Human Subjects Research, Law and Ethics

Professor Leslie Wolf

Spring 2010
Mondays and Wednesdays, 2:45 – 4:00 PM

Office:  Urban Life 435
Email: lwolf@gsu.edu

Phone: (404) 413-9164

Course Description and Syllabus

This class examines legal and ethical considerations in research with human subjects. We will explore in detail the ethical and regulatory framework that governs human subjects research in the United States, including the historical basis that led to the adoption of the regulations, how that history shaped the current regulations, and how new technologies, such as genetic technologies and stem cell research, challenge the regulatory framework. The class will explore, together and in students’ individual research projects, the role of the law in shaping scientific norms and policy, both through litigation and through regulation.

As we approach the end of the semester, the class will be devoted to formal presentations of each student’s research project. Students will assign readings they've chosen from their bibliographies, and will be given free rein to present their research on their chosen subjects.  Potential paper topics are suggested below.  Topics other than those suggested may be approved only if such topics directly relate to the subject of the course and you have done enough preliminary research on the topic so that it is clear that there is enough research/legal depth for a final paper.  Ideally, this course will bridge the practical and the theoretical, promoting constructive analysis of the chosen topic.

COURSE REQUIREMENTS:

A. In preparation for writing a research paper, each student will be required to submit the following during the semester: 

1) A topic statement, brief outline and preliminary bibliography — Due via email at 9 AM on Wednesday 1/27.
2) An extended outline — Due via email at 9 AM on Wednesday, 2/17
3) A draft of at least one major section of the paper (full draft if for writing requirement) — Due via email at 9 AM on Wednesday 3/17. 

4) Final paper — Due last day of class (4/26) via email at 9 AM

B. In preparation for making a formal presentation of your research project, you will select and submit readings for the class. These must be delivered to me, electronically or in hard copy, one week prior to your scheduled presentation. 

ATTENDANCE POLICY:
You will be a member of a learning community that depends upon each member to be fully prepared (particularly given small class size).  Accordingly, I will take attendance and participation into consideration in determining your final grade.  All absences must be excused. 

METHOD OF EVALUATION: Your final grade will be determined based the following factors
Paper- 60% of Final Grade: Approximately 25 pages, Times New Roman, 12 point font, 1 inch margins, double spaced.  The final paper is due for all students on the last day of class at 9 AM. 

Class Presentation - 20% of Final Grade:

Students will conduct a class presentation on the subject of their paper. In the course of the presentation, they will be required to teach the class the substantive law in that area. 
Class Participation – 20% of Final Grade:  In addition, standard weekly preparation includes the baseline assumption that students will have read the assigned materials and will be prepared to participate accordingly. 

OFFICE HOURS: Mondays and Wednesdays, 1:30 – 2:30 and by appointment

READINGS:

The following is the preliminary syllabus, which is subject to change.  I will notify you of any changes in class and via email.  In addition, a revised syllabus will be posted on the class web-site.  Unless otherwise noted, readings will be from the assigned text, The Ethics and Regulation of Research with Human Subjects, (Coleman, et al). 

Week One: Introduction to Human Subjects Research 

Monday, January 11:  Overview 


Reading:  None

Wednesday, January 13:  The History of Human Subjects Research



Reading: (Chapter 1, pp. 1-48)

Week Two: History of Human Subjects Research Oversight 


Monday, January 18:  Martin Luther King, Jr. Day; No Class 


Wednesday, January 20:  Scandals and Response 

Reading:  The Belmont Report, Appendix F1-F11, Chapter 2, pp. 51-56, 45 C.F.R. § 46, Appendix A1-A-17 (focus on §§ 101, 102, 111, 116 & 117)

Week Three: Challenges in Research Oversight

Monday, January 25:  Library presentation on interdisciplinary research/The Federal
 Regulations and IRBs

Reading:  45 C.F.R. § 46 (focus on §§ 107, 108, 109, & 110), Chapter 4, pp. 169-195. Chapter 2, pp. 57-61
**Wednesday, January 27:  Changing Nature of Research and Conflicts of Interest


Reading:  Chapter 2, pp. 65-67, Chapter 5, pp. 207-242

**Topic statement and brief bibliography due at 9 am today via email; schedule individual meetings with professor for Monday, February 1
Week Four:  Protocol review:  Respect for Persons
Monday, February 1:  Individual student meetings regarding paper topic; No class
Wednesday, February 3:  Informed Consent 

Reading:  Chapter 7, pp. 297 –318
Week Five:  Protocol review:  Respect for Persons/Beneficence
Monday, February 8: Informed Consent (con’t)


Reading:  p. 327-369
Wednesday, February 10:  Risk-Benefit Assessment



Reading: Chapter 6, pp. 245-296

Week Six:  Protocol review:  Beneficence/Justice

Monday, February 15:  Clinical Research in the Contemporary Era



Reading:  Chapter 2, pp. 87-103, additional readings TBA

**Wednesday, February 17: Inclusion of Women and Minorities 



Reading:  Chapter 9, pp. 409-442

**Extended outline due at 9 am today via email—outline should include bibliography/citations; schedule individual meetings for week of February 22.
**Week Seven: Individual Meetings with Professor re paper outlines

Monday, February 22: Individual meetings; No Class

Wednesday, February 23: Individual meetings; No Class
REMAINDER OF SYLLABUS TBD BASED ON PAPER/PRESENTATION TOPICS

POTENTIAL RESEARCH TOPICS

Research involving vulnerable populations

· Research involving mentally impaired subjects
· Research involving elderly subjects

· Pediatric research

· Research involving children

· Research involving economically vulnerable populations

· Research in developing countries

Oversight system

· Use of centralized IRBs

· Review of social-behavioral research

· Quality improvement “research”

· Conflicts of interest

· Liability of IRBs

· Confidentiality

· Impact of HIPAA

· Continuing review of research

Research methods

· The use of placebos in clinical trials
· Advertising and clinical research
· Payment of research participants

· Deception in research

· Community-based participatory research
Special research topics
· Trauma research 

· Research in wartime

· HIV vaccine development
· Stem cell research
· Emergency research
· Surgical research
· Disclosing research results

· Incidental findings

· Access to experimental treatment

· Neuroimaging research

· Nanotechnology research

