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“The voluntary consent of  the human 
subject is absolutely essential. This means 
that the person involved should have legal 
capacity to give consent; should be so 
situated as to be able to exercise free power 
of  choice, without the intervention of  any 
element of  force, fraud, deceit, duress, over-
reaching, or other ulterior form of  constraint 
or coercion….”

The Nuremberg Code
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The Belmont Report

• Give subjects time and opportunity to make 
their own decisions.

“Respect for persons requires that subjects, to the 
degree that they are capable, be given the opportunity 
to choose what shall or shall not happen to them.”

• No coercion or undue influence

• Special protections for people with 
diminished capacity







“I’m aware that people can cast 
spells that can hurt you at a 
distance.”

“I’m aware that some people can 
read minds.”

“I’m aware that some people might 
actually be ‘hybrids’ and not 
altogether human.”



“… I’m especially eager to attend 
this storm and SLAY those who 
deserve slaying.  I will choose 
victims immediately….”

“I HAVE NO EMOTIONAL ATTACHMENTS. 
I KILL FOR FUN!!”











CAFE: Comparison of  Atypicals for First-Episode Psychosis 











“Do we have to wait until he kills 
himself  or someone else before 
anyone does anything?”

-- Mary Weiss, voice message to CAFÉ 
study coordinator, April 2004



“[W]hen a research subject dies in one of  
your studies, the public and the private 
message should be, ‘We are really sorry 
about this and we are going to do whatever 
we can do to make sure this never happens 
again.’ ”

-- Mary Faith Marshall
Minnesota Bioethicists Critique Their University, SCIENCE
MAGAZINE, Dec. 7, 2010.



• improperly made medical diagnoses and 
administered prescription drugs

Minnesota Board of  Social Work 
Corrective Action for Jean Kenney

• was improperly entrusted with assessing the 
severity of  potentially dangerous adverse events

• maintained records were “devoid of  any clearly 
articulated, consistent set of  treatment goals”

• “consistently fell below the minimum standards 
of  practice for a clinical social worker.” 



• failed to respond adequately to Mary’s alarming 
voicemail messages about her son’s condition

Minnesota Board of  Social Work 
Corrective Action for Jean Kenney

• made significant mistakes about Dan’s diagnosis 
and his medication dosages

• repeatedly forged a physician’s initials in 
Markingson’s chart

• omitted critical information relevant to suicide 
prevention



“Jean Kenney is no longer an employee at 
the University of  Minnesota and hasn't been 
for a number of  years. The University was 
not a party in the Corrective Action – that is 
a voluntary agreement between Ms. Kenney 
and the Minnesota Board of  Social Work.”

-- Mark Rotenberg
General Counsel, University of  Minnesota



The University of Minnesota wasn't a party in the recent sanction of a 
former employee over a controversial 2004 drug trial, but the same 
cannot be said about the school's pocketbook.

The U paid a total of $22,773 to cover a portion of Jean Kenney's legal 
bills in her case with the state Board of Social Work, City Pages learned 
through a data request. That breaks down to $18,909 for Kenney's 
attorney, and $3,864 to Dr. Frederic Reamer, an expert witness who 
testified on Kenney's behalf.



“[T]he Markingson case has been exhaustively 
reviewed by federal, state and academic bodies 
since 2004.  The FDA, the Hennepin County 
District Court, the Minnesota Board of  Medical 
Practice, the Minnesota Attorney General's Office 
and the University's Institutional Review Board 
have all reviewed the case.  None found fault with 
the University.  None found fault with any of  our 
faculty.  Most importantly, none found any causal 
link between the CAFE trial and the death of  Mr. 
Markingson.”

-- Mark Rotenberg
General Counsel, University of  Minnesota
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Q: Has the IRB done any investigation into the 
death of  Dan Markingson?

A: Not a formal investigation, no.

Q: Has the university done any investigation into 
the death of  Dan Markingson?

A: No.

-- Deposition of  Richard Bianco
Associate Vice President for Research 
University of  Minnesota



Q: To the best of  your knowledge, did anyone at the 
IRB, at the University of  Minnesota, or anyone under 
your office investigate this case, actually look at the 
records and see the court documents that I’m 
describing, and if  so, could you give me the name of  
that person?

A: Not to my knowledge.

Q: Nobody did that.

A: No.
-- Deposition of  Richard Bianco

Associate Vice President for Research 
University of  Minnesota



• Colleague of  Dr. Olson, CAFÉ Principal 
Investigator

• Reported to Dr. Shulz, Chair of  the 
Psychiatry Department, and CAFÉ Principal 
Investigator

• Director, Ambulatory Research Center, which 
housed the CAFÉ study

• Chaired IRB Panel from 1998-2005

• $650,000 in payments from drug companies over 8 years

• $149,000 from AstraZeneca, CAFÉ study sponsor

• Member, Academic Health Center Conflict Review & 
Management Committee, 1998-2008
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Texas Rules of  Professional Conduct
Rule 2.1. Advisor

In representing a client, a lawyer shall exercise 
independent professional judgment and render 
candid advice. 



In representing a client, a lawyer shall exercise 
independent professional judgment and render 
candid advice.  In rendering advice, a lawyer 
may refer not only to law but to other 
considerations such as moral, economic, social 
and political factors, that may be relevant to the 
client's situation.

Oklahoma Rules of  Professional Conduct
Rule 2.1. Advisor



Texas Rules of  Professional Conduct
Rule 2.1. Advisor

Comments:

[2] Advice couched in narrowly legal terms may be of  
little value to a client, especially where practical 
considerations, such as cost or effects on other people, 
are predominant. Purely technical legal advice, therefore 
can sometimes be inadequate. It is proper for a lawyer to 
refer to relevant moral and ethical considerations in 
giving advice. Although a lawyer is not a moral advisor 
as such, moral and ethical considerations impinge upon 
most legal questions and may decisively influence how 
the law will be applied. 









“[T]he Markingson case raises serious ethical issues
and numerous conflicts of  interest, which University 
leaders have been consistently unwilling to 
acknowledge. They have repeatedly claimed that 
clinical research at the University meets the highest 
ethical standards and dismissed the need for further 
consideration of  the Markingson case by making 
misleading statements about past reviews. This 
insular and inaccurate response has seriously harmed 
the University of  Minnesota’s credibility and 
reputation.”

-- Legislative Auditor Report
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