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Reflections on Ethical Issues Surrounding Direct to Consumer Genetic Testing
Linda S. CariLee

Many different voices were engaged at our recent Division of Medical Ethics and Humanities
Evening Ethicsprogram with Grant Wood, IT strategist with the Clinical Genetics Institute (CGl) at
Intermountain Healthcare. Grant shared his interesting and positive experiences with testing
and results from 23 and Me, one of several commercial companies that offer direct to consumer
genetic testing for predispositions for diseases and health conditions. This discussion prompted
reflection on the ethics of direct to consumer genetic testing. Included here are some of our
Division member responses and concerns to contemplate about informed consent, privacy, and
access issues surrounding direct to consumer (DTC) genetic testing:

A Is there a major gap between wha®3 and Met hi nks i t&s giving an 0w
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they are getting? Even with disclaimers about Clis
ohealth and di sease traitso confuse consumer s into think
HIPAA/Common Rule/FDA regulated waters? The libertarian ideal of empowering people with information is only empowering if
they a) understand what theyo6re getting and b) have somdg int

A It is not clear that people, even otherwise sophisticated people, understand what is agreed to in sharing data. The idga of
searching for other 23 and Me users and then sending them messages with your genetic information could be altruistic, or just
recreational, but i f people have no idea what theydrkey| sen
question i s, OHow easily can this risk information be mgni pt

A How do DTC companies such @3 and Me select the traits they screen? For instance, there are a host of traits out there with
known heritability measures and known candidate genes, everything from bipolar disorder to male homosexuality. What justifies
making the list? Further, what threshold level of clinical utility and validity must be demonstrated before a disease group or trait is
included in their battery? Should only traits with particular base rates be included, as the positive predictive value is otherwise so
minute?

A Is the risk information given presented in a manner that makes any clinical sense whatsoever? Interpretation of the dateesari
dramatically. In fact, for most of the traits tested, even genetic counselors and geneticists will have no idea what to tell patients
(or, more accurately, will have no new information to tell patients, other than what they would tell anyone with their family history.)

AAccess to care issues ari se whupnisittoehe MB/KP, or gengticaounseldr Wherpaapgtieff o r
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data?

Jeffrey Botkin, M.D. was recently invited by Dr. Francis Collins, Director

of the N!H, to chair a new working groulp to address the eligi.bilit.y of Reflections on DTC 1

embryonic stem cell lines for federal funding. Under the NIH Guidelines In the News

developed under the Obama administration, new and established

embryonic stem cell lines will be eligible for federal funding if they meet

criteria outlined in the new guidelines. The criteria focus primarily on Getting to Know Us 2

the informed consent of couples who donate embryos that are DMEH Update

remaining after the completion of fertility treatments. The Working Group will evaluate

stem cell lines created before the new policy went into effect in July of 2009 to determine | | Evening Ethics 3

of the lines were responsibly derived based on standards of clinical and research ethics.

The Working Group will make its recommendations to an Advisory Committee to the NIH | | Grand Rounds 4

Director that will, in turn, offer its recommendations to the NIH Director for a final

-~ ) - ' Reading Recommendation
decision. The NIH estimates that there may be as many as 700 embryonic stem cell lines

in existence that may be proposed for review by the Working Group. Other Working Group | | Calendar 5
members include individuals with backgrounds in law, ethics, obstetrics, pediatrics,
geneticsy and Community_ Division Members on the 6
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Getting to Know our Division Members: Teneille Brown, JD

Teneill e Br own, J D, was born and raised in Ut ah,

member, after joining the University of Utah Quinney College of Law as an Associate Professor. Previously, s
three simultaneous fellowships at Stanford Univedsiys a postioctoral scholar at the Stanford Center for Biomedi

Foundation Law & Neuroscience Project, and as a fellow at Stanford Law School in the Center for Law and Bios

il was drawn to the University of Utah, not just by the amazing law school but also by t
very strong work that is being done in medical ethics, genetics, and brain research. Be
part of the Division makes perfect sen:
been working on something related to health care and ethics for over a decade.

Teneille is unassuming, and emphasizes her gratefulness to mentors like Leslie Francis who
have Alit the fireo for her. She describes herse

bu

has brought her back. Teneille joined the Division of Medical Ethics and Humanities this Fall, as our newest faqulty

he hel
cal

Ethics where she researched behavioral genetics, privacy rights, and the law, as a research fellow in the MacAghur

cienc

her siblings has a heart condition) and as always having been interested in policy issues. She refers to her inte

that law handles actual health/health disparities. (Watch for her upcoming article online about how the subpoe
applies to confidential genetic information contained in biobanks.) She emphasizes the biggeflipetmasults, real
research.

Teneille looks forward to interdisciplinary collaboration, to finding overlapping interests and of working with
practitioners of varying types of expertise. She and Jim Tabery, (whom we will feature in our next DMEH Newsl

decision making surrounding the sentencing of psychopaths.

Teneille enjoys teaching | aw students but also | o
in Division of Medical Ethics and Humanities courses is right up my alley. | love being able to switch from teach

when youdre talking to potenti al providers.
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Anot f |l ashy enougddbstridutive jussce, besic Healtlo @, Hiotechj aadtits practical implicatiogs.
Her emphasis is in privacy, medical information, advances in biotechnology, healthcare and technology, and in fhe we

pow

ptter),
for example, are working on an interdisciplinary seed grant submission whose topic will involve the law, ethics, and

b k s
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torts to law students to teaching it to say, genetic counselors. In some ways, the tort lessons hit much closer tojhome
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A significant focus for DMEH faculty in recent months has been the recruitment of a medical

s humanities scholar. Posting the position led to a number of letters of interest from individuals
’\-:_: locally, nationally, and internationally. We anticipate visits from our most promising candidates in
ﬂ"’\-\_ late November and through the month of December. Our goal is to have a new faculty member ii

place by the 2016 2011 academic year.

DMEH faculty also are fully engaged in teaching activities. Leslie Francis and Jim Tabery each

gave Grand Rounds in Internal Medicine. Jim is currently teaching the Research Ethics course for the campus,

a Col

that is offered twice each year. Jeff Botkin is teaching a course titled Ethical and Legal Issues in Genetics for t
genetic counseling program in the Department of Human Genetics. Each of our faculty members also has taught wit
the new School of Medicine curriculum in the Medical Arts track of the first year curriculum. Keep an eye out in this

newsletter and in email for announcements of evening discussion programs to which all are welcome.
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EVENING ETHICS DISCUSSION

AProtectinga UdlaeharSema eod st o updadbeu tUthaohw

Please join us:
Tuesday, November 17, 2009
Pierre Lassonde House, 105 South Fort Douglas B/VO’
5:3 7:.00pm
Light refreshments will be served

AThe appointment of a guardian or a conservator
an adult: the ability to make decisions for oneself. We terminate this fundamental and basic right with all the
procedur al rigor of processing a traffic ticket
court to watch guardianship proceedings, it was startling how quickly someone could be stripped of all

decisio-ma ki ng rights. Once the paperwork is in ord:

sk sk sk sk sk sk sk ke sk seoskoskoskok

This paragraph is an excerpt from a letter introducing a report on guardianship in Utah. Our Evening Ethi
discussion will address the ethical issues that are at the heart of guardianship: the tension between indivic
autonomy and beneficence, which urges protection of individuals who are unable to protect or care f

themselves. The central, focusing question for this discussion will be:

At what poi nt is an adultds decision making cafy
fundamental right to make decisions about residence, medical care, social interaction, how assets will be us
marriage, parenting, voting, etc., (based in the principal of autonomy), and give that right teappounted

guardian or to the state?

Our facilitators for this discussion will include Maureen Henry, JD, Executive Director of the Utah
Commission on Aging, and Norman L. Foster, MD, Professor of Neurology, Director of the Center for

Al zhei mer és Car e, l maging and Research, and Seni

Two readings that can be found on the Division of Medical Ethics and Humanities website will provide
background for this discussioni:D e ¢ iMaking @apacity: The Core of Séife g | eéycXinQidong, MD

and Martin Gorbien, MD, FACP, Journal of Elder Abuse & Neglect, Vol. 17(3) 2005 andi #hed  h o c
Commi ttee on Probate Law and Pr ocledruary&3, 2009n a | Rep



http://medicine.utah.edu/internalmedicine/medicalethics/activities/ethics/Self%20Neglect%20and%20Capacity.pdf
http://medicine.utah.edu/internalmedicine/medicalethics/activities/ethics/Guardian.Conservator.Report%20Excerpt.pdf
http://medicine.utah.edu/internalmedicine/medicalethics/activities/ethics/Guardian.Conservator.Report%20Excerpt.pdf

ETHICS INTERNAL MEDICINE GRAND ROUNDS:
Al nteroperable EIl ectr oni-davestrer | t

and Recovery Act, and Pat

I n October, Leslie Franci s, PhD, JD pr esent dndestiidn

nt er

and Recovery Act, and Patient Privacy. 0 She wrilpes:

Privacy refers to control over access to the self; it is defended as important to liberty, security, intimacy, ang
among other values. Confidentiality refers to control over information that has been gathered about a person,
the values that support privacy also support confidentiality, confidentiality is also important to protect peo
discrimination and stigmatization. Whether privacy or confidentiality is the initial value at stake may depen

identity
Althou
le from
1 on the

context; for example, if confidentiality is not adequately protected so that patients are vulnerable to discrimi‘rgion onc

data about them is in the health care system, the only apparent way to protect them may be througthatiy
through their never encountering the health care system. Both for clinical care and for public health purposes
it is important for patients to be willing to enter into the health care system. With the move to interoperable &
health records, understanding these issues will be increasingly important for practitioners.

Leslie Francis has provided h@rand Rounds slidefor those interested. She explains that in her talk, she
discusses misunderstandings of HIPAA. It is not a "privacy" rule but a "confidentiality" rule. Its scope of coy

y
howev

lectroni

first
erage i

troubling for patient trust. In short, HIPAA is not a panacea for confidentiality protection. Then, she discugses fou

limited and it has many important exceptions that patients and their providers may not anticipate but that 3ay proy

areas of open debate as the use of interoperable electronic health records advawedsd ‘seidentified” dat
syndromic surveillance, the use of data in research, and protection of designated categories of "sensiti
information.

e" hea

In addition, for those interested in this topic, two web sjtel Information that may be helpful to practioners can
may be of interest: found on the Markle Foundation's Connecting for
the web site of the Center for Democracy and Technolpg Health project at:

http://www.cdt.org/

and the website of the National Committee on Vital and| http://www.markle.org/markle programs/healthcare
Health Statistics, jects/connecting_for_health.php

http://www.ncvhs.hhs.gov/

be

pro

This monthds humanities selectic
Sixth Year of My Fatherodos I 11 ne
by Andrea Hollander Budy

How to live withd and, more importantly, lodesomeone gradually being diminished t
dementia is the focus of two poems by 0 ol
Fatherds Il Il nesso and ALiving Room. 0
Budy explores the emotional complexity of dementia with honesty, wisdom, and astounding
beauty. Both poems are from her third boldkman in the Painting, they also are included

in an excellent anthology published in 200basting: Poems on Aging--that looks at aging and mortality from myr
perspectives. Beginning in January, Hollander Budy will serve asifr&ssidence at Westminster College of
Lake City. For 17 years, the awarihning poet has been the WriterResidence at Lyon College in Arkansas.

You can find this selection by checking our websité#ifr://medicine.utah.edu/internalmedicine/medicalethics/

y 0

—



http://medicine.utah.edu/internalmedicine/medicalethics/
http://medicine.utah.edu/internalmedicine/medicalethics/
http://www.cdt.org/
http://www.ncvhs.hhs.gov/
http://www.markle.org/markle_programs/healthcare/projects/connecting_for_health.php
http://www.markle.org/markle_programs/healthcare/projects/connecting_for_health.php

Page 5

CALENDAR OF ACTIVITIES AND PROGRAMS

*Evening Ethics Discussion 5:30-7:00 pm

Tues.

modation requests is required.

AProtecting-aUtdlRa$emieedst o updatdeb ult ahhoows? 0Guar di|&lovsliAi p LHaws
Pierre Lassonde House, 105 South Fort Douglas Blvd.
*Resident Ethics Conferences 12:30-1:30
Conveying Bad News
UUMC Cartwright Conference room: Linda Cdree, M.A, PhC and Saundra Buys, MD Wed. Nov. 4
VAMC Tsagaris Conference room: Armand Antommaria, M.D., Ph.D and Maartin Gregory Wed. Nov. 18
IMC: Jay Jacobsom M.D. Wed. Nov. 11
Medical Mistakes: How We Deal with Them
UUMC Cartwright Conference room: Leslie Francis, Ph.D, JD and Chief Medical Resident Wed. Dec. 2
VAMC Tsagaris Conference room: Jim Tabery Ph.D. Wed. Dec. 9
IMC: Jay Jacobsom M.D. Wed. Dec. 9
Malpractice: How Does the Law Deal with Medical Mistakes?
UUMC Cartwright Conference room: Jeff Botkin M.D., MPH Wed. Jan. 6
VAMC Tsagaris Conference room: Peggy Battin, Ph.D., MFA Wed. Jan 13
IMC: Jay Jacobsom M.D. Wed. Jan. 13
*The Physicians Literature and Medicine Discussion Group 6:15 pm Amicus Board Room
i A Per s on alBrobka lHopkns ,iPk.[2. {Canceled) Nov.-Canceled
iThe Secr eBebdBtan Bapyt: AdereRoss, Ph.D. Wed. Dec. 9
January session to be announced
Other Activities Wed. Nov. 25
Plastic and Reconstructive Surgery Grand Rounds: Innovative Therapy in Research Ethics:
Jeff Botkin, M.D., MPH
6:45am, 5th floor, SOM
“These activities are approved for CME credit.
CME Statements
Accreditation: The University of Utah School of Medicine is accredited by the Accreditatipn
Council for Continuing Medical Education to provide continuing medical education for phlysi-
cians.
OEO/AA Statement: The University of Utah does not discriminate on the basis of race, cglor,
national origin, sex, disability, age, veterans status, or sexual orientation and provides agcess to
all of its programs and activities. Inquiries should be directed to Manger, OEO/AA (801) 581
8365.
AMA Credit: The UnlverS|ty of Utah School of Medicine designates these educational agtivi-
ties for a maximum of lor 1.5 AMA PRA Category 1 Cr e d i tPhysidiafs.should only
claim credit commensurate with the extent of their participation in the activity.
ADA: The University of Utah complies with the Americans with Disabilities Act Amendmegnts
of 2008 and Section 504 of the Rehabilitation Act by providing qualified individuals with
disabilities access to University Programs, treatment, services, and activities. A request|for
Accommodations can be made by calling (888)-7170. Reasonable prior notice for accofn-



http://medicine.utah.edu/internalmedicine/medicalethics/
http://medicine.utah.edu/internalmedicine/medicalethics/
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DIVISION MEMBERS ON THE ROAD AND IN PRINT

Jim Tabery published "Difference Mechanisms: Explaining

Variation with Mechanisms"BRiology and Philosophy 24 645664),
"Making Sense of the Natuidurture Debate" Riology and
Philosophy 24: 711723), and "Molecular Biology" with Lindley

Darden (tanford Encyclopedia of Philosophy, available online:
http://plato.stanford.edu/entries/molecdbawlogy/). He also presented "What
Personalizes Personalized Healthcare?: Lessons from Research eBn@ieoement
Interaction" to the Personalized Health Care Discussion Group (14 Sept 2009), and
"Swine Flu and the Ethics of Triage" to ARUP Laboratories (19 Oct 2009).

Leslie Francis debated Sally Satel at the Hinckley Institute of Politics on Oct 21st, on
the topic of the sale of organs.

Armand Antommaria recently facilitated a preconference workshop on interpersonal
and process skills in ethics consultations at the American Society for Bioethics and
Humanities annual meeting.

Peggy Battin will conduct a video seminar November 5 with the medical school at the
American University in Beirut; November 9 she will give a keynote talk for the
Hospice meetings.

Susan Sample won first place in the Utah Arts Council 2009 Annual Original Writing
Competition, poetry division, for "Terrible Grace," a collection of poems about iliness
and death. Awards were presented in October at the Utah Humanities Council Book
Festival.
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