
HBEHED 715: Ethical, Legal & Social Issues in Genomics & Health  
Credit Hours: 1.5 

Hours: Fridays, 12:00-1:30 pm 
Room 1750, SPH I 

 
Instructor:    Scott Roberts, PhD and multiple guest speakers 
Office:         Room 2834, SPH I  
Phone:            (734) 936-9854 
Fax:  (734) 763-7379 
E-mail:  jscottr@umich.edu 
Office hours:  Available by appointment 
 
COURSE INFORMATION 
Description: Genetics and genomics research are rapidly generating scientific 
discoveries, technological advances, and clinical applications, each with important 
implications for medicine and public health. In order for the promise of the “genomics 
revolution” to be achieved, however, numerous ethical, legal and social implications 
(ELSI) will need to be addressed. This weekly seminar will address a wide range of 
ELSI issues involved in the following areas: implementation of genetic screening 
and testing in medical, public health and direct-to-consumer contexts; ethics of genetics 
research, including challenges around informed consent, data privacy, and return of 
individual research results; and legal and policy options for the regulation of genetic 
testing, genomic research, and precision medicine. This seminar is a requirement for 
fellows in the NIH-funded University of Michigan ELSI Research Training Program. 
 
Course materials: All readings will be available on the course’s Canvas website. No 
books or coursepack are required for purchase. 
 
Pre-requisites: Enrollment in the course is by permission of instructor only. The course 
is designed for advanced students (graduate level or beyond) with prior interests and 
exposure to genomics and ELSI issues. The course is mandatory for predoctoral and 
postdoctoral fellows within the NIH-funded University of Michigan ELSI Research 
Training Program. It is anticipated that the course will also be of interest to selected 
students in U-M programs including the following: the dual degree program in genetic 
counseling & public health; the doctoral program in human genetics; the Science, 
Technology & Public Policy certificate program; and the SPH public health genetics 
certificate program. 
 
Course goals: The course is designed to help students: 1) Gain awareness of and 
appreciation for a variety of ethical, legal, and social issues raised by developments in 
genomic science; 2) learn about methodological skills involved in the conduct of ELSI 
research and communication about genomics research and applications; and 3) 
enhance their professional development through written and oral assignments, critical 
review of scientific literature, and networking with faculty and peers with mutual interests 
in genomics and ELSI issues.  
 



Competencies: This course is designed to address the following competencies as 
defined by the Council for Education on Public Health (CEPH). 
 
Foundational Learning Objectives 
1. Explain public health history, philosophy and values  
3. Explain the role of quantitative and qualitative methods and sciences in describing 
and assessing a population’s health.  
8. Explain biological and genetic factors that affect a population’s health  
 
Foundational Competencies 
12. Discuss multiple dimensions of the policy-making process, including the roles of 
ethics and evidence  
19. Communicate audience-appropriate public health content, both in writing and 
through oral presentation  
 
Course requirements: 
1) Class participation (30%). Students will be expected to regularly attend class 
(attendance will be monitored), complete assigned readings, and actively participate in 
class discussions. 
 
2) Written responses to course materials (50%). Students are expected to engage in 
consideration of course topics through weekly written responses (~500 words) 
submitted via the Canvas course website. Students will be required to respond ahead of 
class sessions to assigned course readings and corresponding discussion questions 
posed by the instructor or guest speaker. 
 
3) Final presentation (20%). Students will give an oral presentation at semester’s end on 
an ELSI topic of their choosing. The NIH ELSI fellows will present on their research in 
progress, while other students in the class will present on a “hot topic” of interest not 
covered in the rest of the course. 
 
Based on the above requirements, students will receive a course grade of either 
Satisfactory (S) or Unsatisfactory (U).  
 
CLASS POLICIES, PRINCIPLES, & RESOURCES	
Policy on use of electronic devices: Use of personal cell phones during class is 
prohibited. Laptop computers and tablets may be used with the instructor’s permission 
for course-related purposes (e.g., note taking, accessing course website and readings), 
but their use should be limited to avoid potential distractions (e.g., personal messaging, 
web surfing) and to promote student engagement in class discussion. 
 
Academic integrity: The faculty and staff of the School of Public Health believe that 
the conduct of a student registered or taking courses in the School should be 
consistent with that of a professional person. Students should show courtesy, honesty, 
and respect toward faculty members, guest lecturers, administrative support staff, 
community partners, and fellow students.  Similarly, students should expect faculty to 



treat them fairly, showing respect for their ideas and opinions and striving to help them 
achieve maximum benefits from their experience in the School. 
 
Student academic misconduct refers to behavior that may include plagiarism, 
cheating, fabrication, falsification of records or official documents, intentional misuse 
of equipment or materials (including library materials), and aiding and abetting the 
perpetration of such acts.  Please visit https://sph.umich.edu/student-resources/mph-
mhsa.html	for the full SPH Code of Academic Integrity and further definition of these 
terms. 	
 
Student well-being: SPH faculty and staff believe it is important to support the physical 
and emotional well-being of our students. If you have a physical or mental health issue 
that is affecting your performance or participation in any course, and/or if you need help 
connecting with University services, please contact the instructor or the Office of 
Academic Affairs. Please visit https://sph.umich.edu/student-life/wellness.html for more 
information. 
 
Student accommodations: Students should speak with their instructors before or 
during the first week of classes regarding any special needs. Students can also visit the 
Office of Academic Affairs for assistance in coordinating communications around 
accommodations. Students seeking academic accommodations should register with 
Services for Students with Disabilities (SSD). SSD arranges reasonable and appropriate 
academic accommodations for students with disabilities. Please visit 
https://ssd.umich.edu/accommodations for more information on student 
accommodations. 
 
Students who expect to miss classes, examinations, or other assignments as a 
consequence of their religious observance shall be provided with a reasonable 
alternative opportunity to complete such academic responsibilities. It is the obligation of 
students to provide faculty with reasonable notice of the dates of religious holidays on 
which they will be absent. Please visit the UM Provost website at 
http://www.provost.umich.edu/calendar/	for the complete University policy. 
	
Diversity, equity, and inclusion (DEI): The University of Michigan School of Public 
Health seeks to create and disseminate knowledge, with the aim of preventing disease 
and promoting the health of populations worldwide. We commit to create an environment 
to foster relationships within and beyond the School of Public Health that promote 
community connection. Utilizing the institutional civility code we will promote the values 
of diversity, equity, and inclusion, both inside and outside our classrooms. To this end, 
SPH upholds the expectations that all course participants will acknowledge diverse 
experiences in the classroom, create environments that encourage equitable classroom 
participation, and ensure that students and faculty abide by UM policies and procedures. 
 
	 	



COURSE SCHEDULE 
 
Date Topic Instructor 
September 6 Introduction to the Course 

 
Roberts 

September 13 Service Delivery Challenges & Opportunities in Genetic 
Education & Counseling 
 

Yashar 

September 20 Ethical & Practical Issues in Predictive Genetic Testing 
 

Uhlmann 

September 27 Assessing the Psychosocial Impact of Disclosing 
Genetic Risk Information 
 

Roberts 

October 4 When, Why, and How to Return Individual (Genomic) 
Test Results to Research Participants 
 

Zikmund-
Fisher 

October 11 Patent Politics in a Genomic Age Parthasarathy 
 

October 18 Community Engagement in Genomics Education & 
Research 

Citrin 

October 25 The Role of Cost-Effectiveness in the Expansion of 
Newborn Screening 

DeLuca 

November 1 Ethical Dilemmas of Sickle Cell Disease 
 

Creary 

November 8 4th Annual ELSI-Learning Health Sciences Symposium 
 

N/A 

November 15 Regulatory Policy for Research Using Human Genomic 
Data and Biospecimens 
 

Spector-
Bagdady 

November 22 Final Presentations 
 

Students 

November 29 Thanksgiving Break—No class N/A 

December 6 Final Presentations 
 

Students 

 
  



SESSION DESCRIPTIONS & ASSIGNED MATERIALS 
 
1) Introduction to the Course (September 6) 
Session overview 
This session will include the following: introductions of students and instructor; a 
summary of course topics, assignments, and policies; and a brief historical overview of 
key developments in the field of ELSI research. 
 
Session facilitator 
Scott Roberts, PhD; Professor of Health Behavior & Health Education; Director, Public 
Health Genetics certificate program; Co-Director, U-M Dual Degree Program in Genetic 
Counsel & Public Health; and Director, U-M ELSI Research Fellowship Program  
 
Assigned material 
Stein R. (2019, July 29). In a 1st, Doctors in US Use CRISPR Tool to Treat Patient with 
Genetic Disorder. National Public Radio. 
 
Joh E. (2019, June 11). Want to See My Genes? Get a Warrant. New York Times. 
 
2) Service Delivery Challenges & Opportunities in Genetic Education & 
Counseling (September 13) 
Session overview 
The rapid expansion of genetic testing and whole genome sequencing has created 
greatly increased needs for genetic education and counseling. Given the small size of 
the genetic counseling workforce, alternate strategies (e.g., training of primary care 
providers, expanded use of web-based and telemedicine services) will be needed to 
expand reach and access of genetic testing services. This session, led by the director of 
a prominent genetic counseling training program, will discuss some of the challenges 
and opportunities involved in this fast-evolving area of precision medicine. 
  
Session facilitator 
Beverly Yashar, PhD, MS, Clinical Professor of Human Genetics and Director, Genetic 
Counseling Program, U-M Medical School  
 
Assigned material 
Stoll K et al. (2018). The past, present and future of service delivery in genetic 
counseling: Keeping up in the era of precision medicine. American Journal of Medical 
Genetics, 178(1), 124-37. 
 
Greenberg S, Yashar BM, Pearlman M, Duquette D, Milliron K, Marvin, M. (In 
press). Evaluating and improving the implementation of a community-based hereditary 
cancer screening program. Journal of Community Genetics.  
 
 
 
 



3) Ethical & Practical Issues in Predictive Genetic Testing (September 20) 
Session overview 
Genetic susceptibility testing allows for the identification of individuals at high risk for 
various medical disorders. In some cases (e.g., BRCA testing for women at risk of 
hereditary breast / ovarian cancer) such testing has become standard of care, but in 
many others the benefits and risks are more ambiguous. This session will focus on 
ethical issues arising in genetic susceptibility testing for adult-onset disorders, drawing 
from the instructor’s vast clinical experience, including predictive genetic disorders such 
as Huntington’s and Alzheimer’s disease.   
 
Session facilitator 
Wendy Uhlmann, MS; Clinical Professor of Human Genetics and Internal Medicine, U-M 
Medical School 
 
Assigned material 
Uhlmann WR, Roberts JS. (2018). Ethical issues in neurogenetics. Handbook of Clinical 
Neurology, 147, 23-36. 
 
Messner DA. (2011). Informed choice in direct-to-consumer genetic testing for 
Alzheimer and other diseases: lessons from two cases. New Genetics and Society, 30, 
59-72. 
 
4) Assessing the Psychosocial Impact of Disclosing Genetic Risk Information 
(September 27) 
Session overview 
This session will offer a review and critique of traditional approaches to measuring the 
psychological and behavioral effects of genetic susceptibility testing. The limitations of 
commonly used measures in this area will be highlighted, and some directions for future 
research in the field will be suggested. Throughout the session, the instructor will draw 
upon his experience in examining the psychological and behavioral effects of genetic 
testing in areas including Alzheimer’s disease, cancer genomics, and direct-to-
consumer genetic testing. 
 
Session facilitator 
Scott Roberts, PhD 
 
Assigned material 
Gray SW et al. (2014). Social and behavioral research in genomic sequencing: 
Approaches from the Clinical Sequencing Exploratory (CSER) Consortium Outcomes 
and Measures Working Group. Genetics in Medicine, 16, 727-35. 
 
Roberts JS (2019). Assessing the psychological impact of genetic susceptibility testing. 
Hastings Center Report, 49(3), S38-S43. 
 
Review commonly used measures to assess psychological impact of testing: Impact of 
Events scale and Multidimensional Impact of Cancer Risk Assessment. 



Additional Readings 
Madlensky LM et al. (2017). A rapid systematic review of outcomes studies in genetic 
counseling. Journal of Genetic Counseling, 26, 361-78. 
 
McAllister, M (2013) Expectations and Outcomes of Genetics Services. In: eLS. John 
Wiley & Sons, Ltd: Chichester 
 
Roberts JS et al. (2011). Using Alzheimer's disease as a model for genetic risk 
disclosure: Implications for personal genomics. Clinical Genetics, 80, 407-14. 
 
 
5) When, Why, and How to Return Individual Test Results to Research 
Participants: Lessons from the 2018 National Academies' Report (October 4) 
Session overview 
This session will address ethical and practical challenges involved in disclosing 
individuals’ genomic research results. The foundation for the session will be the 
instructor’s recent participation on a national Committee on the Return of Individual-
Specific Research Results Generated in Research Laboratories, as convened by the 
National Academies of Sciences, Engineering, & Medicine. 
 
Session facilitator 
Brian Zikmund-Fisher, PhD; Associate Professor of Health Behavior & Health 
Education, U-M SPH 
 
Assigned material 
JR Botkin et al, Eds. (2018). Excerpts from Returning Individual Research Results to 
Participants: Guidance for a New Research Paradigm. [consensus report of the National 
Academies of Science, Engineering, & Medicine] National Academies Press: 
Washington, DC. Everyone must read the summary (S-1 through S-27). Depending on 
your interest, please read one of the main chapters- Chapter 2, 4, or 5.  

 
6) Patent Politics in a Genomic Age (October 11) 
Session overview 
Patents have an enormous impact not just on the science and technology of genomics, 
but also on health care and social and political order more generally. And yet they have 
received little public or academic scrutiny; system stakeholders have managed to 
maintain the idea that they produce only social and economic benefit and thus should 
simply be maintained and expanded. In this session, we will question these 
assumptions and take patents and patent systems seriously as both reflecting and 
producing social and political orders. We will also seriously consider how patent laws 
and policies can serve as another tool to regulate the ethical, social, and economic 
dimensions of genomic science, technology, and medicine. 
 
Session facilitator  
Shobita Parthasarathy, PhD, Professor, U-M Ford School of Public Policy 



 
Assigned material 
Excerpts from Parthasarathy S. (2017). Patent Politics: Life Forms, Markets, and the 
Public Interest in the United States and Europe. University of Chicago Press. 
 
Parthasarathy S. (2019). Use the patent system to regulate gene editing. Nature, 562, 
486-88. 
 
"Sens. Tillis and Coons and Reps. Collins, Johnson, and Stivers Release Draft Bill Text 
to Reform Section 101 of the Patent Act". Press Release. May 22, 2019. 
 
A Breath of Hope Lung Foundation et al. "We, the undersigned civil rights, medical, 
scientific, patient advocacy, and women’s health organizations..." June 3, 2019. 
 
7) Community Engagement in Genetics Policymaking (October 18) 
Session overview 
What role should community engagement play in developing genetics policies and their 
implementation? This session will explore various types of engagement (e.g., advisory 
panels; public dialogues; surveys; deliberative opinion polls), their advantages and 
shortcomings, and how they might apply to future genetic developments (e.g., precision 
medicine).   
 
Session facilitator  
Toby Citrin, JD, Adjunct Professor of Health Management & Policy, U-M SPH 
 
Assigned material 
Lemke AA, Harris-Wai JN. (2015). Stakeholder engagement in policy development: 
Opportunities for human genetics. Genetics in Medicine, 17(12), 949-57. 
 
Bonham VL, Citrin T, Modell SM, et al. (2009). Community-based dialogue: Engaging 
communities of color in the United States’ genetics policy conversation. Journal of 
Health Politics, Policy & Law, 34(3), 325-59. 
 
8) Ethical and Policy Issues in Newborn Screening: The Case of Krabbe Disease 
(October 25)  
 
Session overview 
This session will give a brief introduction to cost-effectiveness analysis (CEA), and how 
such methods may be utilized in policymaking for newborn screening. We will use 
Krabbe disease as a case study to explore ELSI issues that arise from expansion of 
newborn screening, and the role of CEA in guiding such policy.   

Session facilitator 
Ellen Kim, U-M School of Public Health 
 



 
Assigned material 
Prosser et al. (2012). Decision analysis, economic evaluation, and newborn screening: 
challenges and opportunities. Genetics in Medicine, 14(8), 703-712.  
 
Orsini et al. (2016). Newborn screening for Krabbe’s disease. Journal of Neuroscience 
Research, 94, 1063-1075. 
 
9) Ethical Dilemmas of Sickle Cell Disease (November 1) 
Session overview 
This session will take a cross-national approach to ELSI issues posed by sickle cell 
disease (SCD). The instructor will draw upon her ethnographic fieldwork conducted at 
multiple sites in Brazil; this work considers how people living with SCD, civil society, and 
the Brazilian government—at state and federal levels—have contributed to the 
discourse on SCD as a "black" disease, despite a prevailing cultural ideology of racial 
mixture. 
 
Session facilitator  
Melissa Creary, PhD, MPH, Assistant Professor of Health Management & Policy, U-M 
SPH 
 
Assigned material 
Creary MS (2018). Biocultural citizenship and embodying exceptionalism: Biopolitics for 
sickle cell disease in Brazil. Social Science & Medicine, 199, 123-31. 
 
Bergman EJ, Diamond NJ. (2013). Sickle cell disease and the “difficult patient” 
conundrum. American Journal of Bioethics, 13(4), 3-10. 
 
Commentaries on Bergman & Diamond target article. American Journal of Bioethics, 
2013;13(4):11-26. 
 
10) 4th Annual ELSI-Learning Health Sciences Symposium (November 8) 
Session overview 
In lieu of a regular class session, students will be asked to attend and report back on 
proceedings from a national meeting on the ethical, legal, and social implications of 
learning health systems, taking place at U-M on Wednesday, November 6 and 
Thursday, November 7. The theme of the 2019 ELSI-LHS Symposium is Precision 
Medicine & Learning Health Systems, and will explore ethics, equity, active learning 
health initiatives, and future directions for innovation and research. Please register for 
this event.  

11) ELSI Issues Surrounding Secondary Research with Human Data and 
Biospecimens (November 15) 
Session overview 
Our data are collected at every turn: where we drive, whom we e-mail, what we Google, 
what we buy. Perhaps a last bastion of expected privacy protections surrounds our 



health data, but while some systems (like healthcare organizations) have stringent 
governance, others (like wellness apps) do not. Ready access to and linkage of medical 
information can help us provide better care to patients, but it can also serve to harm, 
alienate, and erode trust. This session will explore how health data are currently being 
collected and by who, as well as ways in which we can improve the system in the future. 
 
Session facilitator  
Kayte Spector-Bagdady, JD, MBE, Assistant Professor of Obstetrics & Gynecology, U-
M Medical School; Chief of Research Ethics, U-M Center for Bioethics & Social 
Sciences in Medicine 
 
Assigned material 
Spector-Bagdady K, Shuman AG. (2018). Reg-ent within the Learning Health 
System. Otolaryngology—Head and Neck Surgery, 158(3), 405-406. 
 
De Vries RG et al. (2016). The moral concerns of biobank donors: the effect of non-
welfare interests on willingness to donate. Life Sciences, Society & Policy, 12:3. 
 
12) Student Presentations (November 22) 
Session overview 
In this session, students in the class will provide brief presentations on ELSI topics of 
interest that have not specifically been addressed in the course.  
. 
Session facilitators 
Students in the course 
 
Assigned material 
TBD 
 
THANKSGIVING BREAK (November 29) 
 
13) Student Presentations (December 6) 
Session overview  
In this session, students in the class will provide brief presentations on ELSI topics of 
interest that have not specifically been addressed in the course.  
 
Session facilitators 
Students in the course 
 
Assigned material 
TBD 
 


