
Wednesday, February 17, 2016

1st. Annual Office of Human Research 
Ethics/IRB Retreat



Housekeeping Announcements

• Thank you for coming & Welcome 
• Restrooms outside and to the right
• Lunch will be on the 1st. Floor in the Dining 
Room  below this room 

• Evaluation will be sent to you shortly
• Mark your calendars now for next year:

– Wednesday, February 15, 2017



Elizabeth Kipp Campbell, Ph.D., CIP
Director

The Office of Human Research Ethics: An Update 
and Progress Report

February 17, 2016



Topics of Discussion

1.  Staffing and Reorganization of the OHRE Staff
2.  IRB Committees: Refinement and Expansion
3.  Educational Opportunities
4.  Metrics of IRB Activity
5.  New Initiatives
6.  Coming Opportunities and Challenges



Current OHRE Staff

There are currently 19 staff members

These include: Director, 6 Management level staff, 4 
Administrative staff, 1 Business services coordinator, and 8 IRB 
Coordinators.

There are currently 6 staff members who are certified as IRB 
Professionals (CIP).  Four more staff are taking the CIP exam 
next month.



Reorganization of the OHRE Staff

Due to increased volume, desire for better customer 
service and turnaround, and to attract and retain high 
quality staff and remain competitive with peers, a 
new staffing configuration was proposed and 
approved by the Vice Chancellor for Research in early 
fall of 2015.



OHRE Proposed Reorganization Chart



1.  Adding Vice‐Chairs to all committees: succession planning
2.  Developing training program for new Chairs and Vice‐
chairs
3.  Adding expertise across all committees, including 
discussions with School of Medicine and Lineberger
4.  Refining on‐boarding process for new IRB members
5.  Developing  annual evaluation process for IRB Chairs and 
members

Refinement and Expansion: IRB 
Committees



Held 2‐day PRIM&R special educational seminar in October 
2015

Sent 9 staff members/chairs to the national Advancing Ethical 
Research (AER) Conference

Participated in numerous Webinars from OHRP, PRIM&R, and 
AAHRPP

Implemented first annual IRB Retreat

Educational Opportunities



• Total volume continues to increase, averaging about 6% per 
year over the past 4 years

• Reviewed over 5000 studies last year, and took over 10,000 
actions this past year

• The largest portion of reviews is Expedited, followed by 
NHRS, Exempt, and then Full Board

• Anecdotally there appears to be an increase in complexity of 
Full Board studies

OHRE IRB Metrics



1. Process Improvement Project

2. Faculty Advisory Committee

3. QA/QI full program implementation

New Initiatives



1.  Undertaken in conjunction with ORIS and facilitated by 
Jeremy Dott
2.  Review our ENTIRE process from the moment we receive a 
study until the final letter is sent
3.  Map current process, revise/improve the process, and 
determine how IRBIS can support this process and our business 
needs
4.  Done through group and individual interviews, group 
meetings, and RPI techniques
5.  Began early February 2016 and plan to complete by end of 
May 2016

Process Improvement Project



• Composed of faculty from key colleges/schools across the 
university

• Goal to increase input from and satisfaction of researchers
• Provide advice and new ideas for customer service, education, 

collegiality and problem resolution
• Currently in the planning stages
• Proposed implementation by May 2016

Faculty Advisory Committee (FAC)



• Led by Diane Towle on the OHRE side and Val Buchholz on the 
Office of Clinical Trials side

• For‐cause audits of researchers as directed by the IRB
• Routine auditing of a percentage of approved studies based on 

risk profile
• Education and auditing assistance as requested by researchers
• Auditing of our internal IRB reviews and processes

OHRE Quality Improvement and 
Quality Assurance Program



Coming Opportunities and Challenges

• New Vice Chancellor for Research and 
Institutional Official

• New direct reporting relationship to Associate 
Vice Chancellor for Research Compliance, 
Robin Cyr

• Notice of Proposed Rule Making – Final Rule 
and implementation dates????



Elizabeth Buchanan, PhD
Elizabeth Buchanan, Ph.D. is Endowed Chair in Ethics and Director of the Center for Applied 
Ethics at the University of Wisconsin‐Stout. During 2015‐2017, she is serving as Director of 
Research Administration, where she is responsible for overseeing IRB, IACUC, research 
misconduct, and grants and contracts. 

Elizabeth’s research focuses on the intersection of research regulations and Internet 
research. She has written and presented widely for over fifteen years to many IRBs 
throughout the country, and research ethics boards internationally, including Ireland, India, 
Finland, Canada, and Serbia, among others. In addition, she’s presented to the Secretary's 
Advisory Committee to the Office for Human Research Protections on multiple occasions, 
and was a primary contributor to the SACHRP Recommendations on Internet Research. She 
has also been a keynote speaker for a number of Office for Human Research Protections 
Community Research Forums. Elizabeth is active in Public Responsibility in Medicine and 
Research, serving on the faculty roster since 2008 and serving on the Conference Planning 
Committee since 2012. She was the Conference Co‐Chair of PRIM&R’s SBER 2015 

conference, and as of 2016, joined the Board of Directors. 



Elizabeth Buchanan, PhD (continued)
Also, Elizabeth has been a member of the American Association for the Advancement of 
Science Committee on Scientific Freedom and Responsibility since 2012.

In addition to her work on Internet research, Elizabeth is currently PI on her fourth National 
Science Foundation grant. In her recent study, she is looking at the ethical implications of 
service learning programs, and specifically, Engineers without Borders. Recent publications 
include a briefing on algorithmic harms in Data‐Intensive Research in Education: Current 
Work and Next Steps; an article in Lecture Notes in Computer Science, entitled “The New 
Normal: Revisiting Internet Research Ethics,” an entry in the Stanford Encyclopedia of 
Philosophy entitled Internet Research Ethics, and a chapter on research ethics in the volume, 
Research, Evaluation and Audit (Facet Publishing). Elizabeth is the editor of one of the first 
anthologies of Internet research ethics (Readings in Virtual Research Ethics, 2004), and is 
author and/or co‐author to numerous papers on research ethics and methods. Elizabeth is 
also primary co‐author to the Association of Internet Researchers Ethics Guidelines for 
Internet Research. She holds BA degrees from Rutgers University, and her Master’s and PhD 
from the University of Wisconsin‐Milwaukee.



Is Facebook Hurting Your Study? 
Ethical and Study Integrity Concerns 
Around Participant Use of Social Media

Elizabeth A. Buchanan, Ph.D.
University of Wisconsin‐Stout
buchanane@uwstout.edu
715 232 2477
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Disclosure

I have no relevant 
personal/professional/finan
cial relationship(s) with 

respect to this educational 
activity



Learning Objectives
 Review common social media tools and 

characteristics

 Discuss the benefits and challenges of study 
participant communication through social media 
platforms

 Explore implications to the study conduct and 
data validity when participants share study 
experiences

 Highlight areas for IRB considerations



Internet Research Defined 
(SACHRP 2013)

 Research studying information that is already available on or via the Internet without direct  interaction 
with human subjects (harvesting, mining, profiling, scraping—observation or recording of otherwise‐
existing data sets, chat room interactions, blogs, social media postings, etc.)

 Research that uses the Internet as a vehicle for recruiting or interacting, directly or indirectly, with 
subjects (Self‐testing websites, survey tools, Amazon Mechanical Turk®, etc.)

 Research about the Internet itself and its effects (use patterns or effects of social media, search 
engines, email, etc.; evolution of privacy issues; information contagion; etc.)

 Research about Internet users—what they do, and how the Internet affects individuals and their 
behaviors

 Research that utilizes the Internet as an interventional tool, for example, interventions that influence 
subjects’ behavior

 Others (emerging and cross‐platform types of research and methods, including m‐research (mobile))

 Recruitment in or through Internet locales or tools, for example social media, push technologies



Internet Research

 Internet‐based research, broadly defined, is research which utilizes the 
Internet to collect information through an online tool, such as an online 
survey; studies about how people use the Internet, e.g., through 
collecting data and/or examining activities in or on any online 
environments; and/or, uses of online datasets, databases, databanks, 
repositories.
• Internet as a TOOL FOR research or…
• Internet as a MEDIUM/LOCALE OF research

 TOOL=search engines, databases, catalogs, etc…

 MEDIUM/LOCALE=chat rooms, MUDs, MOOs, newsgroups, web sites, 
MMORPGs, blogs, skype, social media, tweets, online course software, etc

 Increasingly, the line between tool and locale is blurring in the face of 
social media, mobile apps, and cellular devices 





Types of Media Channels/Avenues
 Unidirectional, asynchronous: Email

 Bi/Multidirectional, asynchronous: Mailing Lists

 Bi/Multidirectional, synchronous: Chat rooms, Messaging

 Multidirectional, synchronous: Social Media, broadly conceived
 Push technologies: “A data distribution technology in which 

selected data are automatically delivered to the user's computer or 
mobile device in real time or at prescribed intervals. E‐mail 
messages, calendar updates and text messages are examples of data 
that are pushed to the user. Contrast with "pull technology," in which 
the user initiates a request for the data each time. Browsing the Web 
is an example of the pull model.

 If data are sent to the receiving party at the moment they are 
generated, then the push technology is also real‐time transmission.”



Common Ethical Considerations of 
Social Media Research

 Trackbackability/greased nature of social media data 
could generate unforeseen ethical challenges

 Uncontrolled following discussion among 
viewers/bloggers:  interactive, not static

 Subsequent posts in effect add to posted information

 Must PI/IRB actively monitor social media sites used 
in research?
• FDA Draft guidance released
• FDA/OHRP has guidance on m‐research and apps



Keeping Participants Engaged

• Interactive social media
• Subjects often want to be able to discuss their 

experiences
• Makes subjects feel like they are part of a community 

and their contributions are recognized: “We were 
looking for others to understand what we were going 
through. A trial is an isolating experience. We formed 
a bond” (Jeri Burtchell, 2014).







Are there downsides?

• Increasing recent attention on the potential 
complications
• How to get around eligibility criteria
• Breaking the blind
• Sharing AE information
• Encouraging/discouraging AE reporting
• Premature efficacy assumptions
• Misinformation



Subject recruitment

 OHRP considers subject recruitment part of 
informed consent

 Recruitment plan must receive IRB review/approval prior to 
initiation

 Recruitment methods
 Twitter apps
 Blog postings
 YouTube videos
 “Push” methods
 Robo calls, texts
 Craigslist/BackPage















Consider…

 How subjects will be contacted
• Access may be through moderator or member in 

internet locale

 When and where the subjects are approached 
about participation
• How to avoid misrepresentation by researcher?
• Outside of formal study space? 



Communication between subjects

“… And my pills are very bitter and nasty tasting. I’ve also cross referenced 
my taste experiences with others who I know are getting the (study 
drug) and we all agree on the flavor…”

“… If you can suck it without gagging and it tastes vaguely neutral then it's 
the placebo.”

“….can you describe your pills in more detail? Like a more complete 
description of what they look like, how they react when they get wet, 
what their texture is, how long do they last in the mouth after being 
swished around, and a more complete description of the taste.” 

• Thread included much discussion about how and when to get certain 
lab tests outside the study to determine whether subjects were on 
placebo, so they could drop out of study if not on the investigational 
agent















Patients posting 
structured data on 
efficacy & safety on 

investigational drug to 
public / social sites



Communication between subjects

“… The (study drug) is causing the [side effect] ….. and it 
must be removed ….(1) Stop the (study drug) and get it 
out of your system; (2) Go to a dermatologist …(3) Get 
them to start you on a prednisolone taper starting at 40 mg 
first day, then 30mg for 4 days, then 20mg for 4 days and 
then 15mg for one day….. 

[if that is not successful] try 125mg iv of Solu-Medrol. ..don’t 
let some jive-talking doctor try and tell you it’s the same 
thing… I’m the resident expert on the subject at this point. 
So yeah, I’m gonna … assert you should stop the (study 
drug)! And no I’m not a doctor...”



Communication between subjects

• Major concerns from Sponsor and PIs that information 
could bias the conduct of study
• May affect safety reporting

• Subjects may talk to others online and not inform 
investigators

• May change frequency of reporting some events

• Non-subjects were publishing conclusions about results 
while the study was still ongoing (e.g., “10/20 subjects 
report online that they have responded, response rate is 
50%…”)



Unconfirmed Spontaneous Reports
How would sponsor or FDA use this data?

I am in the A3211B REVIVE trial – I get a headache after every infusion…

Is he really in the 
study?

Is he on active or 
control?

Is the safety event 
already captured 
by the PI and in 

the safety 
database?

Did he post the 
same safety event 
with other profiles 

on other social 
media sites?

Any one else get bad headaches after 
infusions with A3211B?  I am in the 
#REVIVE trial and they can be tough.  
#MStrial

MSBuddyNYC









http://figshare.com/articles/Waiting_for_p%3C0.05/96802

Patients posting 
structured data on 
efficacy & safety on 

investigational drug to 
public / social sites

Data may be aggregate 
in attempt to predict 
outcome of trials still 

underway



Communication between subjects

What should researchers do?

• Be aware of where participants are getting information

• Educate participants about potential impact of 
communication

• In person
• In informed consent documents
• Through other media (CISCRP)



Assessing risk to studies

 Things to consider

 Is there an active advocacy community?
• Is the community is identifiable online 

locations?

 Study design:
• Sample size; large or very small?
• Blinded or open-label?
• Endpoints: subjective or objective?



Approaches to Successful Social 
Media Communications

 Set up private chat rooms, boards, groups for 
trial participants

 Have a moderator

 Consider eliminating synchronous 
communications so a moderator can preview 
before posting

 Provide examples of appropriate and 
inappropriate messages (Bookbinder, 2014)



Addition to Consent Form

“In all clinical studies, it is important that the people 
participating in the study (doctors, nurses and 
subjects) do not make any conclusions about what 
the results of the study might be, until all the data 
has been collected and reviewed.  If there are 
rumors about how many subjects have side effects, 
or about whether the drug is working or not working, 
it may affect the study.  If the data from the study 
might be affected by early conclusions, it could 
cause the study to have to be repeated.

…….



Addition to Consent Form

….If you participate in this clinical study, you should feel 
free to discuss the study with your family and with 
other people who are close to you.  You should also 
tell any health care providers who treat you that you 
are in the study.  However, to help make sure that the 
data from the study is as accurate and reliable as 
possible, please do not discuss information about the 
study in public places while the study is in progress.  
Public places may be situations like support groups, or 
may be places like internet message boards.  If you 
have questions about side effects, please talk to your 
study nurse or study doctor.”



For More Information

Elizabeth Buchanan
715 232 2477

buchanane@uwstout.edu



If there is time…





“Speak Up but Speak Smart”

 Shire contacted CISCRP with an interest in developing 
educational materials for study participants, about the 
impact conversations can have on study integrity

 CISCRP and Shire connected with 
Langland (communications company)

 Langland and CISCRP developed and produced the 
program (funded by Shire)



Slipping Through Screening



Slipping Through Screening



Slipping Through Screening



Placebo/Nocebo Effects

• Placebo effect: 
• Positive effect from an inactive 

“treatment”

• Nocebo effect: 
• Negative effect from an inactive 

“treatment”



Picture



“The Placebo Phenomenon, Harvard Magazine.  Nov-Dec 2014.



When is a Side Effect 
Not a Side Effect?



When is a Side Effect 
Not a Side Effect?



When is a Side Effect 
Not a Side Effect?



The Placebo Effect



The Placebo Effect



The Placebo Effect



“Speak Up but Speak Smart”

 Feedback has been very positive, with more visibility 
than expected

 Approximately 30-40 sponsors and CROs 
provide links or access to the site
• Donations requested from companies that 

use/show the site
• Some clinical sites are using it but hard to 

track how many

 Refinements of content planned for 2015



BREAK
Be Back at 10:00 Sharp!



BREAK
Be Back at 2:45 Sharp!



BARBARA ENTWISLE, PHD

Vice Chancellor for Research 



David Resnik, JD, PhD

Dr. Resnik has an M.A. and Ph.D. in philosophy from the University of North 
Carolina at Chapel Hill and J.D. from Concord University School of Law. He 
received his B.A. in philosophy from Davidson College. Dr. Resnik was an 
Associate and Full Professor of Medical Humanities at the Brody School of 
Medicine at East Carolina University (ECU) from 1998‐2004, and an Associate 
Director of the Bioethics Center at ECU and University Health Systems from 
1998‐2004. Dr. Resnik was Assistant and Associate Professor of Philosophy at 
the University of Wyoming (UW) from 1990‐1998, and Director of the Center for 
the Advancement of Ethics at UW from 1995‐1998. Dr. Resnik has published 
over 200 articles on various topics in philosophy and bioethics and is the author 
of 8 books. He serves on several editorial boards and is an Associate Editor of 
the journal Accountability in Research. Resnik is also Chair of the NIEHS 
Institutional Review Board.



SHARING GENOMIC DATA AND 
SAMPLES: ETHICAL AND REGULATORY 
ISSUES

David B. Resnik, 
JD, PhD
Bioethicist, 
NIEHS/NIH

This research was supported by 
the intramural program of the 
NIEHS/NIH.  It does not represent 
the views of the NIEHS, NIH or 
federal government.  



Genetics/Genomics
• More and more research studies today incorporate some 

type of genetic/genomic analysis.
• Epidemiology
• Pharmacogenomics/genetics
• Gene therapy
• Genetic test development
• Biobanking
• Genome-wide association studies
• Whole genome sequencing
• Clinical trials

80



Sharing
• The ethics of openness is a key part of the scientific 

ethos.
• Openness (sharing of data, samples, methods) promotes 

scientific progress  
• NIH policies require the sharing of genomic data 

https://gds.nih.gov/03policy2.html
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Confidentiality
• Protecting confidentiality is an important part of ethical 

research with human subjects.
• The Common Rule requires that there are adequate 

provisions for protecting the privacy and confidentiality of 
human research participants (45 CFR 46.111a7).  

• The proposed revisions to the Common Rule require 
investigators to protect the confidentiality, security, and 
integrity of biospecimens and identifiable private 
information. The HHS Secretary will publish a list of 
reasonable and appropriate safeguards.

•
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De-identification
• At one time, removal of identifiable private information 

from genomic samples or data was regarded as an 
effective way of protecting confidentiality when sharing.  

• Two types of de-identification:
• Coded data/samples: data/samples are marked with a 

code; investigator retains a key that links the code to 
identifiable private information, but does not share the 
key.

• Anonymous/samples: the samples/data have no personal 
identifiers; if they were coded at one point, the key has 
been destroyed. 
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Re-identification
• In the past 10 years, statisticians have developed 

methods for re-identifying de-identified genomic data in a 
database.  These include:

• Using a sample of the person’s sequenced DNA to re-
identify them in the database. Samples could be obtained 
from a variety of databases (criminal, military, health 
care). Homer et al. PLoS Genetics 2008; 4(8):e1000167. 

• Reconstructing identity based on genotypic, phenotypic, 
and demographic information available in various 
databases.  Lin et al. Science 2004; 305(5681):183.  Lowrance and 
Collins. Science. 2007 Aug 3;317(5838):600-2. 

84



Controlled Sharing of Genomic Data
• Before re-identification became possible, investigators 

shared human genomic data on publicly available 
websites.

• The NIH required funded researchers to deposit human 
genomic data on DbGaP or NCI sites.  Data were publicly 
available.  

• NIH changed its policy in 2009 so that most human 
genomic data will be available only under data use 
agreements.  

• Data use agreements have become standard practice for 
sharing genomic data. 
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Data Use Agreements
• Data use agreements have become standard practice for 

sharing genomic data. 
• These usually describe what will be shared, how it will be 

shared, used, etc.
• Recipients agree not to share data without permission, to 

protect confidentiality, and not to try to re-identify de-
identified data.  

• You could use these agreements to share identified 
genomic data.
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Material Transfer Agreements
• MTAs used for sharing research materials (biological 

samples, etc.).
• Use an MTA for sharing genomic samples.
• The MTA spells out what is shared, conditions for sharing, 

confidentiality, storage, use, etc. 
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Technology Transfer
• Tech Transfer Office usually handles MTAs and data use 

agreements.
• They work with the IRB to make sure the sharing that 

takes place through these agreements is consistent with 
what the subjects consented to.  
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Breaches of Confidentiality
• Investigators should disclose breaches of confidentiality 

or security to the institutional review board (IRB).
• The IRB can decide how to deal with the situation, e.g. 

whether to amend the protocol, conduct 
education/training, submit a report to OHRP, etc.

• Investigators should inform subjects about breaches and 
whether these place them at any increased risk of harm.

• Examples: samples delivered to the wrong place; 
investigator mistakenly receives identified samples or 
data, theft of computer with private human subjects data; 
private information sent to an unsecure email account.
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Waiver of Confidentiality
• Some studies deal with the problem of potential 
loss of confidentiality by asking subjects to waive 
confidentiality/privacy protections.  

• In the Personal Genome Project (Harvard 
Medical School), subjects agree to make their 
identifiable genomic, medical, and demographic 
data available on a public website.

• Subjects are presumably motivated by a desire to 
help advance science through open data sharing 
and are not too concerned about loss of 
confidentiality/privacy.  The PGD was piloted on 
subjects with an MS or PhD in genomic science 
but expanded to include others.  
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PGP consent, page 9.
“By signing this consent form, you authorize the PGP to 
publish your specimen analysis data and other personal 
information you have submitted to the PGP. This means 
that the PGP may publish this data and information without 
legal restriction and without your being asked to provide 
any additional consent. The PGP will publish the data and 
information on a publicly accessible website and database. 
It may also publish the data and information in other 
formats and/or media. Your ability to withdraw your consent 
once the PGP has published all or some of this data and 
information is limited, and is described in Article X of this 
consent form. There may be risks to you associated with 
the publication of this data and information. Those risks are 
described in Article X of this document.”
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Waiver of Confidentiality/Privacy
• Will subjects understand the implications and 
risks of waiving confidentiality/privacy?  The PGD 
consent form is complex and 24 pages long.

• What about risks to family members who do not 
consent to this sharing—might they be identified? 
The PGD prohibits monozygotic twins from 
participating unless both consent, but what about 
other family members?

• The decision cannot be effectively reversed once 
data are made public.

• The PGD appears to be a unique study; I know of 
no other studies that asks subjects to waive 
confidentiality protections.
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Informed Consent
• Informed consent is a fundamental principle of ethical 

research with human subjects.
• The federal regulations require investigators to obtain 

consent from the subject or representative (45 CFR 
46.111a4), but the IRB may waive consent requirements 
for minimal risk research that could not be carried out 
without a waiver (45 CFR 46.116d).  The waiver must not 
impact the subject’s welfare or rights and they must be 
provided with additional information after participation, if 
appropriate.  For example, if the consent form a subject 
signed said nothing about sharing data or samples, the 
IRB might waive consent to allow sharing de-identified 
data or samples.
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Informed Consent
• Consent is not necessary for activities deemed to be not 

human subjects research or exempt human subjects 
research.  For example, the federal regulations do not 
require that consent be obtained to use anonymous tissue 
leftover from clinical tests or procedures or to share de-
identified samples.  

• The proposed changes to the Common Rule will 
practically eliminate all sharing of human biological 
samples without consent.  

• A human biological specimen is a defined as a human 
subject, which eliminates sharing of leftover tissue without 
consent.  

•
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Informed Consent
• The proposed changes allow subjects to sign a short 

consent form for general sharing of their data/samples, 
which could be done on admission to a hospital or clinic.  
The regulations specify the content of the short form; HHS 
will develop a template.

• The proposed changes permit a waiver of consent for the 
use of biological samples if the research cannot be 
conducted without a waiver but prohibit a waiver of 
consent if the subject has refused to share samples.

95



Informed Consent
• The proposed changes also include some specific 

language pertaining to consent for biospecimen use, i.e. 
whether specimens will be used for commercial purposes 
and whether subjects will share in the profit; return of 
clinically relevant research results; re-contacting for future 
studies. 

96



Informed Consent Approaches
• Specific consent: subjects must consent for each use of 

biosamples or data.
• Broad consent: subjects consent to general (broad) use of 

samples or data.  
• Tiered consent: subjects are presented with a range of 

options for use of samples/data, including broad use, 
specific use, no use, and use for specific purposes, e.g. 
for research related to the subject’s disease or condition, 
only for non-commercial research, not for producing 
embryonic stem cells or human-animal chimeras, etc.
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Re-consent
• May be ethically appropriate if the research changes 

significantly or when pediatric subjects reach the age of 
majority.

• Re-consent could take place by signing a new consent 
form or an addendum.
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Withdrawal of Samples/Data
• Subjects should be informed about how to withdraw from 

a study including removal of samples or data.
• Samples could be destroyed, data removed.
• Removal of samples or data may be limited if they have 

already been shared.  
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Community Consultation
• Community consultation is becoming more important in all 

types of research, including research involving the 
collection, use, and sharing of genomic samples and data.

• Community members may provide advice on research 
design, survey design, data/sample collection, 
recruitment, consent, data sharing, and publication.

• Investigators may share information about the progress of 
research through newsletters, letters, etc.
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Havasupai Case
• In 1990, researchers from Arizona State University (ASU) collected 200 blood 

samples from members of the Havasupai American Indian tribe.  
• Although the consent form stated that the samples and data would be used 

for research on behavioral and mental illnesses, the researchers had told 
tribal leaders that the study would focus on the genetics of diabetes. 

• Members of the tribe later learned that the investigators had used the 
samples and data to study diseases other than diabetes and shared these 
samples with other researchers.  They strongly objected to sharing the 
samples and data and using them to study schizophrenia, inbreeding in the 
tribe, and the tribe’s evolutionary and genetic origins.  

• The tribe filed a $50 million lawsuit against ASU and the investigators, 
alleging that the use of the samples and data violated the informed consent 
provided by the participants.  In April 2010, ASU and the tribe agreed to settle 
the lawsuit out of court.  As part of the settlement, ASU formally apologized to 
the tribe, returned the samples, and paid the tribe $700,000, which was 
divided among forty-one participants,

• Members of the tribe said they felt betrayed and would no longer participate 
in any ASU studies. 

101



Havasupai Case
• Illustrates the importance of paying careful attention to 

consent issues concerning the use and sharing of 
samples and data.

• Illustrates the importance of developing and maintaining 
good relationships with the community and finding out 
whether they have any special needs or concerns related 
to the research.  
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Questions?
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MARK KOYANAGI



LUNCH IN THE DINING ROOM

On the 1st. Floor, directly below this room
Turn left at the bottom of the stairs




