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Minnesota nice is the stereotypical behavior of people born and raised in 

Minnesota to be courteous, reserved, and mild-mannered. The cultural 

characteristics of Minnesota nice include a polite friendliness, an aversion 

to confrontation, a tendency toward understatement, a disinclination to 

make a fuss or stand out, emotional restraint, and self-deprecation.





I aim to offer a perspective on 

recent troubles and discussion 

at UMN. 

This is the perspective of a long-

time IRB Chair and a Professor. 
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I aim to offer a useful 

perspective on recent troubles 

and discussion at UMN. 

This is the perspective of a long-

time IRB Chair and a Professor. 

Not a physician or trained 

ethicist.

Or a lawyer!



My goal is not to offer a novel or 

definitive account. 

But rather to share my 

perspective in hopes that we 

learn some things together



http://www.nytimes.com/2015/05/26/opinion/the-university-of-minnesotas-medical-research-mess.html



Dan Markingson

http://www.motherjones.com/environment/2015/04/dan-markingson-university-minnesota-clinical-trials-astrazeneca



http://www.motherjones.com/environment/2015/04/dan-markingson-university-

minnesota-clinical-trials-astrazeneca



http://www.mprnews.org/story/2015/05/26/faq-drug-trials-patient-safety



Issues – Subject Consent



Not Easy in this Case

“Two high-level government advisory bodies have 

considered whether special research protections 

should be provided to people with mental health 

disorders who participate in research… [I]n neither 

case were regulations implemented...”

DuBouis 2008, p.5



Consent in Mentally Ill Persons

“…[R]especting the self-determination of participants 

with mental health disorders can be tricky... The 

capacity to make decisions may wax and wane, they 

[subjects] want to retain a voice. Their family 

members may have strong feelings about being 

included in the informed consent process, yet may 

lack legal guardianship.”

DuBouis 2008, p.5





Consent? Really?



Consent is NOT 

Just a signature 

on a form!!!!





The social worker, Jeanne Kenney, did the 

evaluation that determined that he was capable 

of consenting—but she was certainly not 

unbiased, being the study coordinator working 

under Dr. Olson and responsible for study 

recruitment.

The study was on probation for poor enrollment, 

so there was also considerable pressure on her 

to boost enrollment.



Consent & Withdrawal

Could Mr. Markingson have actually withdrawn 

from the study? 

Capacity to withdraw is just as important as 

capacity to enroll.

Further, he was never re-consented after 

evidence of dangerous side-effects of the 

medicine were revealed.



Recall the history of consent…



http://www.ushmm.org/wlc/en/article.php?ModuleId=10007035



The Nuremberg Code

(1) The voluntary consent of the human 

subject is absolutely essential.

(2) The experiment should be such as to 

yield fruitful results for the good of 

society…





Tuskegee Syphilis Experiment

“… the study fell short from the very 

beginning insofar as recruitment was 

deceptive and manipulative...”

DuBouis 2008, p.16





Issues – Subject Recruitment

When, exactly, is it appropriate to 

cross-line from treatment to research?

Which hat are you wearing?



Issues – Phase IV study

What constitutes an ethical research 

design?

Post-approval marketing studies?

Test article. Sure. Compared to what?



Oh, I forgot… 

there’s some icky history, too



The UMN Psychiatry Department is no stranger to ethics 

scandals.

In 1993, the head of child psychiatry, Dr. Barry Garfinkel, was 

convicted of criminal charges for falsifying data in a clinical trial. 

Also in 1993, Professor James Halikas was accused of coercing 

Hmong refugees into participating in a clinical trial of gamma 

hydroxybutyrate (GHB) and reportedly refusing to give them 

methadone instead. They were considered a vulnerable population 

due to their addiction problems and language barriers. Halikas

admitted to not having gotten consent from these individuals. Yet he—

a member of the university’s IRB—egregiously violated basic research 

ethics. 



The UMN Psychiatry Department is no stranger to ethics 

scandals.

And there was David Adson, chair of the IRB overseeing the 

CAFE trial and responsible for investigating Dan’s death. Despite 

also receiving money from AstraZeneca and being in the same 

department as Olson and Schulz (his department chair), Adson

claimed that he had no conflict of interest (COI). His actions in 

regards to Lilly’s Zyprexa and COI have also come under 

criticism.



Organizational Culture

It matters….



Institutional Response



Initial Reviews/Investigation

• MN Medical Board

• FDA

• UMN IRB



Finally, External Reviews

• Hired consultants from AAHRPP

• Office of Legislative Auditor

• UMN IRB’s own investigation











2008









http://www.mprnews.org/story/2015/05/26/faq-drug-trials-patient-safety



http://www.mprnews.org/story/2015/05/26/faq-drug-trials-patient-safety



http://www.mprnews.org/story/2015/04/23/university-of-minnesota-markingson-case



External Forces & 

Social Movements &

Other Conflicts?

















Conflicts of interest arise when one’s 

institutional task (e.g., patient care, 

science) is altered/biased due to 

competing interests. 

The appearance of a COI is often just 

as important as suspicion undermines 

credibility and diminishes our reputation.









COI review is viewed by some 

like “new scientific 

McCarthyism” that assumes 

that researchers with industry 

ties are “tainted and 

untrustworthy” 



Are conflicts only a result of industry 

funding? 

Are NIH/CDC/NSF supported 

investigators conflicted? 

What about RWJF, AHA, ACS? 



Disclosure is the solution?



“Sunshine is said to be the best of 

disinfectants.”

Justice Louis Brandeis (1914) 



The central goal of conflict of interest 

policies in medicine is to protect the 

integrity of professional judgment and 

to preserve public trust rather than to 

try to remediate bias or mistrust after it 

occurs.

Conflict of interest policies are attempts 

to ensure that professional decisions 

are made on the basis of primary 

interests and not secondary interests.

IOM 2009





The disclosure of individual and 

institutional financial relationships is a 

critical but limited first step in the 

process of identifying and responding 

to conflicts of interest.

IOM 2009



NEJM Standards











But…

Do Policies Work?











But…

We regulate what we measure



Change is coming. 

Perhaps.



Notice of Proposed Rule Making (NPRM)



Conclusions

 Research with very vulnerable people is ethically 

very difficult, but we must do better

 IRBs must be more vigorous when reviewing 

such studies

 Conflicts of interest abound: at least disclose

 Institutions must respond fully and thoughtfully; 

dismissal is dangerous 

 Disclosure is not simple

 The protection pendulum can swing too far back



IRBs or Investigators?

“In truth, investigators are much better positioned 

during the course of their study to protect the 

interests of individual research subjects than are 

IRBs. Paradoxically, the person most likely to do 

something to harm a subject, the investigator, is also 

the person most capable of preventing such harm… 

the only true protection afforded research subjects 

comes from a well-trained, well-meaning 

investigator.”

Greg Koski (former director of OHRP) 

DuBouis 2008, p.11




