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The Nuremberg Code

“T'he 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 ot any
element of force, fraud, deceit, duress, over-
reaching, or other ulterior form of constraint

>

ofr coercion....
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The Nuremberg Code

““T'he voluntary consent of the human

subject 1s absolutely essential. T
that the person involved should
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have legal

capacity to give consent; should
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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....”



Che New Jork Cimes

Syphilis Victims in U.S. Study
Went Untreated for 40 Years

By JEAN HELLER
The Assocciated Press

WASHINGTON, July 25-—For
40 years the United States Pub-
lic Health Service has conduct-
ed a study in which human

beings with syphilis, who were
induced to serve as guinea
pigs, have gone without medi-
cal treatment for the disease
and a few have died of its
late effects, even though an ef-
fective therapy was eventually
discovered.

The study was conducted to
determine from autopsies what
the disease does to the human
body.

Officials of the hecalth serv-
ice who initiated the experi-
ment have long since retired.
Current officials, who say they

have serious doubts about the
morality of the study, also say
that it is too late to treat the
syphilis in any surviving
participants.

Doctors in the service say
they are now rendering what-
ever other medical services
they can give to the survivors
while the study of the disease’s
effects continues.

Dr. Merlin K. DuVal, Assist-
ant Secretary of Health, Educa-
tion and Welfare for Health
and Scientific Affairs, ex-
pressed shock on learning of
the study. He said that he was
making an immediate investi-
gation. I

The experiment, called the
Tuskegee Study, began in
1932 with about 600 black men,




The Belmont Report

“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.”

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

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

“I HAVE NO EMOTIONAL ATTACHMENTS.
T KILL FOR FUN!!”
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STATE OF MINNESOTA DISTRICT COURT

FIRST JUDICIAL DISTRICT
DIVISION 1

RE: ) REPORT OF PRE-PETITION
Daniel Markingson, RESPONDENT SCREENING TEAM

The undersigned, having been appainted to conduct an kwestigation pursuant to M.S. 253 8.07,
Subd, 1, hereby makes the [cllowing written raport;

1. A personal interdew with the above Respondent en 11/14/03, and with staff of Fa:rvww University
Medical Center;

2 Tho Team also reviewed the medical racords of Respondent at Fairview University Madical Center;
The following specific conduct of the Respondent is the basls foe the Team's condusions:

Respondent is belleved ot 1o have the capacity to make decisions regardmg Neuroleptic
medications. Treatment with Neuroleptic medicaton i being recommended. The Respondent doss

el b b g g e i Ty TSI IS ST W ISREIYS | ERIEYES

from the madis. He then began 10 believe that many people in !he publnc werg awara of him and
tral a dossier regarcing him had been distributed through the public. .

A week ago, the Respondent befieved his mother wes a lizard. The police wera called, when on
tha datz of admission (11/12103), the Respondent mada threats to his mothar's boyfriend about
sitting his mether’s thrcat, The Respondent belleved that ha was to participate in & salanic rtusl
and that he was a "chosan ona”. He befieved that patentially *centain people wil have to be killed *
and that he may be asked to kil people and wes prepared to do so. The Respondent was first
brought to Regicns Hospital but was transferred to Faindew University Medical Center dué to bed
avallebility. Records Indicate the Respondent showed . no insight into why he was brousht 1o the
hespital. He was reportad to be in a euphoric stata when relating to the nurse about being “chosen”
by this satanic cult and that it would te a privilege to do whatever they askad Incuding kil pecgle.
Ha was initially unwiling to undergo an MRI or o accapt offarad medication,

The Respondent was diagnased with:

Psychosis Not Otherwise Specified EXT"B“'
Mood Disorder Not Otherwisz Specifled A
Ruls out Bipolar Affective Disorder with Psychosis

Rule out Sehizophraniz



James L. Jacobson, Ph.D., LP

Licensed Psychologlst Bloomington, "N(glzfs-sn
STATE OF MINNESOTA
County; Dakota Court Fle No. PX-08-10
In Re: REPORT OF EXAMINER
Nr. Daniel Markingson Report Date: November 19, 2003

Respondent's DOB  November 25, 1976

I, James L. Jacobson, Ph.D, Licensed Psychologist, having been duly appointed
by the Dakota Court to examine the above named Respondent report that

the examination occurred at the Falrview University Medical Center (FUMC),
on November 19. 2003: that tha fallawina narcane wara nracants AMe Paaiad

s there a Gross Impairment of Judgment, Behavior, Capacity
to Recognize Reality, Capacity to Reason or Understand? Yes

Respondent's  Involvement: Remsaln__Pérﬁal__ Adequate_XX_

1. The Respondent is Mentally Ill: oﬁ’%
Mis It Psychosis NOS R
R/Q Mood Disarder, NOS, v
R0 Schizophrenia. %l
Identification _and_backacrund . information:

Mr. Daniel Markingson, (DOB November 25, 1976) is a 26-year-old, single
male, who dues nul have a history of mental diness, He is not currently
employed, but had worked in California, He came home to visit his
mother and exhibited behaviors that appeared to need attention in a
hospital setting. About two years ago, Mr. Markingson may have been
exhibiting some different behaviors according to his mother. Recently ,
he appears to have developed a delusional belief that his mother Is really
his grandmother and, that his mother’s boyfriend is really his biological
father and that the actress Angelina Jolie Is really his sister. He
apparently told others that this would be difficult to explain how he
came to have these ideas because it was “.. hundreds of little

1
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STATE OF MINNESOTA DISTRICT COURT
COUNTY OF DAKOTA FIRST JUDICIAL DISTRICT
In the Matter of the Civil Commitment of: FILE NO, PX-03-10465
Dan Markingson, FINDINGS OF FACT,
CONCLUSIONS OF LAW
Respondent. AND ORDER
FOR STAYED COMMITMENT

That the Respondent remain hospitalized, cooperate with the treatment
plan at Fairview University Medical Center until medically discharged,

and follow all of the afiercass recommendations of the treatment team;

FINDINGS OF FACT

I.  Thatall persons required by law have been provided with at least 24 bours written
notice of this hearing.

2. Thata commitment patition has been filed with the Court alleging the Respondeat
10 be mentally ill.

3 That Respondent waives his right to have a preliminary hearing and final hearing
in this matter and agrees to the STAYED commitrient.

FLED DVAITA COUNTY
WA BRCSTRON. Cor Adwistny

EXHIBI
&Sﬂ_g : NOV 2 0, 2003
0,4 000063 u_.»ﬁi({'/ﬁ_






—--- Original Message —-

From: Jeannie Kenney <kenne097 @umn.edu>

Date: Tuesday, September 3, 2002 10:38 am

Subject: [cafesc] Re: CAFE Study Coordinator Teleconference Minutes

> Hi Jody,
> I'm from Dr. Stephen Olson's site at the University of Minnesota.

> |was =

> not notified of the CAFE coordinator Teleconference. | started
> here just

> a@s our site got up in June and we have definitely been struggling
> to get

> patients. None of the recruitment really started until after |

> got here

> and got trained in so hopefully the work I've been putting in the
> last few

> months will start to pay off.
>

L
e



Amy.VandenEynden@quintiles.com, 12:52 0912912002 -0500, CAFE - Newest Protocol and consent

To: Amy Vandeng ynden@quintiles.com

From: Jeannie Kenney <kenne097@umn. edu>

Subject CAFE - Newest Protocol and consent Changes
Cc danielle.simons@quintiles.com

Bee:

Attached;

Hello,

I'know that our site is on holdiprobation for CAFE recruitment but | have some things | want to
make sure | have updated.

| did get the revision changes for the August Protocol and submitied them to the IRB here. They
want to see the cha

i
hanges reflected in the consents. Could you please send a copy of how the
consents have been changed to reflect the protocol change? '



The death of Subject 1
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PIONEER PRESS: SHERRI LARDSE CHIGLD
The back of a halfway house on Livingston Avenue in West St. Paud where Dan Markingson was transferred from the hospital in December 2003. He was described at the
halfway house as often reclusive but showing no delusions or psychotic episodes there, But in May 2004, he killed himself at the house,
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Dan, Your discharge plas is based spoa your agrecezent with the Dekiota
Cewaty Court and your FUMC treoanecs 12ass tht you will follow theough
with the following discharge pla. You bave received pazers from the court
about yeur Sty of Comuinment

The following sre appedatisents ssd recomaendations for your after

care:
-

1. Keep appoistiments with FUMC elinic's Café Stady. Your
contaet persen in Jeney Keaney 612-627-4543,

- 2 Keep all future appolulinents with your sutgaticat prychiatrist,
De. Olson,

Dan, Your treatment team wishes you a safe, smooth retum to the |
community. Please know that it is impertant that you follow this aftercate
plan, which you agreed to with your treetment team at FUMC and for which
you are being held accountable to by the cout, Consequences for not
following this plan could result in court commitment to the hospital,

£ T TR M s re W WY W WA LORRERRIRES 20T DK
following this plas cosld resslt is count coensmitment to the hospital,

L, Dan Markingsen, sndecsand sod agres 9 follow Quroegh with the shove

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

(L

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



“IW]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

> 2

again.

-- Mary Faith Marshall

Minnesota Bioethicists Critique Their University, SCIENCE
MAGAZINE, Dec. 7, 2010.



Minnesota Board of Social Work
Corrective Action for Jean Kenney

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

improperly made medical diagnoses and
administered prescription drugs

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”



Minnesota Board of Social Work
Corrective Action for Jean Kenney

e omitted critical information relevant to suicide
prevention

* tailed to respond adequately to Mary’s alarming
voicemail messages about her son’s condition

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

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



“Jean Kenney 1s 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 1s

a voluntary agreement between Ms. Kenney
and the Minnesota Board of Social Work.”

-- Mark Rotenberg
General Counsel, University of Minnesota



CITYPAGES

U of M paid legal bills of former employee
sanctioned over Dan Markingson case

BY ANDY MANNIX MONDAY, NOVEMBER 19,2012 AT 10:35 A.M.

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.



“IT)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 ot Minnesota



Q: To the best of your knowledge, did anyone at the
IRB, at the University of Minnesota, ot 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, CAFE Principal

Investigator

* Reported to Dr. Shulz, Chair of the
Psychiatry Department, and CAFE Principal
Investigator

* Director, Ambulatory Research Center, which
housed the CAFE study

Chaired IRB Panel from 1998-2005
$650,000 in payments from drug companies over 8 years
$149.,000 from AstraZeneca, CAFE study sponsor

Member, Academic Health Center Conflict Review &
Management Committee, 1998-2008
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Markingson.”

-- Mark Rotenberg
General Counsel, University of Minnesota



Texas Rules of Professional Conduct

Rule 2.1. Advisor

In representing a client, a lawyer shall exercise

independent professional judgment and render
candid advice.



Oklahoma Rules of Professional Conduct
Rule 2.1. Advisor

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.



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 1s proper for a lawyer to
refer to relevant moral and ethical considerations in
otving advice. Although a lawyer 1s 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.



Ehe New ork Times
A Drug Trial’s Frayed Promise

Forbes
Why The U. Of Minnesota

Research Scandal Threatens Us All

SCIENTIFIC
AMERICAN"

Minnesota Attorney General
Confirms They Did Not Exonerate
UMN in Markingson Death

Sciengg

Human subjects protections under fire at
the University of Minnesota



MPRNEWS

U's handling of drug study suicide

earns an 'F' among peers
Stanford

How not to run a drug

study: The University of
Minnesota puts on a clinic

THE CHRONICLE

of Higher Education

Review Finds Flaws in U. of
Minnesota’s Handling of Vulnerable
Human Subjects

« Starlribune
Former Minnesota Medical School

cardiologist: What did they do to
my U?



m A OFFICE OF THE LEGISLATIVE AUDITOR

STATE OF MINNESOTA

A Clinical Drug Study at the
University of Minnesota
Department of Psychiatry:
The Dan Markingson Case

Special Review

March 19, 2015

OFFICE OF THE LEGISLATIVE AUDITOR

Centennial Building — Suite 140

658 Cedar Street — Saint Paul, MN 55155

Telephone: 651-296-4708 » Fax: 651-296-4712

E-mail: legislative.auditor@state.mn.us « Website: http://www.auditor.leg.state.mn.us
Through Minnesota Relay: 1-800-627-3529 or 7-1-1



“IT)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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clinical research at the University meets the highest
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« StarTribune
U halts recruiting for psychiatric
drug studies

Freeze comes after review raised ethics concerns.

Kaler acknowledges U
misstatements on drug study

Regents take steps to deal with fallout from scathing
auditor's report.

Markingson case: University of
Minnesota can't regain trust under
current leadership

Years of stonewalling have done too much damage.

By ARNE H. CARLSON APRIL 13, 2015 — 11:40AM



	Lamkin cover slide
	Session 9��The Death of Dan Markingson: �A Research Scandal & a Cover-Up at �The University of Minnesota

	Lamkin Slides - UT System Legal Conference

