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Project Summary/Abstract

Use of Genetic Information by Life, Long-term Care, and Disability Insurers: Exploring International
Lessons, the Domestic Legal Landscape, and Options for U.S. Policy

This project employs multiple methods and a transdisciplinary approach to explore policy options for US
federal and state governments seeking to address how life, long-term care, and disability insurers use genetic
information. The analysis will focus on legal standards of actuarial justification, that is, the requirement that
insurers must show a statistical correlation between a risk factor and increased cost in order to use that factor
in an underwriting decision such as a policy denial or an increased premium. Policies in this area can
significantly affect the heath of individuals in two ways. First, barriers of access to life, long-term care, or
disability insurance can threaten economic stability of individuals and families, leading to inability to pay for
healthcare or other necessities. Second, fear of genetic discrimination may prevent individuals from
undergoing predictive genetic testing, testing that could provide clinically relevant information to help prevent or
mitigate future disease. This project has two primary goals: 1) to systematically examine the legal and policy
landscape of life, long-term care, and disability insurer use of genetic information in the US and internationally;
and 2) to offer a variety of policy options for US federal and state governments that seek to address genetic
discrimination in this area. To meet these goals, | propose three specific aims.

Aim 1 employs a case study methodology to explore the policy mechanisms that four countries outside the US
have utilized to address insurer use of genetic information, with particular focus on how these policies use and
define standards of actuarial justification. For each case study | will conduct a search and analysis of relevant
policy documents as well as conduct and analyze targeted, in-depth interviews with key stakeholders such as
academic/policy experts, government officials, advocacy group representatives, and insurance representatives.

Aim 2 interrogates how existing US state actuarial justification laws have been interpreted and enforced in the
context of genetic information through two sub-aims. Aim 2a utilizes survey methodology to empirically
examine how US state insurance commissioners are interpreting and enforcing state actuarial laws. Aim 2b
employs legal analysis of statutes, regulations, and applicable state law to evaluate how states have legally
defined and deployed actuarial justification standards. The survey responses of Aim 2a will inform the legal
analysis regarding how existing legislation may be enforced or interpreted.

Aim 3 undertakes policy analysis of the legislative and regulatory options available to US governments at the
state and federal level. Through policy analysis and critique, conclusions drawn from Aims 1 and 2, and
feedback from a policy-experts, Aim 3 will provide policy options to address life, long-term care, and disability
insurer use of genetic information and to address the threshold evidence levels needed to meet actuarial
standards in this area. This project and the final policy recommendations directly support an identified ELSI
research priority of the NHGRI regarding life, long-term care, and disability insurer use of genetic information.

Project Summary/Abstract Page 7
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Project Narrative

As clinicians and researchers explore how genomic sequencing can be utilized to prevent or mitigate genetic
conditions and diseases, many individuals who are expected to benefit from these findings remain fearful of
how insurers not currently included under federal genetic discrimination legislation can use their sequencing
and test results, with potentially harmful outcomes. Through exploration of both the US and international
context, this project seeks to better understand the ways that life, long-term care, and disability insurers can
legally use genetic information, with particular focus on legal standards of actuarial justification. By providing
policy recommendations to address possible discrimination, this project addresses an important NHGRI legal,
regulatory, and public policy research priority to investigate the use of genetic information by life, disability, and
long-term care insurance companies, determination of actuarial risk, and the impact of state laws.

Project Narrative Page 8
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Facilities and Other Resources

The University of North Carolina at Chapel Hill

Founded in 1792, the University of North Carolina is the oldest public university in the United States. The
University of North Carolina at Chapel Hill (UNC) is the flagship campus for the 16-campus University of North
Carolina system with more than 29,000 students, six professional schools, and five health affairs schools.
These include Business, Law, Education, Journalism, Social Work, Information and Library Sciences, and the
Schools of Dentistry, Medicine, Nursing, Pharmacy and Public Health. UNC is a research-intensive institution
and consistently ranks among the top U.S. public universities in research support. In fiscal 2014 its researchers
attracted more than $792 million, a direct reflection of the quality of the research the faculty are conducting and
the excellence of the infrastructure that supports their research. UNC has spearheaded a commitment to
expanding and enriching resources available to researchers while emphasizing the collaborative links between
basic scientists at the bench, clinicians in the hospital, and social science and bioethical researchers. This
general atmosphere, and specific resources provided by departments and research centers make UNC an
exhilarating place to conduct research.

The following is a list of relevant resources that will be available to this K99/R00, “Use of Genetic Information
by Life, Long-term Care, and Disability Insurers: Exploring International Lessons, the Domestic Legal
Landscape, and Options for U.S. Policy”. The UNC web site (www.unc.edu) provides a rich description of
virtually every resource on campus.

School of Medicine

The UNC School of Medicine has a record of maintaining its commitment to education and health services for
the people of its state, while building a steadily growing and diverse environment for medical research. The
School of Medicine remains the University’s largest source of contract and grant funding, with faculty bringing
in $431 million in 2014. The School of Medicine houses the Center for Genomics and Society and the
Department of Social Medicine, which will play key roles in this K99/R00.

Center for Genomics and Society

The training component of this K99/R00 will be based in the UNC Center for Genomics and Society (CGS), an
NIH P50-funded “Center of Excellence in ELS| Research” housed within the Department of Social Medicine at
UNC'’s School of Medicine. Two of the three mentors on this grant are active participants at CGS, which is now
entering its seventh year of funding and is supported until 2018. Dr. Henderson is the Director of the CGS and
Dr. Debra Skinner is the Associate Director and Training Director. CGS provides a rich learning and research
environment for trainees because it brings together investigators from numerous fields such as medical
genetics, genetic counseling, bioethics, sociology, anthropology, law, public health, philosophy, and nursing.
CGS’s goal is to carry out an integrated set of transdisciplinary research, training, and policy activities
addressing ethical, legal and social issues involved in the application of genomics to the general public. To
create a real-world context in which to study this application of genomics, CGS investigators are designing and
conducting a trial protocol informed by ELSI perspectives, recruiting 1,000 individuals within a controlled
setting, focusing on highly penetrant rare mutations that place people at risk for potentially preventable
conditions.

Department of Social Medicine

The Department of Social Medicine, chaired by Dr. Gail E. Henderson, is an academic unit that incorporates
the long-standing interest of the University of North Carolina and the School of Medicine in community
medicine and health care delivery systems. The mission of the Department is to inform the work and thought of
physicians on: 1) the social conditions and characteristics of patients, the social causes of iliness and the
social barriers to effective care; and 2) the social responsibilities of the medical profession. Members of the
faculty apply their various disciplines to problems of the poor, elderly, chronically ill, and other categories of
people with special health and medical care needs; questions of allocation, distribution, organization and
financing of health resources; and health and medical care problems in North Carolina.

The Department carries out its mission through a variety of educational, research, and service activities in
several venues and almost always in interdisciplinary collaboration throughout the UNC campus. Though not
an exclusive list, the following areas are those in which the Department has active research and ongoing

Facilities & Other Resources Page 13



Contact PD/PI: Prince, Anya

interests: cultural anthropology and medical anthropology, epidemiology, health economics, history of medicine
and public health, literature and medicine, medical care organization, medical ethics, medical sociology,
medicine and the law, preventive medicine, public policy in health and medical care.

The Department of Social Medicine, unlike other departments in the University, serves as an interdisciplinary
department, and employs faculty and researchers from across the campus and beyond to accomplish its
mission. This means that the administrative staff in the department is exceptional in terms of their ability to
comprehend and coordinate activities across the wide array of constituencies served by the department. Social
Medicine is a bridge between medicine and public health, and between medicine and the arts and humanities
disciplines, and those who work in Social Medicine must have strong skills in translation and organization.

Center for Bioethics

The UNC Center for Bioethics will be a valuable resource for the training components of this K99/R00,
particularly training in the responsible conduct of research. Larry Churchill, Ph.D. and Laura Hanson, M.D.
originally proposed the UNC Center for Bioethics as the “Center for Health Ethics and Policy” in 1999. They
served as its founding Co-Directors when the University established it as a unit of the School of Medicine in
2001. The mission of the UNC Center for Bioethics is to provide a core facility for collaborative capacity-
building in bioethics at UNC. Today, the work at the Center for Bioethics is supported by funding from: UNC
School of Medicine Dean’s Office, UNC Department of Social Medicine, UNC Health System, North Carolina
Translational and Clinical Sciences Institute (NC TraCS), NC Center for AIDS Research, the Center for
Genomics and Society at UNC, Fogarty International Center, National Institutes for Health, National Human
Genome Research Institute, and the Doris Duke Foundation. The Center for Bioethics coordinates Research
Ethics Grand Rounds, a monthly seminar on the ethical issues in the design and conduct of biomedical
research involving human subjects, and houses UNC’s Research Ethics Consultation Service.

Department of Genetics

The Department of Genetics, chaired by Dr. Terry Magnuson, provides basic and applied genetic/genomic
research, education and training at the interface between biology, chemistry, physics, computer science,
mathematics, the social sciences, public health and medicine in order to have a profound effect on how
medicine will be practiced in the future. The Department includes a clinical arm focused on medical genetics,
which covers the broad spectrum of clinical genetic research from disease prevention to diagnosis and
treatment. The Department is home to a distinguished group of genomics investigators, which includes Dr.
James P. Evans, who will serve as a member of the advisory committee on this grant. The Department of
Genetics also leads the Genomic Medicine Colloquium, a monthly peer group for post-doctoral or clinical
trainees, whose work relates to any aspect of Genomic Medicine including basic discovery science,
translational research, clinical/laboratory medicine, or ELSI research, to present works in progress. | am
currently a member of this group and will continue with this opportunity as part of my K99 training.

School of Law

Established in 1845, the UNC School of Law is among the oldest law schools in the nation and has played
influential roles in the state, the south, and throughout the nation. UNC Law faculty includes world-class
scholars, award-winning teachers, and noted practitioners. An impressive new series of externship and clinical
programs—combining academic rigor with essential professional practice—has invigorated the second- and
third-year learning experience. Rigorous joint degree programs in business, public policy, planning, social work
and public administration assure diverse methods of inquiry. Forty-seven full-time professors conduct classes
in a range of specialties. Many of the faculty come to UNC Law from public and private practice; others have
combined the study of law with such disciplines as computer science, anthropology, history, theology,
psychiatry, and philosophy. Over the past year, | have collaborated with UNC law faculty such as Dr. Conley, a
CGS investigator, and health law professors Profs. Krause and Saver. Research conducted within the School
of Law produces a rich body of publications - books, monographs, manuals, and articles in law reviews and
other professional publications. Faculty members also participate in various local, regional, and national
programs on continuing legal education sponsored by the School of Law and other organizations.

Gillings School of Global Public Health

The Gillings School of Global Public Health (SPH) at UNC was established in 1940 as the fourth school of
public health in the US and the first to be created at a state university. The SPH at UNC is ranked first among
schools of public health at public universities by U.S. News & World Report (last ranked in 2011), and second
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among all schools of public health. The departments within the SPH include: Biostatistics; Environmental
Science and Engineering; Epidemiology; Health Behavior; Health Policy and Management; Maternal and Child
Health; and Nutrition. SPH faculty members such as Drs. Christine Rini and Dan E. Jonas are extensively
involved in collaborative research with CGS and will also serve as useful resources for this K99/R00.

Frank Porter Graham Child Development Institute (FPG)

FPG was founded in 1966 by a small group of scientists who had a vision to conduct research that would make
a difference in children's lives, support families, and inform public policy. Today FPG is one of the nation's
oldest and largest multidisciplinary centers devoted to the study of young children and their families. FPG has
a long history of obtaining federal funding to conduct training and research projects to address the health and
education of young children. With approximately 280 employees, research and training projects are conducted
by an interdisciplinary faculty with backgrounds in anthropology, education, maternal and child health,
pediatrics, nursing, psychology, social work, speech and hearing sciences, and related fields. Research
projects focus on genetic disorders; developmental disabilities; early care and education; physical and social
health; professional development, technical assistance, and implementation science; public policy and
evaluation; and racial, ethnic, linguistic, cultural, and socioeconomic diversity. Core units within FPG offer
support for the successful implementation of grants. These include the Publications Office, the Data
Management and Analysis Center, and Qualitative/Ethnographic Methods & Analysis Core (QMAC). QMAC,
directed by Dr. Skinner, Co-Mentor on this K99/R00, will be a particularly useful resource for the qualitative
research planned in this proposal. It will provide an experienced staff and resources to assist in all aspects of
qualitative/ethnographic research, including research design, training, implementation, data management,
collection, and analysis.

In addition to the above UNC Departments that house CGS investigators and resources that can be utilized to
support the work of the grant, | will also audit classes within the following three departments.

School of Education

Founded in 1885, the School of Education was one of the first professional schools established at the
University of North Carolina at Chapel Hill. Its mission is to support students, educators, schools and families in
the state of North Carolina and across the nation through innovative instructional programs, scholarship and
partnerships. The School’s goal is to help ensure that every student has the opportunities and support needed
to reach her or his maximum potential as an individual, worker, family and community member and citizen of a
democratic society. The School ranks in the top 15 percent of schools of education nationwide. In March 2014,
U.S. News & World Report ranked the School of Education 36th among the public and private schools of
education across the United States that were included in the ranking.

Department of Sociology

Founded in 1920 by Howard W. Odum, the Department of Sociology has played a prominent role in the
development of sociology as a major field of study in the social sciences. Judged “distinguished” in the 1930s
by an American Council of Education evaluation, it continues to be regarded as one of the very best in the
world. The department’s houses a variety of institutes, centers and interdisciplinary programs including: The
Odum Institute for Research in Social Science; the Carolina Population Center; and the Kenan Institute for the
Study of Private Enterprise.

Department of Statistics and Operations Research

The Department of Statistics and Operations Research specializes in inference, decision-making, and data
analysis involving complex models and systems exhibiting both deterministic and random behavior. It focuses
on developing and analyzing the necessary quantitative and computational tools to enable practitioners to
solve problems in statistical and probabilistic analysis, modeling, optimization, and the evaluation of system
performance. lts faculty engage in fundamental research in probability, statistics, stochastic processes, and
optimization, and are also heavily involved with interdisciplinary areas of application such as genomics,
biological modeling, environmental statistics, insurance and financial mathematics, revenue, workforce, and
supply-chain management, traffic flow and congestion, and telecommunications.
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Finally, I will utilize the following resources for trainings and research assistance for both Aim 1 and 2 of this
proposal.

Odum Institute for Research in Social Science

The Odum Institute will also be an important resource for this K99/R00 because it provides training in empirical
social science research methods and qualitative data analysis. The Odum Institute houses one of the nation’s
largest social science and census data archives, maintains a state-of-the-art Geographic Information System
(GIS) and computing lab. It also provides advanced statistical software and consulting support for social
science and survey research design and analysis, offers short courses and seminars on research and related
topics, and sponsors 16 ongoing faculty work groups.

The Institute’s services are available to faculty and graduate students, undergraduate students and faculty
mentors, academic departments, UNC centers and institutes, university staff and administrators, other
research groups and partners, government officials and the public. The Institute is staffed by experts in
qguantitative and qualitative research methods, statistics, survey research, and social science and census data
archives. Its short course faculty draws from leading national and international experts throughout the
Triangle’'s research community. The Institute supports multidisciplinary social science research in a variety of
ways. The Institute’s Survey Research Group supports the university’s only Certificate Program in Survey
Methodology for social scientists and graduate students. In addition to the Institute’s upgraded survey research
capability, the Survey Research Group offers consultation and services on questionnaire design and pre-
testing, data collection (including surveys), sample design, data analysis, and focus group research.

The North Carolina Translational and Clinical Sciences Institute (TraCS)

TraCS offers a variety of resources for researchers at UNC that | will utilize during this K99/R00 grant. TraCS
houses training for K-awardees in the responsible conduct of research and offers training in mentorship that
will be an integral part of my training plan. TraCS is the integrated home of the Clinical and Translational
Science Awards (CTSA) program. The aims of TraCS are to: 1) Expand to support the full spectrum of clinical
and translational research; 2) Focus on three strategic initiatives: next-generation technologies to transform
clinical research and practice, new paradigms and resources to accelerate drug development, and
comparative-effectiveness research to provide definitive evidence of the benefits and harms of tests and
treatments; and 3) Train, support and motivate the next generation of clinical and translational researchers.

Office of Postdoctoral Affairs

The Office of Postdoctoral Affairs (OPA) at UNC offers a wide variety of trainings and professional
development trainings for postdoctoral fellows at the university. Its mission is to enhance, support, and
promote postdoctoral training at UNC and help to prepare postdoctoral scholars for successful research
careers. OPA serves postdoctoral scholars, faculty, and human resources professionals in all disciplines,
schools, and colleges across the University. The goals of OPA are to: 1) advocate for postdoctoral scholars
and the greater postdoctoral scholar community; 2) educate postdoctoral scholars and the campus community
about University policies, postdoctoral rights, and other concerns related to postdoctoral scholars; 3) build
effective career management skills and develop the professional skills postdoctoral scholars need both in and
outside the lab; 4) support faculty mentors in the recruitment, mentoring, and professional development of
productive postdoctoral scholars; and 5) collaborate with campus services to address the issues, concerns,
and needs that are unique to the postdoctoral scholar population. OPA also offers one-on-one career
counseling support to assist with job searches, applications, and job talk preparation.

Library Resources

The UNC Library system comprises nearly three dozen libraries, including the Walter Royal Davis Library,
which is the main Academic Affairs library, the House Undergraduate Library, the Katherine R. Everett Law
Library, and the Health Sciences Library, which is the main Health Affairs library. Campus libraries have more
than three hundred staff, and the library’s combined holdings exceed 5,000,000 volumes, 4,000,000
microforms, 2,000,000 printed government publications, 16,000,000 manuscripts, hundreds of thousands of
audiovisuals, maps and photographs, and thousands of electronic titles. In scope, campus libraries cover most
areas of the fine arts, biomedical and physical sciences, humanities, law, and social sciences. The library
offers research support with librarians who specialize in the research area of interest.
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The UNC Health Sciences Library (HSL)

The HSL, part of the UNC Library system, has superb staff, facilities, and collections and is considered to be
among the best medical school libraries in the United States and Canada. The six-story building has seating
capacity for 713 users. The HSL has over 328,000 volumes, and 3,950 journals (about 3,000 of these are also
available electronically). The HSL and the School of Medicine’s Office of Information Services jointly support
the University of North Carolina Literature Exchange (UNCLE), a locally mounted, networked version of
MEDLINE, the major bibliographic database in the biomedical sciences and clinical medicine. This Web-based
system is available free of charge to all members of the University health affairs community and is easily
accessible from any location on or off campus. In addition, HSL has an online system that provides information
about material available at the other area institutions of higher learning. Information about other resources and
databases can be obtained at the library’s Internet Desk, which is staffed on a full-time basis by technical
experts. The HSL is also a participant in faculty and student education related to the retrieval of electronic
information and use of specialized computer applications.

The Katherine R. Everett Law Library

The Katherine R. Everett Law Library houses a rich collection of law and law-related materials to support the
research and teaching of the UNC Law School community, and the larger University of North Carolina-Chapel
Hill community. The Law Library print collection contains materials in the following categories: United States
federal and state law collections; foreign and international collections; government publications; and special
collections and rare books. The Law Library will be a particularly helpful resource for this K99/R00 proposal
because it strives to collect international law at the research level. The collection includes treaties, international
legal periodicals, international treatises, and other monographs. Foreign law, published in English, is collected
at the Law Library at an instructional support level as required by the teaching at the University of North
Carolina School of Law. This collection includes a number of foreign legal periodicals. There has been an
emphasis in the past on collecting legal materials from common law countries, particularly Canada.
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Equipment

No item of property that has an acquisition cost of $5,000 or more will be necessary for this project.
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Foreign Justification

This grant proposal seeks to provide guidance for US policy regarding how life, long-term care, and disability
insurers are, or should be, legally allowed to use genetic information in underwriting decisions such as setting
premium rates or accepting insurance applications. The project specifically focuses upon how actuarial
justification standards apply to genetic information. Actuarial justification policies generally require insurers to
demonstrate statistical correlation between a risk and an increased likelihood of cost to the insurer. The US
has no federal laws regarding supplemental insurer use of genetic information. Eight states have actuarial
justification laws specific to genetic information and life insurers, and all fifty states have some form of broader
actuarial justification laws applicable to at least one type of supplemental insurance that apply to medical
information overall. However, these laws do not explicitly define actuarial justification as it relates to genetic
information nor delineate the necessary levels of statistical evidence that insurers must show in order to meet
actuarial standards. Determining statistical correlation in this area is not a straightforward endeavor given the
varying predictive values of genetic variants and the varying preventive measures one can sometimes take to
lower genetic risk. Currently US law does not provide guidance as to how actuarial standards should be
interpreted or enforced in the context of the predictive value or preventive measures.

Although US law does not provide clear guidance on actuarial justification standards, the international
community affords an opportunity to gain insight into how actuarial standards can be used in the context of
genetic information. A recent review of international policies found 45 countries with policies regarding insurer
use of genetic information (Atkinson 2009) and several of these countries have had actuarial policies specific
to genetic testing and supplemental insurers in place since the early 2000’s (ALRC 2003, HMG 2011). These
policies often apply to supplemental insurance that is generally privatized, similar to the US supplemental
insurance market. Furthermore, the majority of the academic and policy discussions in this area have occurred
abroad. For example, of the 77 books and journal articles referenced in this grant proposal, in 37 the primary
author is an international scholar. Given the long-standing policies of many countries in this area, the
international context provides a critical opportunity for research with the goals of understanding the background
for, implications of, and lessons from the policy mechanisms utilized globally. These data will then inform a
nuanced view of US policy options. Thus, Aim 1 of this proposal undertakes case studies of four countries: one
pilot study and one additional case study for each of the three predominate policy mechanisms utilized in this
area (moratorium, legislation, and guideline).

After an initial consultation with qualitative and quantitative methodologists at the UNC Odum Institute for
Research in Social Science and discussions with my mentors, it became clear that to gather the nuanced case
study data that | am seeking, in-person document collection and interviews are necessary. | am proposing
travel to four countries to conduct these studies for two primary reasons.

First, one of the two forms of data that | will analyze for the case studies are policy documents. While some
documents, especially the official legislation or guidelines of the government, will be available online, | propose
to gather a broad range of policy documents such as government reports or legislation, legislative history,
internal government or insurance communications, legal case documents, and academic critiques or
manuscripts regarding the policies. Travel to the country will allow me to meet with a research librarian familiar
with the specific international context and to collect primary source documents unavailable within the US.

Second, conducting the in-depth key informant interviews in person will help ensure the quality of the interview
data and will likely increase the number of individuals willing to be participants. | considered options of
telephone and video interviews, but felt that disadvantages of these options outweighed the advantages.
Telephone interviewing could lead to a loss of many of the nuances and non-verbal analysis available in
person (King 2010). Additionally, being physically present in the country will allow me to more effectively build
rapport and to conduct interviews with additional stakeholders within the interviewee’s professional
environment. Video interviews using technologies such as Skype are possible, but video interviewing has been
cautioned against due to the unreliability of the technology, the difficulty of recording interviews through these
mediums, and the necessity of proper equipment for both interviewers and interviewees (King 2010, Guest
2012).

In my budget, | calculated travel costs at 75% of the maximum daily per diem rates according to the US State
Department for 12 days in each country, thus allowing for ample time to conduct document searches and
interviews. No foreign individuals will receive compensation or funding from research funds.
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Budget Justification

Year 1 and 2 Personnel
Personnel:

Principal Investigator: Anya Prince, JD, MPP, currently Post-Doctoral Research Fellow at the University of
North Carolina Center for Genomics and Society (CGS), will be the Principal Investigator (Pl) on this proposal
(EFFORT lin mentored years 1 and 2). During Years 1 and 2 she will undergo training in qualitative
and quantitative data collection methods and research design and will conduct case study analysis of
international countries with actuarial justification policies and survey US state insurance commissioners on
enforcement of actuarial justification and unfair trade practice laws. As part of her training, Ms. Prince will
attend courses and seminars on topics including case study methods, interview methods, and survey design.

Benefits: Benefit support is requested for the PI at the University rate of 8.968%, plus $3685.20 per year for
health insurance. nstitutional

Pase
Salary

Research Assistance - Every summer, CGS hires a law student as a research assistant to aid in the
legal projects of the Center. He or she works for 12 weeks in May-July at a rate of Ms. Prince will
contribute to the cost of this research assistant so that the student will work on her project for 20% of their time
at CGS. This student will not only provide Ms. Prince with valuable research support, but will also provide her
with the opportunity to work on the mentoring skills as specified in the training plan, while still under the
guidance of Ms. Prince’s mentors. In Year 1 this student will assist with the collection of legal and policy
documents for the case studies, as well as analysis of the pilot case study (8 hours per week for 12 weeks at

alary
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Year 1 Research Costs

Supplies - $2225: Ms. Prince will purchase a laptop computer for $1425. Additionally, reference software, such
as Endnote, and text analysis software, such as NVivo 10 or Atlas.ti, will be purchased for an additional $500.
This computer and software will be exclusively used for the training and research tasks of the proposal,
including qualitative, quantitative, and legal analysis. Ms. Prince will also purchase a digital tape recorder
($300) to be used for the in-depth key informant interviews.

Travel

AALS Conference - $2200: In January 2016, Ms. Prince will attend the American Association of Law Schools
(AALS) Conference in New York, New York. At this conference, Ms. Prince will attend a workshop on
qualitative and mixed methods [airfare - $300, hotel - $1000 (250 X 4 nights), meals - $200 (40 X 5 days),
registration - $600, incidentals - $100 (shuttle, taxi, or parking to/from airport at home and destination)].

Case Study 1 (Pilot case in Canada) - $3232: As part of Aim 1, Ms. Prince will conduct a pilot case study in
Canada. During her trip spanning twelve days (ten business days), Ms. Prince will collect policy documents
from research and government libraries and conduct in-depth interviews with key stakeholders. For the
Canada case study Ms. Prince will spend approximately six days in Ottawa and six days in Montreal. As the
capital of Canada, Ottawa is an important destination to interview policy experts and government officials.
Montreal, only two hours away from Ottawa, is the location of Ms. Prince’s primary contact in Canada, Yann
Joly at the University of McGill [airfare - $450, transport between Ottawa and Montreal - $149, Ottawa - $1265
[hotel - 810 (135 X 6), per diem - 455 (65 X 7)], Montreal - $1368 [hotel — 900 (150 X 6), per diem - 468 (78 X
6)]]. Hotel rates are based on 75% of the maximum daily rates for hotel in each city and per diem (including
meals and incidentals, such as taxi and metro to interviews and travel to and from the airport) is 75% of the
maximum daily rate from the US State Department (http://aoprals.state.gov/web920/per_diem.asp).

LSA Conference - $2040: In June 2016, in order to disseminate her initial research findings from Canada and
her project methodology and to be informed of the latest research combining legal and empirical research
methods, Ms. Prince will attend the Law and Society Association Annual Meeting in New Orleans, LA. Because
it is cheaper to purchase both a membership to the society and register for the conference than to register as a
non-member, Ms. Prince is requesting funding for both membership fees and conference registration [airfare -
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$420, hotel - $920 (230 X 4 nights), meals - $200 (40 X 5 days), registration - $300, membership - $100,
incidentals - $100 (shuttle, taxi, or parking to/from airport at home and destination)].

Case Study 2 (Non-European Union Country TBD) - $5234: In addition to the pilot case study in Canada, Ms.
Prince will complete one additional case study to a non-European Union(EU) country in Year 1. Like the
Canadian pilot study, this trip will span twelve days (ten business days) to provide ample time for interviews
and document collection. Determination of which countries will be included in this case study will be made in
Year 1 after initial research and discussion with key stakeholders and in light of lessons learned from the pilot
case study. Examples of possible non-EU countries with policies in this area include Australia, Japan, Israel,
and South Africa. Hotel and per diem rates are based on the average of rates in a sample of non-EU countries
with policies from this area. Rates are 75% of the maximum daily rates from the US State Department. Per
diem costs include meals and incidentals, such as taxi and metro to interviews and travel to and from the
airport. Airfare is based on rates from Kayak searches [airfare - $1800, hotel - $2160 (180 X 12), per diem -
$1274 (98 X 13)].

Other Expenses

Transcription - $2400: Transcription services are required for this project to transcribe the case study
interviews. There will be an estimated 24 hours of audio recordings (24 X $100 per audio file hour for
transcription).

Classes and Trainings - $1000: In order to gain sufficient training in qualitative and quantitative data collection
and research methods, Ms. Prince will attend trainings through the Odum Institute for Social Science Research
and audit UNC classes in empirical social science research methods. The Odum Institute short courses and
training range from no cost to $200. The audit fee for UNC classes is $20 and Ms. Prince will audit four classes
in the first year. Textbooks and class materials will vary depending on the class and the professor/syllabus for
the course; however costs could run as high as $150 for some classes (audit - $80 (4 X 20), textbooks - $460,
Odum classes - $540 (6-8 trainings)).

Printing/Copying Expenses - $100: In order to get copies of policy documents from libraries and stakeholders
for the case studies, Ms. Prince will need to print or copy documents that are not available online. She will use
up to $100 in printing and copying expenses ($50 for each case study x 2 studies in Year 1).

Westlaw Access - $3969: WestlawNext will be purchased for research access to law reviews and federal and
state case law, statutes, and regulation. This is a necessary resource for the kind of legal and public policy
research and analysis that will be conducted in this project. Employees of the UNC School of Medicine do not
have access to this legal database through the UNC library system; therefore, funds are required to offset the
cost for access.

Odum Methods Support - $550: Throughout the project, Ms. Prince will confer with methodologists at the
Odum Institute for support and suggestions related to the case studies and survey. This will occur during
research planning, data collection, and analysis (10 hours X 55 per hour of support per year).

AALS Application fee: $500: Securing a tenure track position as an essential component of the R00 portion of
this grant mechanism. Therefore, Ms. Prince will participate in the centralized recruitment system of the law
school hiring market. Under this system, the American Association of Law Schools (AALS) collects applicant
resumes in a central database sent to law schools across the country with open tenure track positions.
Although Ms. Prince will also reach out to law schools directly, participation in this centralized application is an
essential part of law school hiring.

Total Year 1 Research Costs: $25,000

Year 2 Research Costs

Supplies - $450: In Year 2 Ms. Prince will renew licenses for purchased software, such as Endnote, NVivo 10,
or Atlas.ti, and will purchase a license for a quantitative data analysis program such as SAS or Stata (Endnote
renewal - $100, NVivo renewal - $150, Stata license - $200)

Travel

In Year 2, Ms. Prince will complete the remaining proposed case studies in two EU countries. The majority of
policy regarding the use of genetic information in supplemental insurance has occurred in Europe. Therefore,
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two of the three total case studies will be selected in Europe. Airfare to these EU countries ranges from $1200-
1600. These trips will span twelve days (ten business days) to provide ample time for interviews and document
collection. Determination of which countries will be included in these case studies will be made in Year 1 after
initial research and discussion with key stakeholders and in light of lessons learned from the pilot case study.
Examples of possible EU countries with policies in this area include the UK, Norway, Ireland, Germany, and
Portugal. Hotel and per diem rates are based on the average of rates in a sample of EU countries with policies
from this area. Rates are 75% of the maximum daily rates from the US State Department. Per diem costs
include meals and incidentals, such as taxi and metro to interviews and travel to and from the airport. Airfare
based on rates from Kayak searches

Case Study 3 (EU Country TBD) - $5204: Case study 3 will examine the policies of an EU country regarding
supplemental insurer use of genetic information [airfare - $1400, hotel - $2400 (200 X 12), per diem - $1404
(108 X 13)].

Case Study 4 (EU Country TBD) - $5204: Case study 4 will examine the policies of an EU country regarding
supplemental insurer use of genetic information [airfare - $1400, hotel - $2400 (200 X 12), per diem - $1404
(108 X 13)].

ASBH Conference - $1940: To disseminate research findings, Ms. Prince will attend the October 2016 annual
meeting of the American Society of Bioethics and Humanities in Washington, DC. This conference will also
provide Ms. Prince with an opportunity to network with a wide variety of interdisciplinary scholars and to be
informed of cutting edge bioethics research. Because it is cheaper to purchase both a membership to the
society and register for the conference than to register as a non-member, Ms. Prince is requesting funding for
both membership fees and conference registration [airfare - $300, hotel - $800 (200 X 4 nights), meals - $240
(40 X 8), registration - $400, membership - $100; incidentals - $100 (shuttle, taxi, or parking to/from airport at
home and destination)].

LSA Conference - $2000: Additionally, in June 2017, in order to disseminate her research findings to the legal
community and to be informed of the latest research combining legal and empirical research methods, Ms.
Prince will attend the Law and Society Association Annual Meeting in a TBD location. Because it is cheaper to
purchase both a membership to the society and register for the conference than to register as a non-member,
Ms. Prince is requesting funding for both membership fees and conference registration [airfare, hotel, and
meals - $1500, registration - $300, membership - $100, incidentals - $100 (shuttle, taxi, or parking to/from
airport at home and destination)].

AALS Interview Sessions - $1108: As a continuation of the law school hiring process after the submission of
the centralized AALS application in Year 1, Ms. Prince will attend the national AALS hiring conference where
law schools from across the country conduct initial interviews with potential tenure-track professor candidates.
This is an essential component of this training grant, since securing a tenure track position is a requirement of
the ROO portion of the grant [airfare - $288, hotel - $600 (200 X 3 nights), meals $120 (40 X 3), incidentals -
$100 (shuttle, taxi, or parking to/from airport at home and destination)].

Other Expenses

Transcription - $2400: Transcription services will continue in Year 2 for the second half of the case study
interviews (24 X $100 per audio file hour for transcription).

Classes and Trainings - $425: In Year 2, Ms. Prince will continue her training in qualitative and quantitative
data collection and research methods through the Odum Institute for Social Science Research and UNC
classes. The Odum Institute short courses and training range from no cost to $200. The audit fee for UNC
classes is $20 and Ms. Prince will audit one class in the second year. Textbooks and class materials will vary
depending on the class and the professor/syllabus for the course; however costs could run as high as $150 for
some classes (audit - $20, textbooks - $100, Odum classes - $305 (3-5 trainings)).

Printing/Copying Expenses - $100: In order to get copies of policy documents from libraries and stakeholders
for the case studies, Ms. Prince will need to print or copy documents that are not available online. She will use
up to $100 in printing and copying expenses ($50 for each case study x 2 studies in Year 2).

Survey Costs - $100: The insurance commissioner survey of Aim 2 will be designed by Ms. Prince with support
from mentors and methodologists at the Odum Institute. Recruitment for the surveys will be primarily via email
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and follow-up phone, although at least one official recruitment letter will be sent as follow-up for those offices

that do not respond to initial requests. The survey will be primarily web-based and designed through Qualtrix.
Given these methods, there is little cost associated with the survey other than a small sum ($100) for copying
and mailing the follow up letters (via Fed-ex). Other design costs are included in the salary of Ms. Prince and

support from the research assistant and Odum Institute, or are free online services available at UNC, such as
email and Qualtrix.

Westlaw Access - $3969: Ms. Prince will continue to use WestlawNext to conduct legal and policy research.

Odum Methods Support - $550: Ms. Prince will continue to utilize Odum Institute research support as needed.
Year 2 will focus on survey development support (10 hours X $55 per hour of support).

Total Year 2 Research Costs: $25,000

Indirect Costs: The indirect cost rate for Year 1 and 2 of the K99/R00 contract that begins 9/1/2015 and ends
8/31/2017 is 8%.
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Candidate’s Background

In 2007, during a joint degree program in law and public policy at Georgetown University, | took an ethics
class, “Contemporary Issues in Genetics and Society.” This class stimulated my interest in the ethical, legal,
and policy issues surrounding genetic testing and inspired me to pursue a career in genetics law and policy.

In law school | participated in a health policy clinic at the Harrison Institute for Public Law. There, | managed
two projects for the Genetics and Public Policy Center. The first examined how state false advertising laws
could be applied to direct-to-consumer marketing of genetic tests. The second performed an initial review of
state laws addressing the use of genetic information in supplemental insurance. This review examined genetic-
specific laws only, not state unfair trade practice laws or the specifics of actuarial requirements. This K99 grant
builds upon my initial review, but delves much further into the issues. In graduate school | also gained training
in statistical analysis through my public policy thesis on social disparities in the access and utilization of genetic
testing. For this project | analyzed data from the National Health Interview Survey. | also completed an
externship in the Bioethics Department at NIH. This externship culminated in a published paper in the Journal
of Law, Medicine & Ethics, which explored how the law grapples with defining difficult medical concepts.

After graduate school | was awarded a Skadden Fellowship to work on genetic-related legal issues. Described
as “a legal Peace Corps,” the Skadden Fellowship Foundation provides two-year, fully funded stipends for
promising law graduates to design a public interest project in a non-profit organization. | chose to create a
project at the Cancer Legal Resource Center (CLRC), an organization that provides free legal resources to
individuals with cancer. In this position | assisted individuals with genetic predispositions to cancer with their
legal concerns about discrimination and access to preventive care. Through this fellowship | became one of the
only attorneys in the US providing free legal services to those experiencing genetic discrimination. | have seen
firsthand how laws, such as GINA, operate on the ground. | was able to assist clients through successful
appeals of life and disability insurance denials based on genetic information. | supervised clinical law students
as they answered the legal questions of individuals with cancer and genetic predispositions to cancer. Finally, |
guest lectured at several universities and spoke at advocacy and professional conferences on genetic
discrimination, insurance coverage of preventive interventions, and employment and insurance law.

In 2012, based on my legal expertise in GINA, | was invited to join a collaboration of academics across the
international community exploring genetic policy issues. Michael Waterstone, Associate Dean at Loyola Law
School, and | co-authored a chapter on GINA for Genetic Discrimination: Transatlantic Perspectives on the
Case for a European Level Legal Response, edited by my advisory committee member, Dr. Aisling De Paor.
This experience provided me valuable lessons about how privacy and insurance access concerns of
individuals and policy experiences of countries across the world have many similarities. This project also
offered insight into how an academic research career could afford me an opportunity to explore the broader
legal and policy implications of issues | assisted my clients with on a day-to-day basis. While | enjoyed the
direct legal advocacy and outreach of the CLRC, | began to consider a research career. In 2013, to explore this
option, | completed a law review analyzing the necessary elements of state law to provide individuals with
comprehensive protection from misuse of genetic information. Although this paper briefly touched upon state
actuarial laws, it did not include a comprehensive analysis on the topic.

These endeavors solidified my interest in a research career and, in 2014, | began a position as a Postdoctoral
Research Fellow with the Center for Genomics and Society (CGS) at UNC-Chapel Hill (P50HG004488). My
time at CGS has provided me with unparalleled opportunity to explore ELSI issues, particularly surrounding
genomic testing of asymptomatic adults. In my first year, | have published five articles, including a commentary
in Genetics in Medicine, and two that focus on GINA and the gaps in GINA. My prior experiences and my
present position have reinforced my commitment to a career in ELSI legal research.

While this background has laid the groundwork for me to become a successful investigator, it is clear that |
need to strengthen my skills in qualitative and quantitative data collection and analysis to become a well-
rounded, independent researcher. | have strong training in legal, policy, and basic quantitative analysis, but not
in the skills to collect social science and empirical data central to my research interests, and importantly, am
currently unable to design a research inquiry from start to finish. Building these skills will enable me to design
and conduct multiple methods projects that can answer important questions regarding the legal and policy
implications of genomic technologies. | believe that the K99 period of this grant will provide me with
opportunities to fill the gaps in my training to make me a fully competent and independent transdisciplinary
researcher.
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Career Goals and Objectives

Current and future research

My scholarly research examines the growing landscape of laws protecting individual genetic rights and policies
providing insurance access to genetic testing and follow-up services. To date my work has analyzed how GINA
has played out at the ground level with a focus on the gaps in GINA and state efforts to fill these gaps. My past
work at the CLRC has focused my attention on the perspective of individuals, patients, genetic counselors, and
families. Through this lens | aim to suggest practical solutions to gaps in the laws.

Currently, as a member of the CGS research team, | have actively participated in the implementation of the
Center’s research project: “GeneScreen.” GeneScreen investigates the ethical, legal, and social implications of
genomic screening for a targeted panel of medically actionable genetic variants in a healthy adult population.
My first research activity at CGS examined insurance for the medically recommended follow-up interventions
indicated by predictive genetic tests for preventive, adult-onset conditions. Access to insurance coverage and
healthcare will remain a focus of my research both at CGS and throughout my career. Equitable access must
be an ongoing consideration as the effects of healthcare reform become known and future policy changes are
implemented to address shifts in medical knowledge.

My research has also focused on individual fear and experiences of genetic discrimination and the laws that
attempt to address these concerns. For example, | co-authored a paper with Myra Roche, a genetic counselor
and CGS investigator, titled “Genetic information, non-discrimination, and privacy protections in genetic
counseling practice.” This article provided case studies that may be encountered in genetic counseling and
offered practical examples and options for counselors and their patients to understand the law and use legal
protections to their advantage. | also wrote a peer response regarding employer medical certification requests
and GINA in the American Journal of Bioethics.

This K99/R00 proposal is a natural extension of my past experiences and my research interests. Much of my
scholarship in the area of state legislation regarding supplemental insurances has been broad surveys of what
the laws cover and explanations of the gaps in coverage. This grant would provide me the opportunity to delve
much deeper into one aspect of state law that is currently under-researched—actuarial justification. My
research and professional background provides me a solid baseline understanding of the complexity of law
and policy in this area, and the K99 portion of the grant will help me to acquire the requisite empirical research
skills to collect and analyze the necessary data to investigate this important issue.

In my future scholarship, | will continue to examine the ways in which laws regarding genetic discrimination and
use of genetic information play out in practice. However, with the benefit of additional K99 training, these
interrogations will profit from robust analysis using multiple methods, both empirical and legal. | am interested
in how laws and practices shape and are shaped within the legal realms of employment, insurance, medical
records, and privacy. | am committed to exploring how policy changes and new ways of enforcing or
interpreting laws can positively affect the rights and lives of individuals.

Career Objectives

My long-term career objective is to become an independent ELSI researcher who is able to design and
implement rigorous legal and policy critique and analysis, collect empirical social science data, and design
broad transdisciplinary examinations of laws and policies that directly affect individual rights and interests.
Additionally, | have always been passionate about teaching and mentoring future legal scholars, and thus, my
goal is to become a tenured law professor. In this role | would research ELSI issues and seek to teach an
experiential course in which students would receive legal and policy training and help conduct research on the
legal issues and concerns identified during my K99 grant projects. In August 2014, the American Bar
Association (ABA) altered its accreditation guidelines to require all law students to complete an experiential
learning course prior to graduation, a requirement that could be satisfied by students assisting with the
research aims of this proposal in a structured class environment. In fact, using an experiential course model
increases the chances of my success in securing a tenure track position, either as a teaching or clinical
professor, at a law school for the R-phase. (See Waterstone Letter) While my goal is to teach this course
during the R-phase of the grant, the grant funding would only be used to pay for my research and salary, and
for items directly necessary to support the students in the research they undertake for this project. By teaching
an experiential course, | could potentially magnify the outcomes of the research by building student research
assistance into my project and, just as | was inspired during my law school years, provide a venue through
which | can train future ELSI legal scholars.
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Candidate's Plan for Career Development/Training Activities During Award Period

There are three primary goals for the K99 mentored phase of this project: To obtain 1) formal training in
qualitative case study methodology and analysis; 2) formal training in survey design; and 3) professional
development training in mentoring and supervising research assistants.

In my current position as Postdoctoral Research Fellow at CGS, | have researched ethical, legal, and policy
implications of genomic sequencing in an asymptomatic adult population. Specifically, | have 1) honed my legal
and policy research skills through production of a paper on insurance coverage of predictive genetic tests and
interventions that help to lower risk of these diseases; 2) enhanced my ethical and legal research analysis
skills by writing a paper about whether genomic researchers have an ethical, legal, or professional duty to
place participant results in clinical medical records; and 3) learned how to conduct systematic evidence
reviews through participation in a project to collect evidence of the harms and benefits of genomic screening
for Lynch Syndrome among an asymptomatic population. Additionally, | have participated in the robust trainee
program of CGS, led by Dr. Debra Skinner. Through this program, CGS trainees participate in three monthly
activities: an ELSI-oriented journal club, a peer writing group, and a professional development seminar. | have
also taken advantage of various UNC training programs including auditing Molecular Biology and Genetics,
attending clinical and research ethics monthly grand rounds, participating as an intern on the Hospital Ethics
Committee, and taking a refresher course on utilizing Stata for quantitative analysis at UNC’s Odum Institute.

My interdisciplinary and collaborative experience at CGS has been invaluable. However, | believe | would
greatly benefit from the targeted training plan outlined for the K99 mentored phase. As a member of the
GeneScreen project team, | have gained exposure to the process of implementing a study design. It is clear
that a strong background in qualitative and quantitative methods is needed to be able to design and implement
a transdisciplinary research study. In concert with advice from my mentors, | decided that a K99/R00 grant
would provide the additional empirical training | need to prepare for a career as an independent researcher.

Team: My K99 co-mentors will provide support, training, and advice. | will meet weekly with my primary
mentor and at least monthly with my co-mentors. We will also talk as needed about specific research questions
and trainings. The entire mentoring team will meet quarterly. (See Mentor Statements and Biosketches)

Gail Henderson, PhD: Dr. Henderson will be my primary mentor for the K99 phase of the grant. Currently, she
is my primary mentor, so we have an established and strong mentor/mentee relationship. Dr. Henderson is a
sociologist with over fourteen years of experience researching ELSI issues in genomic technologies. She has
developed and implemented both quantitative and qualitative research projects. She is Principal Investigator of
CGS and Chair of the Department of Social Medicine. In her role as my primary mentor, Dr. Henderson will
provide support and training on qualitative and quantitative methods, as well as professional development.

Debra Skinner, PhD: Dr. Skinner is a sociocultural anthropologist with an extensive research background in
mixed methods and qualitative studies of how families of children with disabilities and adult patients
understand and use genetic information, as well as ethnographic studies of the production of genomic
medicine. Additionally, she has been the Associate Director and Training Coordinator of CGS for 7 years. She
is a Senior Scientist and Director of the Qualitative/Ethnographic Methods and Analysis Core at UNC’s FPG
Child Development Institute. As a co-mentor, Dr. Skinner will assist with training on qualitative methods as well
as professional development training in supervision and mentorship.

Mark Hall, JD: Professor Hall is a leading scholar in insurance law, public policy, and bioethics. His scholarship
has addressed the crossroads of ethics, insurance policy, and genetics for over fifteen years. Specifically, Prof.
Hall has done case studies investigating health insurer use of genetic information through legal and policy
analysis and interviews with state insurance commissioners. In his role as mentor, Prof. Hall will provide
support and feedback on case study methods, and legal and policy analysis. Prof. Hall is a Professor in both
the School of Medicine and School of Law at Wake Forest University, approximately two hours from UNC in
Chapel Hill. Our monthly meetings will primarily be by phone, but we can also meet in person at least quarterly.

Additionally, my advisory committee will provide further support and guidance as questions arise in their
fields of expertise. (See Letters of Support)

Angus Macdonald, PhD - Director of the Genetics and Insurance Research Centre (GIRC), Department of
Actuarial Mathematics and Statistics, Heriot-Watt University: Dr. Macdonald is an Actuary and Professor in
Edinburgh, Scotland. Since 1999, the GIRC has developed mathematical and actuarial models that incorporate
genetic data and knowledge in order to explore the cost effects for insurers and individuals.
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James Evans, MD, PhD — Professor of Genetics and Medicine, UNC: Dr. Evans is a nationally recognized
clinical geneticist and researcher whose areas of focus include use of genomic technologies for gene discovery
and clinical diagnosis and the policy implications of such technologies.

Mark Rothstein, JD — Director, Institute for Bioethics, Health Policy and Law, Univ. of Louisville: Prof. Rothstein
has completed extensive legal, ethical, and policy research on bioethics, genetics, and insurance, including
editing a book and authoring several articles on the use of genetic information in life insurance underwriting.

Aisling De Paor, BCL, LLM, PhD — Lecturer, Dublin City University, Ireland: Dr. De Paor is a Solicitor and
Lecturer. Her research explores European genetic discrimination policies. She has published articles and a
book on law and policy in this area, and on comparative analysis of other countries’ policy responses.

Laura Koontz, PhD — Director of Policy, Ovarian Cancer National Alliance: Formerly, Dr. Koontz held the
Genetics and Public Policy Fellowship sponsored by the American Society of Human Genetics and NHGRI. In
this role she worked for Congresswoman Louise Slaughter exploring policy options for federal legislation
regarding supplemental insurer use of genetic information.

Training Goals

Goal 1: To obtain formal training in qualitative case study methods and analysis: The application of actuarial
justification and unfair trade practice laws to genomic sequencing is understudied in the US. There are limited
qualitative, quantitative, and policy data available for analysis, all of which are needed to fully assess the policy
implications of legislative and regulatory options. My proposed case studies will synthesize analysis from two
data sources: international policy documents and semi-structured interviews. Thus, a primary component of my
case study methods training will include instruction on interview methodology and qualitative data collection.
This training will be beneficial as | develop subsequent research studies after completion of the K99/R00.

To gain skills in case study and interview methodology | will undertake four activities. First, | will attend the
Qualitative Research Summer Intensive jointly sponsored by UNC’s Odum Institute for Research in Social
Science and ResearchTalk. This weeklong training offers courses on collecting, analyzing, and disseminating
qualitative data, including trainings on interview methodology. | plan to attend this training in July 2015, prior to
the start of the K99/R00 grant period. Funding for this training will be provided by CGS (See Henderson
Letter). Second, | will audit the class, Case Study Methods, offered through the Department of Education. This
class will provide a strong base knowledge of case study methods and analysis. Third, | will attend the
American Association of Law Schools annual conference workshop on qualitative methods. This training will be
uniquely beneficial because it focuses on the intersection between qualitative methods and legal research.
Finally, | will attend additional trainings, as needed, on interview methods, qualitative analysis, and qualitative
software programs through Odum Institute short courses. During the training period | will continue to shadow
and work with Drs. Henderson and Skinner to implement and design the interviews in the GeneScreen project.
| will put these acquired skills into practice in Aim 1 of the project in which | will conduct case studies of how
international governments have addressed actuarial justification and genetic testing in supplemental insurance.
Under the mentorship of Dr. Henderson, Dr. Skinner, and Prof. Hall, | will develop, conduct, and analyze
interviews and undertake policy analysis as part of the international case studies.

Goal 2: To receive formal training in survey design: To gain skills in survey design | will undertake three
activities. First, | will take two semester-long courses through the Odum Institute; Data Collection Methods in
Survey Research and Questionnaire Design. Second, | will take additional short courses offered by the Odum
Institute on survey methodology as needed during the training period. During my public policy degree training, |
took two semester-long statistics classes and completed a thesis that utilized regression analysis of survey
data. Given this background in quantitative analysis, my K99 training will focus specifically on survey design
and data collection methods. If at some point during my research | find that | need to refresh my quantitative
analysis skills, the Odum Institute offers short course trainings on quantitative analysis, such as the Stata
training | took last year. Third, | will shadow Dr. Henderson and other CGS investigators in their work on survey
design and analysis for GeneScreen. Under the mentorship of Dr. Henderson and Prof. Hall, | will design a
survey of state insurance commissioners for Aim 2a in order to gather data on how actuarial justification and
unfair trade practice laws are being interpreted and enforced in the context of genetic information.

Goal 3: To receive professional development training in mentoring and supervising research assistants: My
career goal for the RO0 phase of the grant is to lead students in legal and policy research in an experiential
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learning course. In this capacity, the law students will essentially be research assistants as they help to
conduct the legal and policy research of Aims 2b and 3. As such, leadership, mentorship, and supervision will
be major components of the R0O0 portion of the grant. To prepare for this task, | will attend the 6-week course
on mentorship conducted by the NC TraCS Institute, UNC’s Clinical and Translational Sciences Award
(CTSA). Drs. Skinner and Henderson will provide additional training and advice on mentorship and strategies
for supervising student research. Additionally, every summer, CGS funds a law student research assistant to
help with the legal projects of the Center. Through my K99 funding, | will pay a portion of this student’s stipend
so that he or she can assist with the aims of my project. This will not only provide important research support,
but also provide me an opportunity to supervise a student while still in the mentored phase of my project.

Additional trainings: In the K99 phase of the project, | will continue to participate in CGS trainee activities, such
as the ELSI journal club, peer writing group, and professional development seminars. | will also continue to
attend professional development opportunities offered through the TraCS Institute and Office of Post-Doctoral
Affairs. In order to better understand the probability calculations used in insurance, | will audit two classes
through UNC’s Department of Statistics and Operations Research: Introduction to Probability and Long-term
Actuarial Models. | have taken these classes’ prerequisites in my undergraduate and graduate training.

Training Justification: While | currently have strong skills in policy, legal, and basic quantitative analysis, | have
no formal training in either quantitative or qualitative data collection methods. Learning qualitative case study
methods and survey design will allow me to broaden my research scope and pursue promising research
opportunities in the future. My legal and policy background naturally lead me to explore how societal concerns
can be addressed through policies, regulations, or legislation. The ability to develop and conduct empirical
research studies to better inform the subsequent legal and policy analyses will greatly benefit my future career
and make me an independent researcher able to design research projects from a transdisciplinary perspective.

Audit: Case Study Methods

Audit: Odum Institute survey design courses
AALS Qualitative Methods Workshop

Audit: Introduction to Probability

Odum Institute: Additional trainings

CGS Trainee Group activities
Individual/quarterly meetings with mentors
Shadow mentors on GeneScreen

Case Study Screening Process/Selection
Interview Guide Development

IRB Submission for Interviews

Recruitment to Case Study Participation
Pilot Case Study (Canada)/Adjust Protocol
Law & Society Ass'n (LSA) Conference
Case Study Interview Conduction/ Analysis

e L L e e D
|

Odum Institute: Additional survey trainings
Audit: Long-term Actuarial Models

TraCS Institute Mentoring Workshop

CGS Trainee Group activities
Individual/quarterly meetings with mentors
Shadow mentors on GeneScreen

Case Study Interview Conduction/Analysis
ASBH Conference
Preparation of Reports/Manuscripts

Survey Creation

IRB Submission for Survey
Survey Completion/Analysis
LSA Conference
Preparation of Manuscript
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Training in the Responsible Conduct of Research

Prior Training

During my graduate studies in law and public policy at Georgetown University, | was introduced to the history,
theory, and regulatory framework of research ethics specific to the area of genetics and genomics research in
two classes: “Contemporary Issues in Genetics and Society” and “Genetics and the Law”. Although | then
spent three years practicing law in a legal services organization, once | entered a research setting | undertook
formal training in the Responsible Conduct of Research (RCR). As a Postdoctoral Research Fellow at the
Center for Genomics and Society at UNC | have engaged in several RCR trainings. On January 7, 2014, | took
the Collaborative Institutional Training Initiative (CITI Program) on Human Research. This training covered the
following topics: 1) History and ethics of human subjects research; 2) Basic Institutional Review Board (IRB)
regulations and review process; 3) Informed consent; 4) Social and behavioral research (SBR) for biomedical
researchers; 5) Records-based research; 6) Genetic research in human populations; 7) Research with
protected populations; 8) Avoiding group harms; 9) FDA-regulated research; 10) Research and HIPAA privacy
protections; 11) Vulnerable subjects; 12) Conflicts of interest in research involving human subjects; and 13)
Privacy and confidentiality. Additionally, on February 26, 2014, | completed the UNC-CH Conflict of Interest
training to learn about federal regulations that promote objectivity in research.

In addition to these online training, | also attended a five-day, four hours per day, in-person RCR training
conducted by the TraCS Institute, the integrated home for the Clinical and Translational Science Awards
(CTSA) program at UNC. This course provided training in the following topics: 1) Policies regarding human
subjects research; 2) Principles for the ethical use of animals in research; 3) Safe laboratory practices; 4)
Conflict of interest; 5) Mentor/mentee relationships; 6) Peer review; 7) Authorship and publication; 8) Data
acquisition, management, sharing, ownership; 9) Research misconduct; 10) Collaborative research; and 11)
Contemporary issues biomedical research. This training provided several opportunities for small group
discussion of the topics using case studies.

Finally, throughout the past year | have attended many Research Ethics Grand Rounds (REGR), the monthly
seminar series of local and invited speakers offered by the UNC Center for Bioethics in collaboration with the
TraCS Institute and the Office of Research Ethics. These seminars address current ethical, legal, and social
issues in the design and conduct of biomedical research involving human subjects. | have also attended a
research ethics consultation through UNC’s Research Ethics Consultation Service.

RCR Training during K99/R00

During my award | will continue my training in RCR through four primary methods. First, | will attend a basic
RCR training course, of at least eight hours in length, offered through either UNC’s Office of Postdoctoral
Affairs or the TraCS Institute. Second, | will attend an RCR training provided by the TraCS Institute that is
specifically designed for K awardees. This in person training includes four, two-hour meetings in which a
faculty member or institutional official provides short lectures and guidance to develop a Responsible Conduct
of Research (RCR) independent project. Participants are mentored in small groups of 5-6 participants with one
facilitator per group. The participants are charged to identify an ethics or integrity issue in their own research,
conduct a literature review, establish relevant rules and professional practice, consider alternative approaches
through consultation with others, implement the plan or resolution, and practice teaching others in the seminar
what was learned through a poster presentation. Among the topics identified and addressed to date have been
plagiarism, clinical pre-screening, conflict of interest, informed consent, data sharing, documentation,
authorship, and incidental findings, among others. Third, | will continue to attend the Research Ethics Grand
Rounds at UNC. Fourth, during my regular meetings with my research mentors, Dr. Henderson, Dr. Skinner,
and Professor Hall, we will identify and discuss any RCR issues related to my project. These experiences will
continue to supply me with a robust training in the responsible conduct of research.
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Description of Institutional Environment

During the training component of my K99/R00 grant, | will be based at UNC’s Center for Genomics and Society
(CGS), an NIH P50-funded “Center of Excellence in ELSI Research,” housed within the Department of Social
Medicine at the University of North Carolina at Chapel Hill. My primary mentor, Dr. Gail Henderson is Chair of
the Department of Social Medicine and Director of CGS. Her office is located physically down the hall from my
office, making informal check-ins and contact a weekly, if not daily, occurrence. Dr. Debra Skinner, my co-
mentor, and Dr. James Evans, a member of my advisor committee, are also co-investigators with CGS.

Since its inception seven years ago, CGS has included a strong postdoctoral training program as one
component of its mission to conduct transdisciplinary research on emerging ethical, legal, and social
implications of genomic technologies. The goals of CGS’s Training Program are to enable the trainees to: 1)
acquire knowledge and skills needed to conduct ELSI research and translational work; 2) learn to work and
communicate across disciplines; and 3) learn to communicate and disseminate ideas and findings effectively to
academic, policy, and law audiences. CGS has fully funded eight post-doctoral fellows as formal CGS trainees.
It has trained or is currently training eleven graduate students, six of whom received assistantships or
developmental awards through CGS. It has also trained four undergraduates or recent graduates. In addition,
CGS has involved sixteen other post-docs, graduate students, medical students, and law students in CGS
research and training. All have gone to independent research and policy careers in their fields.

The CGS’s postdoctoral scholars develop individualized training plans with their mentors, engage in research
projects with the faculty co-investigators, conduct independent analyses and projects, and participate in a
formal curriculum of professional development seminars, journal club discussions, and paper-writing groups.
The current post-doctoral fellows, graduate students, medical students, and undergraduate students
associated with CGS participate in these seminars creating an interdisciplinary and diverse group for
discussion and feedback on writing. In addition, most trainees, including myself, have enrolled in courses on
guantitative or qualitative methods through the Odum Institute for Social Science Research. Trainees have
been funded to travel to national professional conferences and training workshops that provide networking and
learning opportunities in their areas of interest.

The training environment at CGS is further enhanced by its affiliation with the Department of Social Medicine,
an interdisciplinary department within the School of Medicine that also houses the UNC Center for Bioethics
and the UNC Center for Health Equity Research. Each of these other Centers can offer training experiences,
such as opportunities for fellows to become involved with the “Research Ethics Consultation Service” and the
“Community Engagement Core” of the UNC TraCS Institute, the UNC Hospital Ethics Committee, and the
“Bioethics at UNC” cross-campus faculty research group. Both the Center for Bioethics and the Center for
Health Equity Research also host post-doctoral fellows, which gives the Department a combined cohort of 8-10
fellows at any one time, ranging across multiple disciplines.

This robust training environment in an interdisciplinary setting provides significant support for the
transdisciplinary research and training demonstrated by this proposal. Additionally, this environment is well
suited to enable productive collaboration between investigators, faculty members, and trainees. Since
beginning my postdoctoral fellowship one year ago, | have co-authored papers with nine CGS investigators
and trainees ranging in discipline from law to genetic counseling to sociology. During my K99 mentored phase
of this grant, | will continue to benefit from the supportive interdisciplinary environment of CGS and the
Department of Social Medicine.
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Specific Aims:

In the US, there has been a polarized debate about whether life, long-term care, and disability insurers,
referred to as ‘supplemental’ insurers, should be able to use an applicant’s genetic information when setting
rates or accepting policies. This debate usually references highly predictive and serious genetic diseases, such
as Huntington’s Disease or Lynch Syndrome. In reality, most variants have a wide range of predictive values,
from unknown to low to high. There has been little debate about how predictive a variant must be for
supplemental insurers to use—or to be legally allowed to use—the information. Additionally, for some highly
predictive variants, medical interventions may be available to minimize one’s indicated risk, and the law does
not currently shed light on how insurers should consider this information. State unfair trade practice laws
generally require insurers to have actuarial justification for using any risk factor in underwriting. Under these
actuarial laws, to deny an application or charge an increased premium, insurers must show that a relevant risk
factor is statistically associated with increased insurer cost. However, in the US, there has been little research
regarding the application of these standards to genetic and genomic data. Internationally, several countries,
such as the UK and Australia, have had actuarial policies for supplemental insurers specific to genetic testing
since the early 2000s. Thus, most of the academic and policy discussions in this area have occurred abroad.

Although the Genetic Information Nondiscrimination Act (GINA) protects against genetic discrimination in
employment and health insurance, individuals may fail to undertake medically recommended clinical genetic
testing, or participate in genomic research, due to fears of discrimination in supplemental insurance. Policy
responses tend to focus on whether supplemental insurers should be able to use genetic information, but do
not explore the broader criteria that inform when and how such information can legally be used. Once studied,
these criteria can inform a more nuanced policy discussion of the ‘should’. This project has two primary goals:
1) to systematically examine the legal and policy landscape of supplemental insurer use of genetic information
in the US and internationally, with particular focus on requirements of actuarial justification; and 2) to use these
requirements to offer a variety of policy options for US state and federal governments that seek to address
genetic discrimination in supplemental insurance. To meet these goals, | propose three specific aims.

Aim 1 — Analyze how international approaches to actuarial justification, supplemental insurance, and genetic
information may be applicable to the US. Using methods and analysis techniques acquired during the
mentored-phase, | will choose four countries that have robust policies regarding actuarial justification and
insurer use of genetic information and conduct case studies of these examples. Focus on actuarial standards
in the international privatized supplemental insurance sector ensures a more direct comparison with the US,
despite differences across health insurance sectors. | will explore why specific policy options were chosen,
whether these policies address issues related to predictive value or preventive measures, how effective the
policies have been, and what lessons were learned. Case study analysis will combine both policy analysis and
targeted interviews with key stakeholders such as academic/policy experts, government officials, advocacy
group representatives, and insurance representatives.

Aim 2 — Interrogate how existing US state laws that require actuarial justification in supplemental insurance
would apply to use of genetic information. Using multiple methods, | will explore how current state law may
apply to genetic information. | will conduct a survey of US state insurance commissioners to examine how they
are interpreting and enforcing actuarial and unfair trade practice laws (Aim 2a). | will combine this with legal
analysis of statutes, regulations, and applicable case law to evaluate whether state law has been applied to the
context of genetic information and how the laws may be interpreted and enforced in this area (Aim 2b). Survey
responses will inform the legal analysis of how existing legislation may be enforced or interpreted.

Aim 3 — Provide policy analysis and recommendations for legislative and regulatory options to address
concerns about the use of genetic information in supplemental insurance. | will undertake policy analysis of
options available to US governments to address societal and individual concerns about supplemental insurer
use of genetic information (Aim 3a). Additional policy analysis will explore legal and policy options for the
threshold evidence levels needed to meet actuarial standards (Aim 3b). These options will incorporate
feedback from policy experts. | will disseminate recommendations through policy briefs and manuscripts.

Aims 1 and 2a (K99 phase) will be completed in concert with training in qualitative and quantitative methods.
For the R0O0 phase, my goal is to secure a tenured law position that involves teaching an experiential course
and researching ELSI topics. Under this model, students will assist in the research goals of Aims 2b and 3.

By combining policy analysis and case studies from the international setting with detailed legal and survey
analysis from the US, this project will produce a robust study of potential policy options for legislators.
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Research Strategy

Significance

Imagine an individual who is known to have a genetic variant that was reported in a genome-wide association
study (GWAS) to be weakly correlated with an increased risk of coronary artery disease, a leading cause of
death worldwide. Should life, long-term care, or disability insurance companies be able to use this information
in underwriting decisions, even if the genetic variant only explains about 1-2% of variation in risk? What if the
variant explains 10% of risk? Or 80%? What if it explains 80% of risk, but there are measures that an individual
can take to eliminate or mitigate this risk?

There has been a long-standing debate in the US regarding whether life, long-term care, or disability insurers,
should be able to use genetic information in underwriting (Caulfield 2013, Joly 2013, Klitzman 2014, Ostrer
1993, Rothstein 1997). | refer to these insurers as supplemental insurers, in that they are purchased in addition
to health insurance. | do not refer to health policies, such as a Medicare supplemental policy, that an individual
acquires in addition to his or her existing health insurance. The supplemental insurer debates have often
remained entrenched in discussion about whether or not insurers should be able to use genetic information
(Mittra 2007). There has been little research and policy discussion of, if supplemental insurers have access to
genetic information, when and how they should be able to use it in underwriting. This research project
examines how law and policy address, or should address, the threshold of statistical significance between
genetic information and increased risk necessary for insurers to charge higher premium rates or deny a policy.

In 2008, in response to the public’s concerns of genetic discrimination, Congress passed the Genetic
Information Nondiscrimination Act (GINA). GINA prevents employers and health insurers from using genetic
information to discriminate, but does not regulate how supplemental insurers use genetic information (McGuire
2009). These insurers were not included in GINA due to political compromise and recognition that the
economic models and social goals of supplemental insurance raise different policy considerations than health
insurance (Hudson 2008). However, in the years since GINA’s passage, individuals remain fearful of genetic
discrimination in supplemental insurance (Allain 2012, Laedtke 2012, Parkman 2014). This fear may lead
individuals not to undergo recommended clinical genetic testing or to decline participation in genomic research
(Barlow-Stewart 2009, Feldman 2012, Joly 2010, Klitzman 2010, Peshkin 2013), potentially leading to
detrimental health effects for those who do not undertake clinically beneficial testing (Otlowski 2012). Failure to
undergo predictive testing for a medically actionable condition due to fear of discriminatory consequences
could thwart an individual from preventing or mitigating disease.

Since federal law does not address supplemental insurer use of genetic information, any US-based policy in
this area currently comes from state law. Several states address insurer use of genetic information (NCSL
2008). Three states are commonly cited as banning supplemental insurer use of genetic information (Peikoff
2014); in fact, these states do not completely prohibit insurer use, but rather, they prohibit use of family
members’ genetic information (O.R.S 2001, V.S.A. 1997) or have actuarial requirements for the use (Cal-GINA
2011, Chabner 2000). Requiring actuarial justification for use of genetic information in underwriting decisions,
such as premium increases or denials, is a common legislative strategy. These laws generally require that
insurers demonstrate statistical correlation between a risk and an increased likelihood of cost to the insurer
(ASOP 2005, Jha 2012, Landes 2014). The interpretation, enforcement, and implementation of these actuarial
laws, however, have not been fully analyzed. It is therefore surprisingly unclear how existing state laws have
been or will be applied in the context of the predictive value and preventive measures of genetic variants.

Recent technological advances have drastically lowered the cost of sequencing, making genomic analysis
potentially affordable for insurers. This information may be beneficial to insurers since underwriting involves
categorizing applicants into risk classifications and genetic information can provide insight into future risk (Van
Hoyweghen 2007). However, the use of genetic information also raises social concerns beyond the business
considerations of insurers (Dubois 2011, Liukko 2010, Morris 2010, Moultrie 1997, Van Hoyweghen 2005, Van
Hoyweghen 2012). For example, some, including myself, have argued or suggested that in order to fully
address individual fears of genetic discrimination, supplemental insurers should be restricted from using
genetic information (Ashcroft 2007, Gruber 2014, Klitzman 2014, Prince 2013, Wolf 2007). Others have argued
that this would bankrupt the insurance system because it will skew risk classification and lead to adverse
selection (Baker 2002, Dodge 2007, Green 2015, Joly 2010, Radetzki 2003, Rothstein 2004); yet there is little
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empirical evidence of any effects of adverse selection following policy changes (Daykin 2003) and actuarial
modeling has indicated low impacts on premiums (Macdonald 2011; 2010; 2003, Viswanathan 2007). The
competing economic concerns of insurers and the privacy and justice concerns of individuals create polarizing
interests and lead to an entrenched debate over insurers’ use of genetic information (Joly 2010).

This proposed project is significant because it will provide policy-makers with in-depth analysis of policy and
regulatory options and recommendations for how life, long-term care, and disability insurers use genetic
information. The NHGRI has specifically identified use of genetic information by these supplemental insurance
companies, determination of actuarial risk, and the impact of state laws as priorities for ELSI legal, regulatory,
and public policy research (NHGRI 2014). Genomic technologies will not rise to their full clinical potential if fear
of discrimination or misunderstanding of existing legal protections prevents individuals from undertaking
genomic testing or participating in research. This project highlights lessons from international contexts;
analyzes existing state legislation; and provides policy recommendations for future legislatures. Existing state
laws offer an opportunity to suggest policy changes through a variety of mechanisms, from enforcement
strategies to regulatory changes to new legislation. Providing meaningful and feasible policy options and a
better understanding of how insurers can legally use genetic information can make several contributions:
assuage fears of genetic discrimination, increase participation in genomic testing and research, and potentially
prevent significant barriers in access to supplemental insurance. In turn, increased insurance coverage and
utilization of genomic technologies can lead to greater economic stability and improved health for individuals.

Innovation

This proposal is original in its approach to the question of whether supplemental insurers should be able to use
genetic information. By beginning the inquiry with how insurers can fairly or legally use such information, rather
than if they should use it at all, this project can provide new insight to an entrenched US debate. Focusing on
how international actuarial standards have been applied to genetic and genomic risk information allows this
project to draw lessons from countries with distinct socio-historical contexts. Additionally, the proposed
research project is innovative in the way that it combines legal and policy analysis with social science empirical
analysis in a law school setting. Use of an experiential course model increases the amount of research that
can be undertaken with the same amount of funding because students will provide research assistance as part
of their experiential learning. Through this novel approach, | can simultaneously increase my chances of
securing a position as an independent researcher, increase the impact of the project given the increased
research that can be completed, and establish a mechanism to train future ELSI legal scholars. The proposal is
also novel in its recognition of the importance of mentorship in the RO0 phase and the inclusion of a specific
professional development component on mentorship within the training plan.

Approach

Aim 1: Analyze how international approaches to actuarial justification, supplemental insurance, and genetic
information may be applicable to the US.

Aim 1 Rationale: Several countries have long established policies that impose actuarial justification standards
or regulate supplemental insurers in the context of genetic information. Because these countries often have
universal health care systems that limit concerns of discrimination and access in the health care setting, policy
discussions regarding concerns about genetic discrimination have focused on the supplemental insurances
that are often privatized (Anderlik 2001, Knoppers 2004b). Compared to the US, these countries are generally
more advanced in policy implementation in the context of supplemental insurance (Van Hoyweghen 2007).

There are three primary avenues that countries have used to address supplemental insurer use of genetic
information (Knoppers 2004a, Lemmens 2003), although within these broad strategies there are a variety of
types of policies (Joly 2010, Lemke 2013, Otlowski 2012, Quinn 2014, Varga 2012). First, insurers in some
countries have voluntarily agreed to a moratorium on the use of genetic information for applications below a
certain monetary value and to a requirement of actuarial justification for those above that value (Huijgen 2012,
Soini 2012). For example, since 2001, supplemental insurers in the United Kingdom have had a voluntary
moratorium, which was just recently extended to 2019 (HMG 2011, Thomas 2012). Second, some countries
have passed legislation at the federal level requiring actuarial justification in this area (Soini 2012, Van
Hoyweghen 2012). Utilizing this strategy, Australia has legislation that requires certain supplemental insurers
to have actuarial justification for using genetic information (ALRC 2003, Keogh 2013, Taylor 2004). Third,
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some countries have informal guidelines from a government advisory or regulatory body (Knoppers 200443,
Lemmens 2004). In these countries the guidance may not be legally binding on the insurers.

Exploration of the effectiveness of these approaches in the international context can provide lessons for policy
implementation in the US. Although US states do have actuarial laws, there has not been robust policy
discussion regarding how these laws may be enforced. As such, examining the international context first,
where there have been debates, can inform the nuanced legal analysis of Aim 2. Although the health insurance
systems across international contexts vary, the privatized supplemental insurance context provides a more
directly comparable perspective to the US (Rothstein & Joly 2009). Specific focus on the standards of actuarial
justification and the threshold levels of evidence needed to use genetic information in supplemental insurance
underwriting also allows for an opportunity to gather lessons from international countries that have already
been grappling with these nuances for many years, but without insurmountable concerns of applicability from
differing socio-historical contexts. Through qualitative case studies of international experiences, Aim 1 will
provide valuable information for the US-based policy analysis of Aims 2 and 3 of this project. Case study
methods offer not only in-depth analysis of the individual cases but also analytic strategies for systematically
comparing patterns observed across cases (Ragin 1999, Ragin 2014, Stake 2013, Yin 2003).

Aim 1 Methods: Aim 1 will utilize a qualitative, comparative case study analysis to explore how actuarial
justification laws and policies in four countries have been applied to the use of genetic information in
underwriting. Data sources include semi-structured interviews with stakeholders and analysis of policy
documents, such as government reports or legislation, legislative history, internal government or insurance
communications, legal case documents, and academic critiques or manuscripts regarding the policies. Each
case study will utilize these multiple sources of data to allow for triangulation (Stake 2013, Yin 2003).

Initially | plan to conduct a pilot case study in Canada in order to test my interview protocol, determine the most
efficient and effective ways to recruit stakeholders and collect data, and to confirm the feasibility of my case
study methods. Canada is a fitting pilot study due to the proximity to the US, the robust discussions regarding
actuarial justification policies that have occurred in the country to date (Joly 2006, Joly 2014, Lemmens 2010,
Pullman 2010), and the support of a key stakeholder to assist with the identification and recruitment of other
stakeholders (See Joly Support Letter). Canada has published guidance on use of genetic information in life
insurance (Knoppers 2004b) and the legislature is currently considering a bill to ban insurer use of genetic
information (Rennie 2013). Additionally, at the beginning of the project, | will undertake a screening process to
select the remaining three purposively sampled cases (Yin 2003). These countries will be chosen to include
representation of the three primary policy tactics (moratorium, legislation, or guidelines) utilized around the
world, Cases will be selected that have had at least one policy mechanism in place for five years or more, have
stakeholders with English language skills, and have similarities to the US for comparison.

| will explore the following research questions for each case study:

* Why was the particular policy option chosen in this country?

* How effective has the policy been, as judged by the stakeholders?

* How has the actuarial justification policy been applied to genetic information, specifically regarding the
predictive value of genetic variants and the availability of preventive measures?

* Have there been any consequences, unexpected or expected, of the policy, and if so, what are they?

* From the stakeholders’ perspectives, has the policy affected how often either individuals undertake
genetic or genomic testing or apply for supplemental insurance?

Document Collection: Initially, | will collect policy documents and analysis available online through government
websites and searches of academic databases such as LexisNexis, JSTOR, and PubMed. The CGS summer
legal research assistant will assist with this task. However, since the availability of international documents
may be limited in the US, | will also establish meetings with government and research librarians in the case
study countries to gather additional relevant documents unavailable in the US. During each interview, | will also
ask the respondents for suggestions of documents the respondent thinks might be informative to the study.

Interviews: Employing the skills | will acquire through focused trainings on qualitative interview design, | will
create and conduct semi-structured interviews with key stakeholders (King 2010). For each case study | will
interview at least 8 stakeholders representing policy experts, government officials, advocacy group members,
and insurance representatives. To the extent possible in each country | will speak to at least two stakeholders
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from each category. This targeted interviewing of a diverse group of stakeholders is important for minimizing
single-source information bias, maximizing the range of perspectives, and collecting differential knowledge
(Van de Ven 1999). These stakeholders will be identified through help from my international contacts (See De
Paor, Joly, and Macdonald Letters), policy documents and research, and suggestions from individuals who
have agreed to be interviewed. Although this approach has the potential to create a participant population
skewed to one perspective, this will not be likely since the nature of policy discussions inevitably highlight
diverse opinions. Therefore, already identified policy-makers and key stakeholders are likely to know, and will
be asked to identify, individuals with a broad range of perspectives and opinions. They will be enrolled through
a recruitment letter and follow-up phone call. | will pilot test my data collection protocol and semi-structured
interview guide in Canada, and then conduct the three additional case studies. Interviews will be conducted in
person to ensure convenience for the participants, quality of the interview, minimization of technological
complications, and ease of document collection pre and post-interview (See Foreign Justification).

Data Analysis: | will undertake content analysis of the interview transcripts utilizing software, such as ATLAS i,
that aids in this kind of analysis. | will be trained in content analysis through classes at the Odum Institute,
AALS Qualitative Workshop, and ResearchTalk. | will also pursue my analysis by comparing the content of the
policy documents collected with the themes extracted from the interviews.

Aim 1 Expected and Alternative Outcomes: For each country studied | will develop a written overview that
includes: 1) a descriptive summary of the policy method(s) implemented and the context in which it was
implemented, 2) a description of how actuarial justification standards have been applied to genetic information,
3) an overview of how effective the policy has been according to documents and interview respondents, and 4)
an assessment of the benefits and challenges of each policy. After individual case analysis, | will perform a
cross-case analysis, examining whether the application of actuarial justification standards differs across policy
options. To disseminate these research findings | will publish at least one manuscript summarizing the case
study research findings. Additionally, | will present my findings at national conferences such as the American
Society for Bioethics and Humanities (ASBH) and the Law and Society Association (LSA).

International policy analysis and recruitment for interviews can be challenging; however, | believe that | will be
able to recruit adequate numbers of interview participants. There is robust scholarship regarding actuarial
justification policies and genetic information in the international setting, making it likely that | can find willing
and interested participants to discuss the implications of these policies. Additionally, through my previous work
and through support of my advisory committee members, Drs. De Paor and Macdonald, | have connections to
the European genetics communities, and through my collaborator Dr. Joly, the Canadian community (See
Support Letters). Thus, | will be able to reach out to a variety of contacts for suggestions of key stakeholders.

By undertaking a pilot feasibility case study and by waiting to choose the remaining three case study countries
until the project is underway, | can foresee and avoid problems related to recruitment of stakeholders or
conducting the case studies. If | am unable to gather sufficient research participant interest in a country, | will
choose a different option for the case study. Additionally, if the Canadian pilot study highlights problems with
the initial case study design | can rework the protocol with support from mentors for the remaining cases.

Aim 2 - Interrogate how existing US state laws that require actuarial justification in supplemental insurance
would apply to use of genetic information

Aim 2 Rationale: Under state unfair trade practice laws, life insurers in all fifty states are required to have
actuarial justification to use a risk factor in underwriting (Holmes 1996, McEwen 1993, UTPA 2004). Some
states have expanded these rules to disability and long-term care insurers (Avraham 2014). In addition, eight
states explicitly require actuarial justification for the use of genetic information in underwriting (NCSL 2008).
These laws aim to restrict supplemental insurers from basing underwriting decisions on genetic information
that is unrelated to risk. However, the genetic-specific actuarial justification laws likely do not provide any
additional protections for individuals beyond the broader unfair trade practice laws (Rothstein 2007).

These state laws, both the genetic-specific and general unfair trade practice laws, have not been fully explored
and further research is needed to understand how these rules will be applied in the context of genetic variants.
Given the range of predictive value of genetic variants, it is uncertain how many will be sufficiently correlated to
risk to meet actuarial standards (Evans 2001, Janssens 2006, Macdonald 2002) and how the preventive

measures available to mitigate risk will and should fit into the legal actuarial standards (Keogh 2013). Although
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insight into these questions will come from the international data obtained in Aim 1, it is also important to
understand how the US state laws are being applied, and most significantly, could be applied, in this context.

Insurance companies, including life, long-term care, and disability insurers, are regulated through state
insurance commissioners and in every state the insurance commissioner has the power to enforce state
insurance laws and promulgate regulation (Randall 2008). The commissioner offices also provide services to
consumers of these insurances through information and complaint systems (NAIC 2011). Through their work
with both insurers and consumers, the insurance commissioners are an essential source of information for how
actuarial justification laws are being used. Through surveys of state insurance commissioners, and legal
analysis of state law, regulation, and court cases, Aim 2 will provide an opportunity to better understand how
actuarial justification and unfair trade practice laws are currently being enforced and implemented in the US.

Aim 2 Methods: Aim 2 will employ multiple methods to analyze US actuarial justification laws and will involve
two sub-aims: Aim 2a will survey state insurance commissioners to determine how they are enforcing and
interpreting actuarial justification laws; based on survey results, Aim 2b will undertake a legal analysis of
current state actuarial justification and unfair trade practice laws. There are already a handful of cursory state
law reviews that will inform the survey (CLRC 2012, CRG 2014, NCSL 2008). | am proposing to undertake the
in-depth legal analysis after the surveys in order to conduct a more nuanced and detailed legal analysis.

Survey: For Aim 2a, | will develop and implement a survey of state insurance commissioners about actuarial
and unfair trade practice laws and how the commissioners interpret and enforce these laws. The survey will
focus on genetic information, the low predictive value of most variants, and the preventive measures available
for some genetic variants. Surveys and interviews of insurance commissioners have been used in prior studies
to understand how health and life insurers could use genetic information, including a case study analysis
completed by my co-mentor Prof. Hall (Hall 2000a, Hall 2000b, Hall 2000c, McEwen 1992). Aim 2a survey
guestions will be developed in concert with feedback from mentors and based on survey methodology trainings
undertaken through the Odum Institute. In addition to questions on how current state laws are interpreted and
enforced, the survey will include questions that draw upon policy themes discovered during Aim 1. It will
include both closed and open-ended questions surrounding these themes. The surveys will be sent to all state
commissioners and follow-up letters and phone calls will be made to reach state offices that have not
responded. In a prior study surveying state commissioners, this method was found to lead to a remarkably high
response rate (82.4%) (McEwen 1992). The CGS legal research assistant will assist with survey analysis and
follow-up on any laws cited by the commissioners. To disseminate the survey results, | will publish findings in
peer-reviewed journals, and use the information about enforcement and interpretation to assist with the legal
analysis of Aim 2b. Additionally, | will present my work at national conferences such as ASBH and LSA.

Legal Analysis: For Aim 2b, | will conduct a fifty state review of laws, regulations, and court case decisions
(case law) relating to actuarial justification, both genetic-specific and broader unfair trade practice laws. | will
specifically explore whether and how actuarial standards are defined and whether genetic-specific actuarial
justification laws provide, or potentially provide, protections beyond those the state unfair trade practice laws. If
the plain text of the statute or regulation is unclear, | will employ statutory interpretation methodology I learned
when | took the “Lawmaking and Statutory Interpretation Seminar” taught by Congresswoman Eleanor Holmes-
Norton. This state review will provide a comprehensive guide to which state laws apply to which supplemental
insurers. Several organizations have completed state guides regarding state laws covering genetic information
in supplemental insurance (CLRC 2012, CRG 2014, NCSL 2008) and other sources have information on state
unfair trade practice laws (Avraham 2014, Holmes 1996); however no study has combined information about
how all these laws may work in practice, with specific focus on whether and how actuarial standards are
defined. These previous guides will form my starting data points, so my initial data collection will involve
updating available cites, rather than a new search. In addition to this background analysis of state laws and
regulations, Aim 2b will use legal analysis to examine applicable case law to evaluate whether state law has
been used in the context of genetic information and how the laws may be interpreted and enforced in this area.
Both the state statutes and the case law will be compiled through searches of WestlawNext, a legal database.

The specific questions of inquiry in the case law analysis will include:

* Is there any case law explicitly addressing genetic information and actuarial justification or unfair trade
practice laws?

Research Strategy Page 92



Contact PD/PI: Prince, Anya

* Does past case law define or discuss actuarial standards or address what level of statistical correlation is
necessary for insurers to use risk factor information in underwriting?

* How might precedential case law regarding medical information or disability be applied in the context of
genetic information?

* |s there any case law that discusses how supplemental insurers should take into account mitigating risk
factors, such as available preventive measures?

Aim 2 Expected and Alternative Outcomes: Aim 2a will culminate in at least one published manuscript
summarizing the state insurance commissioner survey design, methodology, and results. To disseminate the
information from Aim 2b | will complete a published law review article describing the findings of the statute,
regulation, and case law analysis. | am expecting to find that the genetic-specific actuarial justification laws do
not provide any additional legal protections beyond state unfair trade practice laws. Additionally, | am expecting
that few cases will explicitly address genetic information in this arena. However, because the genetic-specific
and unfair trade practice laws are likely similar, case law regarding how unfair trade practice laws have applied
to other medical information provides important legal precedent for how future courts will apply these laws to
the context of genetic information.

Analysis of statutes in fifty states can be time consuming to complete and, depending upon the volume of
applicable or precedential case law, the case analysis can also be time consuming. However, these tasks of
Aim 2b will be completed during the RO0 phase of the project. During this phase, my goal is to have students
assist with the data collection and analysis as part of their experiential class. This model will allow for sufficient
research support to complete the full fifty state analysis. If, however, | am unable to secure this teaching
opportunity and/or do not have sufficient research support to analyze the case law and statutes from all states,
| plan to limit the number of states that | examine to a representative sample.

Aim 3 - Provide policy analysis and recommendations for leqgislative and regulatory options to address
concerns about the use of genetic information in supplemental insurance.

Aim 3 Rationale: Since the passage of GINA, there has been discussion of whether the federal government
should pass additional legislation that expands protection against genetic discrimination in supplemental
insurances. There are strong competing interests on both sides of this debate: Individuals fear the misuse of
their genetic information and supplemental insurers fear the economic consequences and adverse selection in
their businesses (Daykin 2003, Haidle 2014, Macdonald 2002, Rothstein & Joly 2009). These competing views
create difficult policy decisions for state and federal legislators. However, international and US state
experiences to date can provide valuable insight into the feasibility, implications, and benefits of various policy
options. Aim 3 of this project will synthesize information and data collected through Aims 1 and 2 to create
policy analyses and reports of various options, including the moratorium, legislative, and guideline options from
the international context. Aims 1 and 2 will help to better understand the varying interpretations of the levels of
evidence needed to meet actuarial justification and unfair trade practice laws. From there, Aim 3 can provide
policy guidance to state insurance commissioners, state legislators, individuals, insurance companies, and
advocates about enforcement, interpretations, and legal uses of genetic information in underwriting.

Aim 3 Methods: Using policy analysis skills | developed during my graduate training in my Masters of Public
Policy, Aim 3 will include two levels of policy analysis and inquiry. First, Aim 3a will be a policy analysis of the
legislative options available at the federal and state level to address supplemental insurer use of genetic
information, ranging from status quo to a complete ban on use, and other options in between. The analysis will
include an assessment of the potential limitations, benefits, and feasibility of various policy options.

The policy analysis will explore the following questions:

* Do current state policies effectively address supplemental insurer use of genetic information?

* |s additional, or different, enforcement of current state laws needed to afford effective protection?

* Would any of the policy mechanisms implemented in the international context be options for US federal or
state governments?

* What are the limitations, benefits, and feasibility of various policy options?

Second, Aim 3b will assess how both international case studies and the states define evidence thresholds for
the necessary level of statistical correlation to use genetic information in underwriting. | will conduct policy
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analysis of these varying interpretations and actuarial definitions to assess the implications of various evidence
thresholds. If there have not been clear evidence thresholds or if the thresholds are consistent, | will assess the
implications of what the threshold could or should be. This will provide policy makers, insurance companies,
insurance commissioners, and individuals undergoing genetic testing guidance on when and how genetic
information can and should legally be used for underwriting. In order to receive feedback and suggestions on
various policy options, | will vet options with US policy experts, such as Dr. Koontz, my advisory committee
member, to discuss issues of actuarial justification, genetic information, and supplemental insurance.

As with Aim 2b, the research of Aim 3 will be completed within the ROO0 portion of the grant; therefore my goal
is to complete this research within the context of the experiential class at a law school. The assistance of
students in the legal and policy analysis creates the ability to increase the output of policy analysis to potential
state-specific white papers or other in-depth policy analysis given findings from the previous Aim(s).

Aim 3 Expected and Alternative Outcomes: Aim 3 will culminate in a series of policy briefs, or white papers,
that legislators at the federal and state levels can utilize. These briefs will be disseminated to the state
insurance commissioners who participated in Aim 2 in order to have maximum impact. Discussions and
feedback from policy experts will also be incorporated into the policy reports as well as compiled into a
manuscript summarizing the key recommendations of the group. | will write at least one law review or peer-
reviewed journal article summarizing the policy findings of the project in order to disseminate the information to
a wider audience. | will also attend conferences, such as ASBH and LSA, to present my work.

Although Aim 3 will draw largely on the information gathered during Aims 1 and 2, the research and analysis of
Aim 3 is not dependent upon a certain outcome in the previous aims. Even in the unlikely event that there is
little information gathered on the interpretation of actuarial and unfair trade practice laws, this absence of
guidance still provides a critical opportunity to explore possible options for the future.

Since the policy analysis of Aim 3 will occur in Years 4 and 5, it is possible that new state or federal legislation
may be passed before the final years of the grant. | will track any changes in policy throughout the grant
period. If changes occur, the skills gained during the K99 training will allow me to alter the policy analysis as
needed. For example, if federal legislation addressing supplemental insurer use of genetic information is
passed during the grant, | can conduct a case study of the new legislation to assess enforcement options,
issues that can be addressed by ensuing regulation, and the potential effectiveness of the law.

Through detailed policy and case study analysis from the international setting and robust legal and survey
analysis from the US, my proposed K99/R00 will recommend potential policy options for supplemental insurer
use of genetic information, thus supporting and informing an important NHGRI ELSI research priority.

RO0 Independent Phase Research Year 3
Aim 2b: Legal Analysis of State Statutes and Cases O| N | D] J FIM]AIM]|J J A
Collect Statutes/Regulations through WestLaw
Statute and Regulation Analysis
Collect Case Law through Westlaw
Case Law Comparison and Analysis
Cross Comparison of Case Law/Statutes/Survey Results
Dissemination at Conferences

Aim 2b: Legal Analysis of State Statutes and Cases
Preparation of Law Review

Aim 3a and 3b: Policy Options
Identification of Policy Options from Aims 1 and 2
Policy Analysis 3a
Identification of Actuarial Standards from Aims 1 and 2
Policy Analysis 3b
Dissemination at Conferences

Aim 3b: Actuarial Justification Standards Policy Options
Preparation of Policy Brief(s)
Preparation of Manuscript
Dissemination at Conferences
Grant Applications for Continued Independent Research
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Protection of Human Subjects

Risks to Human Subjects

Human Subjects Involvement, Characteristics, and Design

This project explores policy options for addressing life, long-term care, and disability insurer use of
genetic information in underwriting. In furtherance of this overall goal, Aims 1 and 2a seek to gather
information about how international countries and US state governments are approaching, interpreting,
and enforcing actuarial justification standards in their respective contexts. Human subject involvement is a
necessary component of these aims in order to gain a nuanced perspective of the standards from a variety
of groups involved in policy and its effects.

For Aim 1, | plan to recruit approximately eight academic/policy experts, government officials,
advocacy group representatives, and insurance representatives from Canada for the initial pilot case study
interviews and recruit approximately 24-30 individuals (8-10 per country) in these categories for interviews
from three additional case study countries. The exact location of these case studies will be determined
given initial research into possible case study options; however, it will likely be two European Union
countries and one non-European Union country due to the large number of countries in Europe that have
policies in this area. Cases will be selected that have had at least one policy mechanism in place for at
least five years; have stakeholders with English language fluency, and have similarities to the US for
comparison.

As part of the case studies, | will perform in-person, semi-structured interviews with participants. Given
the professional nature of the work positions from which | am recruiting, these individuals will be adult
women and men. Respondents’ characteristics will reflect the gender and race/ethnicity of the individuals
who are employed by governments or insurance companies, or who are ELSI scholars, advocates, or
policy makers in each country. These individuals will not be paid for participation in the interviews.

For Aim 2a, | plan to recruit 51 US state insurance commissioners, or the appropriate staff member in
the insurance commissioner office, for a survey on state actuarial justification laws. Similar to Aim 1, given
the professional nature of the work positions from which | am recruiting, these individuals will be adult
women and men. Respondents’ characteristics will reflect the gender and race/ethnicity of individuals who
are state insurance commissioners or who are employed by state insurance commissioner offices.

For both Aims, no vulnerable populations are included in this recruitment plan. Recruitment will take
place at the University of North Carolina at Chapel Hill (UNC) via email, letter, and phone to US state and
international participants. Additional recruitment for the stakeholder interviews may also occur on location.
Stakeholder interviews will occur in person. The state insurance commissioner surveys will be completed
remotely via an online system such as Qualtrix and results will be electronically returned to UNC.

Sources of Materials

Data collected from human subjects include survey responses; digital audio recordings and
transcriptions of in-person interviews; and policy documents and materials provided by the case study
participants and others.

Aim 1 Interviews: Confidentiality will be maintained in several ways. First, digital voice files will be
stored on a protected server and deleted once transcribed. Transcripts will be de-identified by a unique
code number for each participant and the de-identified files will be stored on a protected server and
accessible only to the me and other individuals assisting with the research as needed. The list linking this
code to the participant’s name and contact information will be kept in a password-protected file on a
secure server. Participant’s real names will not be used in any publication related to the study.

Aim 2a Surveys: Survey results will be stored electronically on a secure server. Any paper copies
returned via mail will be stored in a locked file cabinet. Given the nature of the survey results and analysis,
state-specific responses may be included in analysis or publications. Although the specific names of the
individual who completed the form will not be included in any publications, because there is only one
survey respondent per state, it may be possible for a reader to identify the respondent given that the
identity of insurance commissioners and their staff members are publicly available information. However,
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the survey will include questions only about the respondents’ professional capacity and opinions, therefore
harms are minimized (see below).

Potential Risks

The risks to respondents for both Aim 1 interviews and Aim 2a surveys are minimal. The questions are
primarily factual in nature, asking about how and why a policy mechanism was chosen, how nuances of
the policy have been implemented and enforced, and how effective the policy has been. The respondents
will be chosen based upon their professions and involvement in policy-making. As such, they will be
accustomed to addressing questions of policy development and effectiveness, including those that could
be construed as potentially controversial. The subject matter of the interviews and surveys is limited to
policy issues regarding insurer use of genetic information: No personal demographic information will be
collected beyond job title, description, and work contact information. Respondent responses are limited to
their views, disciplinary or professional based perspectives, opinions, and experience with regard to the
policy subject matter. Thus, even inadvertent breaches of confidentiality will pose no risk with regard to
participants’ financial standing, employability, legal liability, or reputation.

Adequacy of Protection Against Risks

Recruitment and Informed Consent

Aim 1 Interviews: Recruitment for the four case studies will begin with an identification of the key
stakeholders involved in policies regarding insurer use of genetic information. In this process members of
my advisory panel and other collaborators will assist me to identify the sufficient breadth of stakeholders
(See Joly, De Paor, and Macdonald letters). Additional participants will be collected by asking
interviewees: Each person who responds to an interview request will be asked to identify any additional
individuals who are key stakeholders in these policy discussions. | will obtain informed consent prior to the
start of the interviews. This consent will include the purpose of the study, the nature of the subject’s
participation, the possible risks and discomforts associated with participation, the potential benefits of
participation, a statement of the voluntary nature of participation, and a description of the mechanisms
used to ensure confidentiality.

Aim 2a Survey: The survey invitation will initially be sent to the state insurance commissioner of each
state and the District of Columbia. Follow-up letters and phone calls will be conducted to reach those state
offices that have not responded. If the state insurance commissioner is unavailable or unable to complete
the survey, | will contact a targeted staff member in the insurance commissioner’s office, such as the
highest ranked employee in charge of policy or consumer complaints. The survey will completed over the
web using survey programs, such as Qualtrix. Informed consent will be obtained at the start of the web
survey.

For both aims, participation in any interviews and surveys is voluntary. Depending on the final
interview guide and survey questions, | may request Exemption 2 (45 CFR 46.101(b)(2)) in the IRB
application for these aims.

Protections Against Risk

Procedures for protecting against or minimizing potential risks, including risks to privacy of individuals
or confidentiality of data are as follows: Contact information for the interview and survey participants will
be maintained in separate files. Before any interview commences, participants will be asked to choose a
location within their office for the interview that ensures sufficient privacy. Survey and interview data will be
assigned codes, and links to contact information and/or individually identifiable private information about
human subjects will be removed from all other documents except the code key. Only | will have access to
the code key. While | do not anticipate that the interview or survey questions will be perceived as
sensitive, respondents will be told of the procedures to protect privacy and confidentiality, and in the event
that they express concerns, | will remind them that they should feel free to skip any questions or withdraw
from the interview at any time. Participants’ names will not appear in any study publications.
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Potential Benefits of the Proposed Research to Human Subjects and Others

There are no individual benefits to participants in this study. However, potential burdens are small,
mainly the time involved in participating in the survey or interviews. My plan to disseminate study findings
and to use them for policy recommendations may be perceived by some as a long-term benefit. These
possible benefits are small but proportional to the minimal risks associated with study participation.

Importance of the Knowledge to be Gained

The information to be gained through this project has the potential to fill important gaps in policy
guidance for life, long-term care, and disability insurer use of genetic information. The NHGRI has
identified questions regarding supplemental insurer use of genetic information, including questions
regarding actuarial justification, as an ELSI research priority. Additionally, there has been increasing
discussion regarding whether federal legislation is needed to address use of genetic information by these
insurers; however, the current US debates on the topic have been relatively narrow. This project will
provide more nuanced perspectives to guide future policy discussion. Increased understanding of how
insurers can, and should legally be allowed to, use genetic information may decrease fear of
discrimination and thus lead to increased participation in genomic research and clinical testing across
society. Minimal risks to subjects are reasonable in relation to the importance of the knowledge that
reasonably may be expected to result.

Data and Safety Monitoring Plan
N/A
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Inclusion of Women and Minorities

Individuals in this study will be recruited based upon the professional role they hold, not upon
demographics. Given the case study nature of the proposed study, there will be no opportunity to enrich
the interview samples beyond the existing demographics of the planned cohorts. Therefore, the gender
and racial composition for this study will be determined by the professional population of policy experts,
government representatives, insurance representatives, advocacy group representatives, and academics
for the case studies and the current insurance commissioners and employees for the survey. This project
will make every effort to include women and minorities in every component of the study when possible.
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Planned Enroliment Report

. Use of Genetic Information by Life, Long-term Care, and Disability Insurers: Exploring International Lessons, the Domestic
Study Title: . L
Legal Landscape, and Options for U.S. Policy: Aim 1

Domestic/Foreign: Foreign

This project will recruit approximately 48 stakeholders from 4 different countries for in-depth interviews as part of a case

Comments: study analysis. The stakeholders will be made up of policy experts, government officials, advocacy group members, and
: insurance representatives, with at least two representatives from each category in every country. This project will strive to
enroll a diverse sample of participants; however the individuals will be recruited based on their professional role, not base

Racial Cat : Ethnic Categories
acial Categories Not Hispanic or Latino Hispanic or Latino Total
Female Male Female Male
American Indian/Alaska Native 0 0 0 0 0
Asian 3 3 0 0 6
Native Hawaiian or Other Pacific Islander 1 1 0 0 2
Black or African American 3 3 0 0 6

White 10 10 2 2 24

More than One Race 3 3 2 2 10
Total 20 20 4 4 48

Study 1 of 2
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Planned Enroliment Report

Use of Genetic Information by Life, Long-term Care, and Disability Insurers: Exploring International Lessons, the Domestic

Study Title: Legal Landscape, and Options for U.S. Policy: Aim 2
Domestic/Foreign: Domestic
Comments: This project will survey the state insurance commissioners from the 50 states and the District of Columbia. Thus, the gender
' and racial composition for this study with be determined by individuals who hold the office of insurance commissioners.
Racial Cat . Ethnic Categories
acial Lategories Not Hispanic or Latino Hispanic or Latino Total
Female Male Female Male
American Indian/Alaska Native 0 0 0 0 0
Asian 0 0 0 0 0
Native Hawaiian or Other Pacific Islander 0 1 0 0 1
Black or African American 0 1 0 0 1
White 12 36 1 0 49
More than One Race 0 0 0 0 0
Total 12 38 1 0 51
Study 2 of 2
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Exclusion of Children

The research topic to be studied is not relevant to children.

Inclusion of Children Page 101



Supplemental Materials for NIH Application # 1K99 HG008819-01

Use of Genetic Information by Life, Long-term Care, and Disability Insurers: Exploring International
Lessons, the Domestic Legal Landscape, and Options for U.S. Policy
PD/PI: Prince, Anya

Publication updates — Recently accepted articles

Unpublished

Unpublished




