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Defendants.

It is expected that Jan Fawcett, M.D., a medical doctor and psychiatrist duly licensed to
practice in the States of Illinois and New Mexico, will be called to testify as an expert witness at
the time of trial. A copy of his Curriculum Vitae is attached as Exhibit “A” which sets forth
information pertaining to his background, education, training, hospital appointments, board
certification, licensure, professional affiliations, honors/awards, publications and presentations.

Dr. Fawcett has reviewed the following documents and case-related materials:

1. Copies of the medical charts and records of Dan Markingson, also known as
Daniel Weiss, deceased, from the following healthcare providers:

Fairview University Medical Center;

Minnesota Regional Coroner’s Office;

Regions Hospital,

Theodore I Residence/Boston Health Care Systems;
Dr. Victor Amira;

Children’s Health of St. Paul;

Group Health/HealthPartners;

Dr. Joseph Gryskiewicz;

University Health Service, Ann Arbor;
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j. University of Minnesota, Department of Psychiatry;
k. Dakota County;

1. Eagan Counseling Clinic;

m. Pharmerica;

He also reviewed the following documents and materials:

Deposition transcript of Dr. Olson;

Deposition transcript of Dr. Schulz;

Deposition transcript of Mary Weiss;

Deposition transcript of Mike Howard;

Deposition transcript of Dr. Arlow Andersen;

Deposition transcript of David Pettit;

Deposition transcript of Stacy Hohler;

Deposition transcript of April Arnold;

Deposition transcript of Daniel Buse;

Expert Disclosures of James I. Hudson, M.D. and Harrlson G. Pope, M.D.,

Keith A. Horton, M.D., Paul Root Wolpe, Ph.D., and Donald L.

Frankenfeld, Economist.

X. E-mails written by Dan Markingson to his mother, Mary Weiss;

Investigative report of the Office of the Ombudsman; and

Report of Department of Health & Human Services.

aa. July 22, 2005 Establishment and Inspection Report by the FDA written by
Sharon L. Matson, Investigator.

bb.  Informed Consent Document.

cc. Pre-petition Screening Team Recommendations dated November 14,
2003.

dd.  Order to Confine, to Transport for Examination, Hearing, Appointment of

Attorney, Examiner and Notice by Judge Edward Lynch dated November
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17, 2003.

ee. Adult Consent Form for CAFE Study Participation signed on November
21, 2003.

ff. Findings of Fact, Conclusions of Law, and Order for Stay of Commitment

by Judge Robert F. Carolan dated November 20, 2003.
gg. Various correspondences written by Mary Weiss.
hh.  Letters written back to Mary Weiss from a variety of individuals.
il. Journals kept by Mr. Markingson.

Dr. Fawcett is expected to testify at trial on issues of the standard of care, causation,
damages, and the nature, extent and duration of Dan Markingson’s medical condition. He will
also respond to any and all findings and opinions expressed by each and every one of the
Plaintiff’s medical experts.

Dr. Fawcett’s testimony will be based upon his education, training and experience, as
well as his understanding of the medical teachings and practices which pertain to the issues
presented in this case. In formulating his findings and opinions, he has reviewed and taken into




consideration Mr. Markingson’s medical records, information and additional discovery materials
provided to him for his review as listed above. All of Dr. Fawcett’s opinions will be stated to a
reasonable degree of medical and psychiatric certainty, unless otherwise specified.

Dr. Fawcett is expected to testify that that Dr. Stephen Olson and Dr. Charles Schulz both
provided reasonable and appropriate care and treatment to Mr. Markingson. He will opine that
each one of them satisfied the standard of care applied to them as physicians in their individual
roles as study investigators, and in the case of Dr. Schulz, as the head of the Department of
Psychiatry at the University of Minnesota. Dr. Fawcett will testify that Mr. Markingson’s
participation in the CAFE Study in conjunction with all of the additional care and treatment he
was receiving through Theodore I House, adult group therapy at the Fairview Day Treatment
Center, individual therapy with Dr. Arlow Andersen, and monitoring by David Pettit of Dakota
County was reasonable and appropriate care and treatment for Mr. Markingson. Dr. Fawecett is
. also expected to testify that the care and treatment rendered to Mr. Markingson by Dr. Olson and
Dr. Schulz did not cause or contribute to Mr. Markingson’s suicide and ultimate death.

Factual Background

Daniel Weiss was born on November 25, 1976. He was the only son of Mary Weiss and
Tom Rosner, who never married. Ms. Weiss raised her son as a single parent. Mr. Markingson
did not have a relationship with his biological father. It does not appear that Mr. Markingson
had a strong male influence in his life during his formative years.

Beginning in approximately 1983, Mr. Markingson was seen repeatedly throughout his
childhood for complaints of headaches. His medical records reflect the fact that the source of his
headaches may have been stress-related. On October 3, 1984, counseling was recommended to
‘Ms. Weiss for her son’s ongoing headache complaints. The same recommendation again
occurred on January 29, 1985. It does not appear that Mr, Markingson received the counseling
that was recommended.

From April 1986 through 1992, Ms. Weiss had her son seen many times for headache
complaints. He received neurology, relaxation therapy, chiropractic care, saw an
ophthalmologist and also saw allergists to determine the source of the headaches. A neurologist
suggested to Ms. Weiss that the source of the headaches were muscle contraction, i.e., stress.

In August 1989, Mr. Markingson was placed on amitriptyline, brand name Elavil. Elavil
is often prescribed for the relief of symptoms of mental depression. It is a member of the group
of drugs called tricyclic antidepressants. It is unclear, based on the records, why Mr.
Markingson was placed on this medication. It appears that Mr. Markingson may have remained
on Elavil throughout his high school years.

Mr. Markingson completed his high school education and then took one year off to write
a book and/or screenplay. Thereafter, he attended Hamline University for his freshman and
sophomore years. He transferred to the University of Michigan where he completed his studies
in 2000, and received a B.A. in English. In the late summer or early fall of 2000, Mr.
Markingson moved to Los Angeles, California.




The records reflect that Mr. Markingson’s intended career path was to become an actor
and/or writer. When he first arrived in Los Angeles, he worked a series of odd jobs, which
included selling papers for the L.A. Times and doing office work in an accountant’s office. The
only steady job he held was at Star Line Tours as a tour guide. He was employed there from
February 15, 2002 through August 2003. Initially, he worked full time at Star Line Tours, but
changed his status to part time in early 2003. It is beheved Mr. Markingson unexpectedly
resigned from that position in August 2003.

Ms. Weiss visited her son shortly after he moved to California in 2000. However,
according to Ms. Weiss, their relationship completely changed after that visit. Ms. Weiss
described the fact that her relationship with Mr. Markingson “totally deteriorated.” He stopped
calling her and he stopped writing to her. She described the fact that after that visit,
communication between herself and her son completely ended. During Mr. Markingson’s
residency in California, he changed his last name from Weiss to Markingson. It is unknown why
Mr. Markingson chose to change his last name.

Ms. Weiss went to California in August 2003 to attempt to reconnect with her son. When
she went out to Los Angeles, she had difficulty finding him and had to contact his employer to
discern his whereabouts. Ultimately, Ms. Weiss was able to find her son and, after some time,
convince him to return to Minnesota. Ms. Weiss testified that upon seeing her son during this
initial visit to Los Angeles, she believed that he was mentally ill. He made comments about the
fact that there would be an event that was going to occur, that people were watching him, and
that there were aliens present in his home. He also commented that he may be called upon to
harm people prior to his return to Minnesota :

Upon his return to Minnesota, Ms. Weiss arranged for her son to be seen at Group
Health/HealthPartners. This visit occurred on September 4, 2003. Prior to the visit, Ms. Weiss
had called the office to report that her son had been experiencing memory loss and weight loss.”
A physical examination was conducted which appeared to be normal. Mr. Markingson also
underwent laboratory tests. Those results showed a slightly underactive thyroid. Mr.
Markingson’s mental health was not specifically addressed at that visit. Mr. Markingson did not
see a psychiatrist, psychologist, therapist, or any other mental healthcare provider at that time.

The records reflect that on or about September 9, 2003, Mr. Markingson returned to
California. After his return to California, Mr. Markingson began exchanging e-mails with
“Guardian Angel Daisy@ hotmail.com” and “Michael the Archangell@hotmail.com.” These e-
mails were exchanged from September 19 through September 23, 2003. Ms. Weiss assumed the
identity of “Guardian Angel Daisy” and “Michael the Archangel” and exchanged these e-mails
with Mr. Markingson. It is unknown whether or not Mr, Markingson knew that his mother was
the author of these e-mails. In the context of these e-mails, Mr. Markingson discussed an event
that was purportedly going to occur in Duluth where he may be called upon to kill certain
individuals. It was the promise of this “big event” that prompted Mr. Markmgson to return to
Minnesota.




Mr. Markingson returned to Minnesota and moved into his mother’s home, where she
resided with a male companion. Purportedly, Mr. Markingson spent the majority of his days
alone in his childhood room. According to his mother and her companion, he continued to
exhibit what they believed to be delusional and paranoid behavior. He would repeatedly make
reference to the “big event,” “being the chosen one,” and his belief that there were references
being made about him on television. From the time of Mr, Markingson’s return to Minnesota in
late September 2003, up until November 12, 2003, he did not see a psychologist, psychiatrist,
therapist, or a physician for his mental health condition.

Purportedly, on November 12, 2003, Mr. Markingson told Ms. Weiss’ companion,
Michael Howard, that he intended to slit his mother’s throat. This threat prompted Ms. Weiss
and Mr. Howard to contact the police via 911. Mr. Markingson was transported in handcuffs
from Ms. Weiss’s home to Regions Hospital. The police report indicates that Mr. Markingson
was aggressive verbally at his mother’s home and indicated that he was unwilling to go to the
hospital. However, Mr. Markingson calmed down prior to his arrival at Regions Hospital.

Hospitalization

Mr. Markingson was originally transported to Regions Hospital emergently. A history
was taken from his mother by a social worker about Mr. Markingson’s current mental health
condition and history. She reported that Mr. Markingson had been discussing a “big event” that
was satanic in nature. She reported that he had made threats to cause her harm on the day of his
transport to the hospital. Mr. Markingson originally denied making these threats, but later
acknowledged that he may be contacted in the future to do so as a result of the upcoming “big
event.”” He stated that he would decide whether or not to follow through. He also denied any
suicidal ideation or thoughts of harming others. The initial intake at Regions Hospital was done
by Dr. Darren Manthey and Dr. Bradley Hernandez. They determined that Mr. Markingson was
paranoid, delusional, grandiose and threatening to harm others. Due to a space issue, Mr.
Markingson was transferred to Fairview University Medical Center (“FUMC”).

Mr. Markingson was admitted to FUMC on a 72-hour hold by Dr. John Darling, a
resident. Dr. Darling’s admission assessment of Mr. Markingson was verified by Dr. Olson on
November 13, at which time, he signed off as the attending psychiatrist. Prior to his admission
to the psychiatric ward at FUMC, Drs. Darling and Olson took a history and performed an
examination of Mr. Markingson. Drs. Darling and Olson found that the patient’s eye contact was
good, but intense at times. His mood was noted to be “good,” and his affect was bright, and at
times expansive. Drs. Darling and Olson found that his thought process was coherent and
linear. Drs. Darling and Olson also found that the patient’s thought content was positive for
delusions, paranoia and ideas of reference. Mr. Markingson’s insight and judgment were noted
to be impaired by his significant delusional framework. Dr. Olson’s initial impression was that
Mr. Markingson had a recent onset of multiple delusions and psychotic symptoms that had been
‘developing in recent months. Dr. Olson’s diagnosis was psychosis and mood disorder, to rule
out bipolar affective disorder, psychosis and schizophrenia.

On November 13, 2003, Dr. Olson wrote his admission note for Mr. Markingson. The
basis of the information contained in that note came from both Mr. Markingson himself, as well




as his mother. Mr. Markingson acknowledged at that time that he did have some unusual beliefs,
but attributed them to a lack of sleep and anxiety. Ms. Weiss advised Dr. Olson that she had had
very little contact with her son over the last year and a half. Ms. Weiss also informed Dr. Olson
she recently exchanged e-mails with her son using false identities. Dr. Olson’s notes reflect that
Mr. Markingson appeared to be downplaying his psychosis and trying to present himself in the
best possible light. Dr. Olson’s diagnosis for Axis I. was Psychosis NOS, and to rule out
paranoid schizophrenia, schizoaffective disorder, and bipolar disorder with manic psychosis. Dr.
Olson noted that the patient had an extended period of deterioration and elaborate, disorganized
and fragmentary delusional thinking suggestive of paranoid schizophrenia. However, Dr. Olson
could not rule out bipolar given the patient’s claim of a sleep disorder and increased level of self-
esteem. The 72-hour hold was to remain in place and Dr. Olson prescribed Risperdal for the
patient. Mr. Markingson refused the Risperdal.

On November 14, 2003, Mr. Markingson met with the pre-petition screening team. At
that point in time, it was noted that the patient did not have the capacity to make decisions
regarding neuroleptic medication, and a Jarvis petition was being considered. During the
interview, Mr. Markingson advised the screening team that he would be willing to be a voluntary
patient and follow his physician’s recommendations, but that he did not want to take any
neuroleptic medication. Dr. Olson also spoke to the pre-petition screening team, and advised
them that the patient had bizarre beliefs and lacked insight into the cause of those beliefs. There
was also concern about whether the patient would follow through without patient care or whether
an admission to an inpatient facility would be necessary. Commitment was ultimately
recommended by the screening team and Dr. Olson.

In conjunction with the recommendation of the screening team for commitment, Dr.
Olson wrote an examiner’s statement in support of the petition for commitment. This was
written on November 14, 2003. Dr. Olson described the history of the bizarre thinking of the
patient and his threats to harm his mother. Dr. Olson advised the court.that the development of
the delusional thinking appeared to have occurred in the last 6-18 months and that the patient
lacked a prior history of psychosis. He also reported to the court that the patient lacked insight
into the causation of his delusional thinking. Dr. Olson advised the court that his diagnostic
impressions and conclusions were that the patient had psychosis NOS; paranoid schizophrenia
versus psychotic mania versus psychosis due to a medical condition. In Dr. Olson’s opinion at
that time, Mr. Markingson was at high risk for acting on his delusions. This was submitted to the
court, along with the pre-petition screening team’s recommendation for commitment.

Despite Mr. Markingson’s statement on November 14™, indicating a refusal to take
medication, it appears from the records that on the evening of November 13, 2003, Mr.
Markingson agreed to take the prescribed anti-psychotic medication Risperdal. Thus, his
medication use started at that time. Also, during Dr. Olson’s meeting with Mr. Markingson, he
admitted that his unusual beliefs had gone on longer than he had originally acknowledged, but
would not reveal for how long. He also continued to deny some of the history that had been
reported by his mother. However, he did admit that he had been concerned about a satanic cult,
his mother’s identity, being “the one,” and having Angelina Jolie as his sister. Overall, Dr.
Olson noted that the patient appeared to be minimizing his past thoughts, and that his insight and
judgment were impaired. Dr. Olson questioned whether or not Mr. Markingson was sincere




about voluntarily agreeing to seek treatment. Thus, he was of the opinion that going forward
with the commitment would be appropriate and that a Jarvis hearing may be necessary if the
patient did not continue to be medication compliant.

On November 17, 2003, a judge from Dakota County, Minnesota, set forth an Order to
Confine, to Transport for Examination, Hearing, Appointment of Attorney, Examiner and
Notice. The petition was brought by Kathryn Knight for judicial commitment of Daniel
Markingson as a mentally ill person. The judge ordered that FUMC was to retain custody of Mr.
Markingson for observation, evaluation, diagnosis and emergency treatment. A Jarvis petition
was not sought because Mr. Markingson had remained compliant and was taking his Risperdal as
prescribed.

After taking the medication for several days, Mr. Markingson’s case manager and
therapist, Kathleen Bernhaft, wrote the treating physician’s recommendations to the court. The
recommendation of FUMC and Dr. Olson was that a stay of commitment would be appropriate.
The reason being that Mr. Markingson had been cooperative with his inpatient treatment and was
in the process of developing an aftercare plan. Further, Mr. Markingson had been medication
compliant. The diagnosis at that time was psychosis NOS, mood disorder NOS, rule out bipolar
effective disorder with psychosis and schizophrenia.

Erin Holker, Ph.D. LP at FUMC performed a neuropsychological evaluation of Mr.
Markingson on November 18, 2003. Testing was done to determine Mr. Markingson’s
intellectual functioning level and his cognitive impairment, if any. The testing revealed that Mr.
Markingson’s overall intellectual functioning was in the superior range. Moreover, no cognitive
difficulties were noted which could potentially interfere with Mr. Markingson’s ability to
actively participate in his own care and treatment. Mr. Markingson told Dr. Holker of his desire
to continue the use of Risperdal and that he was committed to participating in his care and
treatment.

On or about November 19, 2003, Dr. Olson discussed the CAFE Study with Mr.
Markingson and his mother. According to his November 19 note, both Mr. Markingson and his
mother were interested in the Study. Dr. Olson provided them both with materials for their
review and consideration. However, informed consent was not limited to that meeting.
According to Dr. Olson, this was an ongoing conversation with Mr, Markingson. Dr. Olson
continued to assess whether or not Mr. Markingson was able to understand all of the information
presented to him. Dr. Olson also continued to provide information to Mr. Markingson about
alternative care available besides the CAFE Study.

Dr. James Jacobson conducted an examination of Mr. Markingson on November 19,
2003, pursuant to the court’s order. Dr. Jacobson’s diagnosis for Axis I of Markingson was
psychosis, NOS, rule out mood disorder, NOS, and rule out bipolar disorder with psychosis
versus rule out schizophrenia. Dr. Jacobson took a history and performed an exam on Mr.
Markingson. Dr. Jacobson found that Mr. Markingson was fully oriented and that his thinking
was logical and goal directed. He did not appear to be delusional, but did admit having peculiar
thoughts in the past. He expressed to Dr. Jacobson his consent to the stay of commitment. Dr.
Jacobson’s recommendation to the court was that Mr. Markingson remain hospitalized for




continued evaluation to ensure that his recent mental health improvements continued. He also
recommended that a commitment or a stay of commitment would be appropriate for Mr.
Markingson. A Jarvis hearing was not recommended by Dr. Jacobson because Mr. Markingson
was compliant with his medication and he agreed to continue to take his medication.

On November 20, 2003, Mr. Markingson appeared in court. During this proceeding, he
was represented by an attorney. At that time, Mr. Markingson indicated that he voluntarily was
agreeing to a stay of commitment. He admitted to being mentally ill and in need of treatment.
The commitment was to be stayed for six months with a list of terms that included: “(a) that the
respondent remain hospitalized, cooperative with the treatment plan at Fairview University
Medical Center until medically discharged, and follow all of the aftercare recommendations of
the treatment team; (b) that the respondent enter, participate in and satisfactorily complete the
inpatient/outpatient treatment program and aftercare recommendations as determined by his
social worker; (c) that the respondent cooperate with the treatment plan and follow the rules at
any living facility as arranged by his social worker; (d) that the respondent consent to admission
or re-admission to a hospital or other appropriate care facility as determined by the respondent’s
social worker in the event of a relapse; (e) that the respondent take drugs or medications only as
prescribed, and abstain from the use of any non-prescribed drugs or alcohol; (f) that the
respondent see a psychiatrist and/or therapist as frequently as recommended; (g) that the
respondent engage in no behavior which is threatening or injurious to self or others; (h) that the
respondent participate in any day treatment program or community support services; (i) that the
respondent participate in family therapy if recommended; (j) that the respondent sign releases of
information authorizing his social worker and the various service providers to exchange
information; and (k) that the respondent cooperate with his social worker as determined.”

On or about November 21, 2003, Mr. Markingson agreed to participate in the Café Study.
Prior to signing the informed consent, he underwent an evaluation with Jeanne Kenney, a Study
coordinator, and Liz Lemke, an assistant working on the Study. Both Ms. Kenney Ms. Lemke
had undergone training to assess potential participant competence. Mr. Markingson was deemed
to be competent because he was able to provide information about potential side effects, things
expected of him, and his right to withdraw from the Study at any point in time. Thereafter, Mr.
Markingson read the consent form, had the consent form read to him, and signed the consent
form in the presence of Dr. Olson and Ms. Kenney. The informed consent set forth the purpose
of the Study, the Study sponsor, Mr. Markingson’s right to withdraw from the Study at any time,
and alternative care and treatment available to Mr. Markingson. Mr. Markingson had the
opportunity to ask any questions and raise any concerns prior to signing the information consent.
Ultimately, he agreed to participate and signed.

Despite signing the informed consent to participate in the CAFE Study, Mr. Markingson
did not begin the medication for that Study until December 5, 2003. He continued on Risperdal.
He was slowly tapered off the Risperdal after December 5, 2003. From November 21 until
December 5, Mr. Markingson was in Phase I of the Study. Phase I is commonly referred to as he
screening period. Pursuant to Study protocol, this phase could last 1-21 days. During this phase
assessments were made to determine whether Mr. Markingson met the inclusion/exclusion
criteria for the Study. Mr. Markingson’s December 5 baseline visit was delayed to ensure that
his condition had stabilized.
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Mr. Markingson’s first screening visit for the CAFE Study occurred on November 24,
2003. A history of Mr. Markingson’s onset of his mental illness was taken at that point in time.
It was noted that the medication he was taking at the time of that visit was Risperdal and Ativan
pm. The diagnosis was schizophrenia paranoid type, to rule out psychosis NOS and
schizophreniform. It was noted that the patient did in fact meet the criteria for schizophrenia,
and therefore did meet the diagnostic criteria for the trial.

By November 25, 2005, Mr. Markingson was noted to be tolerating his Risperdal without
difficulty. He also appeared to be gaining more insight into his prior delusional and paranoid
behavior. Mr. Markingson reported at that point in time that he was having tension with his
mother and was noted to be upset with her for her decision to not allow him to reside in her home
post discharge.

On November 26, 2003, Mr. Markingson met for the first time with his case manager
and/or assigned social worker from Dakota County, David Pettit. Du:ring this meeting, Mr. Pettit
met with Dr. Olson, Ms. Weiss and Mr. Markmgson At that point in time, Dr. Olson presented
the CAFE Study to Mr. Pettit for his review and consideration. Mr. Pettit acknowledged that he
believed that the care and treatment provided in the CAFE Study was reasonable and
appropriate. He also stated that in his opinion, this provided Mr. Markingson with more
interaction with his medical care providers than if he was discharged in the normal fashion.
Ultimately, Mr. Pettit agreed to allow Mr. Markingson to participate in the CAFE Study.

On December 3, 2003, Dr. Olson did an additional assessment of Mr. Markingson for the
CAFE Study. Mr. Markingson indicated that he was working on being comfortable with the fact
that he had psychosis. He also indicated a willingness to move to a group home. Once again,
Mr. Markingson consented to treatment and to his participation in the CAFE Study.

On December 8, 2003, Mr. Markingson was discharged from FUMC. He was being
-transferred to Theodore I House run by Boston Health Care Systems. The Theodore I House
(“Theo House”) at the time was a Rule 36 facility with around-the-clock awake staff. The
decision to have Mr. Markingson at this facility was based upon the recommendations of Mr.
Pettit.

Dr. Olson’s discharge diagnosis on December 8, 2003, was psychosis NOS, probable
schizophrenia, and questionable history of alcohol abuse versus dependence. Mr. Markingson
was noted to have mild hypothyroidism and had been placed on Synthroid. Over the course of
Mr. Markingson’s hospitalization, Dr. Olson became aware of the fact that he and his mother had
a stressful relationship. Further, that according to the history provided by Ms. Weiss, she and her
son had not had contact for a substantial period of time. Dr. Olson noted that throughout Mr.
Markingson’s hospitalization, he remained guarded and superficial. Although, he did admit to
having unusual and delusional thoughts. Dr. Olson also noted that Mr. Markingson contmued to
minimize his mental illness and the events leading up to his hospitalization.




CAFE Study

The CAFE Study was a 52 week randomized, double-blind, flexible dose multicenter
study to evaluate the overall effectiveness, as measured by treatment, discontinuation rates of
Olanzapine, Quetiapine and Risperidone in patients early in the course of psychotic illness.
There were 24 sites throughout the United States where the CAFE Study was conducted. J oseph
P. McEvoy and Jeffrey Lieberman served as the head research physicians of the Study. The
Study was sponsored by Astrazeneca Pharmaceutical Company. A total of 400 patients were
randomly assigned to treatment with one of the three drugs. The University of Minnesota was
one of the site locations. Dr. Olson served as the principal investigator at the University of
Minnesota site, with Dr. S. Charles Schulz and Dr. John Vuchetich serving as co-investigators.

The CAFE Study was modeled after the CATIE Study that had been conducted by the
National Institute of Mental Health (NIMH). That Study was conducted to determine the long-
terms effects and usefulness of antipsychotic medications in persons with schizophrenia. The
Study tested the anti-psychotic medications Olanzapine, Quetiapine, Risperidone, Clozapine and
Ziprasidone, as well as Perphenazine and Fluphenazine Decanoate. The Study lasted for
approximately 18 months. The majority of sites which conducted the CAFE Study, also
participated in the CATIE Study. The CAFE Study was unique to other clinical research studies
because it was to mimic real-world clinical care. Thus, the restrictions and limitations normally
placed on trial subjects were not part of the CAFE Study protocol.

Mr. Markingson attended 11 visits during his participation in the Café Study. The

summary of assessment ratings for the CAFE visits, was as follows:

SUMMARY OF ASSESSMENT RATINGS AT CAFE VISITS

Date and Visit #

Screen
11/24/03

Baseline

12/5/03

Visit 1
12/11/03

Visit 2
12/19/03

Visit 3
12/24/03

Visit 4
12/31/03

Visit 5
1/8/04

Visit 6
1/16/04

Visit 7
1/30/04

Visit 8
2/13/04

Visit 9
3/2/04

Visit 10
3/31/04

Visit 11
4/28/04

PANSS
Positive symptoms
Negative symptoms

13
11

7
11

12
10

~1 -

O~

13
20

10
18

Calgary Depression
Rating Scale

*Suicide Sub-rating

9 -
absent

Positive and Negative
Syndrome Scale

23 — not
complete

44

Clinical Global
Impressions

5

2

Adverse Event/Side
Effects

None

3.
sleepine
ss

3
sleepiness

None

2~
sleepiness
2- insomnia

Abnormal Involuntary
Movement Scale

0

0

0

Barnes Rating for Drug
Induced Akathisia

0

0

0

Simpson Angus Abbrev

0

0

1

Medication Adherence

0
8

23 =)

9

8

0
8

8

Alcohol/Drug Use Scale

—
abstinent

1-
abstinent

[ 5]
1

alcohol

1-
abstinent

1-
abstinent

2~
ajoohol

Health Care Service
Utilization

32

30

32

30

34

27

Heinrich Carpenter
Quality of Life

98

92

Insight and Treatment

Attitude

16

22

10




During each of the visits, Mr. Markingson also underwent PANSS Ratings and
Evaluation under the Calgary Depression Scale. These rating scales demonstrate an
improvement in the positive symptoms of schizophrenia seen with treatment and the low level of
schizophrenia and depressive symptoms throughout the duration of the Study. The PANSS test
has 30 items scored 1-7. Those are divided into 7 items for positive, 7 items for negative, and 16
for a general. The lowest rating for positive items would be “7,” the lowest rating for negative
would be “7,” and the lowest rating for general would be “16.” A “7” under the positive or
negative subscales would be the equivalent of an “absent” rating.

The November 24, 2003 screening visit totaled 23, indicative of moderately severe
symptomology. This assessment was a retrospective rating of the worst period of psychosis and
was based on only five symptom items. A score of 23 on this subscale, with a range of 5-35
demonstrated significant psychosis. However, by the time of the baseline ratings, Mr.
Markingson’s score had dropped to 13 and remained in the range of 7-13 for the entire six
months prior to his death. His scores of 7-13 represent a near total resolution of psychosis
showing a marked improvement. Further, these scores reflect that Mr. Markingson’s delusional
thoughts, hallucinations and paranoia were nearly totally absent.

The PANSS Ratings had minimum scores of 7 for positive and negative subscales and 16
for general symptom subscale. Mr. Markingson’s negative subscales scores increased from 11 at
his baseline visit to 18-20 by visits 10 and 11; his general scores went from 20 at baseline to 26-
28 at visits 10 and 11. These scores are in the minimal to mild range, and as reflected in the
clinical notes, a moderate deterioration in self-care and grooming. In general, antipsychotic
medications exert their therapeutic benefit almost exclusively on positive symptoms, and there is
no requirement to change medication due to an increase in negative symptoms.

The medication that Mr. Markingson was assigned in the Study was learned after his
death to be Seroquel, also known as Quetiapine. Each capsule of the Study medication contained
100 mg of Quetiapine. The maximal dose was 8 capsules per day, corresponding to a total
maximum dose of 800 mg. From December 5, 2003 to December 10, 2003, Mr. Markingson
was taking two pills per day. From December 11, 2003 to December 13, 2003, he was taking a
total of four pills per day. From December 14, 2003 to December 19, 2003, he was taking a total
of five pills per day. From December 20, 2003 through March 31, 2004, Mr. Markingson was
taking a total of 7 pills per day. From April 1, 2004 onward, he was taking a total of 8 pills per
day. At that point, he reached the maximum dose of 800 mg. of Seroquel. The increase in
dosage represents an attempt to address Mr. Markingson’s ongoing negative symptoms. Mr.
Markingson reported no side effects from the medication at any dose

1. Dr. Olson

Dr. Olson provided care and treatment to Mr. Markingson throughout the course of his
hospitalization. In addition, Dr. Olson saw Mr. Markingson after his discharge. His visits with
Mr. Markingson occurred on December 11 and 19, March 2 and 31, and April 9. All of these
visits were 30 minutes to one hour in length. Dr. Olson also saw Mr. Markingson for 15 minutes
to one-half hour on January 30. Dr. Olson met with Mr. Markingson after concerns were raised
about his medication compliance. Dr. Olson addressed those concerns and also reinforced to Mr.
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Markingson his need to remain on medication. In addition, Dr. Olson was present at several
additional visits that were conducted by Jeanne Kenney. Ms. Kenney was the Study coordinator
who had been trained to do the necessary testing for the Study.

At those visits where Mr. Markingson was evaluated by Ms. Kenney, she performed
symptom ratings, side effect assessments, psychosocial education sessions, and other
components of the Study. Dr. Olson testified that he often came in midway through those visits
with Ms. Kenney and Mr. Markingson. When this occurred, Dr. Olson would examine Mr.
Markingson and assess his condition. He would provide appropriate direction to Ms. Kenney
about Mr. Markingson’s assessment, medication and ongoing needs.

In addition, Dr. Olson and Ms. Kenney would discuss all of her findings and the progress
of Mr. Markingson. This would occur while Mr. Markingson was still at FUMC/ARC. Ms.
Kenney and Dr. Olson would discuss whether or not Mr. Markingson was showing signs of
relapse, possible side effects, or if there was any other major problem that had presented. Dr.
Olson noted that he was available at all times to see Mr. Markingson if such a problem arose.

Mr. Markingson was also participating in a day treatment program at FUMC. The
multidisciplinary team at the day treatment facility met monthly to discuss clients. Dr. Olson
participated in those monthly meetings. During those monthly meetings, Dr. Olson and the day
treatment team would discuss Mr. Markingson’s behavior and progress. Dr. Olson also recalls
having 2-3 private conversations with Dan Buse, Mr. Markingson’s primary therapist in the day
treatment program, regarding Mr. Markingson’s mental state, progress and his mother’s concern
about his ongoing alleged psychosis.

2. Dr. Charles Schulz

Dr. Schulz saw Dr. Markingson on one occasion during his hospitalization at FUMC.
That visit occurred on November 29, 2003. Dr. Schulz had reviewed Mr. Markingson’s medical
chart and interviewed him. Mr. Markingson was also examined by Dr. Schulz. Dr. Schulz found
that the patient’s thought process was logical, his mood was pleasant, and that his affect was
appropriate.

Dr. Schulz, as a co-investigator in the CAFE Study, did not have any one on one visits or
evaluations with Mr. Markingson. He allegedly was sent 2-3 letters from the patient’s mother,
Mary Weiss, in 2004. However, Dr. Schulz only recalls receiving one letter. After having
received this letter from Ms. Weiss, Dr. Schulz investigated her concerns. Dr. Schulz met with
Dr. Olson and Jeanne Kenney to discuss Mr. Markingson’s involvement in the CAFE Study.
That conversation included a review of Mr, Markingson’s progress, medication use, and overall
mental health. Dr. Schulz then crafted a response to Ms. Weiss addressing each of her concerns.

Dr. Schulz, as a co-investigator on the Study, gave 10% of his overall time to the project.
In addition to serving as a co-investigator on the Study, Dr. Schulz is also the head of the
Department of Psychiatry at the University of Minnesota. His role as a co-investigator was to be
available as a backup rater for Dr. Olson if that was necessary. In addition, he was always
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available to Dr. Olson to answer any questions he might have, to discuss the progress of the
study, or to discuss individual patients participating in the Study.

As previously indicated, Dr. Schulz is also the head of the Department of Psychiatry at
the University of Minnesota. The majority of his duties are administrative in nature. He also
does clinical work each year for 2-4 weeks working as an attending psychiatrist in the inpatient
service. Dr. Schulz also sees some outpatients two to four hours per week. During that
timeframe, he will be teaching residents and conducting supervision over his entire staff, Dr.
Schulz also monitors all of the physicians, fellows, residents, and other staff members working in
the Department of Psychiatry at the University of Minnesota.

3. Eagan Counseling Center

For individual therapy, Mr. Markingson was seen by Dr. Arlow Andersen, Ph.D. LP, of
the Eagan Counseling Clinic located in Eagan, Minnesota. Dr. Andersen saw Mr. Markingson
on December 11, 2003, January 12, 2004, February 16, 2004, March 29, 2004, and April 26,
2004. Each of Dr. Andersen’s visits with Mr. Markingson lasted approximately one hour. This
one-on-one therapy was a part of Mr. Markingson’s discharge plan from the hospital. It was also
part of the outpatient work suggested by Mr. Pettit as a part of Mr. Markingson’s stay of
commitment.

Dr. Andersen was aware of Mr. Markingson’s participation in the CAFE Study. That
information was learned from Mr. Markingson. In each of Dr. Andersen’s visits, he found Mr.
Markingson’s thought process to be logical and coherent. Dr. Andersen also found Mr.
Markingson to have good insight and good judgment. In each of Dr. Andersen’s visits, he
assessed whether or not Mr. Markingson was showing signs of harm to himself or others. In
each of his visits, he noted that this was either low without plan or absent. In fact, on his last
visit with Mr. Markingson on April 26, 2004, he noted that any risk to self was absent.

Dr. Andersen testified that he did not believe that Mr. Markingson showed signs of being
suicidal during their last visit. They also discussed the fact that Mr. Markingson’s stay of
commitment had been extended at his last visit. Mr. Markingson reported to Dr. Anderson that
he did not object to the extension because he realized he was not prepared to return to California.

4, Day Treatment

Mr. Markingson participated in adult mental health day treatment at FUMC. This
program was recommended by his social worker, David Pettit, as well as Dr. Olson. His
participation was from January 14, 2004 through May 5, 2004. He was seen by Daniel Buse,
HSW LLCSW, and Len Bennati, OTR/L. Mr, Markingson attended day treatment on Monday,
Wednesday and Friday each week for three hours per day. Two hours of the visits were in group
therapy, and one hour was dedicated to occupational group therapy.

Mr. Markingson had been referred to day treatment to provide structure, support and

education about his mental illness. The medical records of Mr. Buse indicate that throughout
Mr. Markingson’s stay in day treatment, he presented as stable and denied any psychotic
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symptoms. Mr. Markingson also willingly acknowledged past delusional thoughts, and
recognized that his thoughts were bizarre in nature and content. Mr. Buse acknowledged that on
occasion, Mr. Markingson presented with some negative symptoms which included some effect
flattening, social withdrawal and avoidance. Mr. Buse noted that Mr. Markingson had excellent
attendance throughout the course of his participation in day treatment.

Mr. Buse noted in his discharge summary that Mr, Markingson indicated a willingness to
be discharged from day treatment as of May 5, 2004. Similarly, Mr. Bennati, in charge of his
occupational therapy, found that Mr. Markingson acknowledged his diagnosis of schizophrenia
and was receptive to continuing his medication use. Mr. Markingson’s presentation in
occupational therapy was noted throughout to be reserved and quiet. Some negative symptoms
noted by Mr. Bennati were that Mr. Markingson had a blunted effect, on occasion appeared
disheveled in his appearance, and at times was withdrawn. However, Mr. Buse and Mr. Bennati
both thought Mr. Markingson was mentally stable enough to be discharged from day treatment.

Mr. Markingson graduated from his day treatment program on or about May 5, 2004. He
rarely missed his scheduled appointments. The records from all of his providers seemed to
indicate that he was ready for his transition into independent living, and that he was committed
to seeking further care and treatment for his ongoing mental illness.

5. Theodore I House

After being discharged from FUMC, Mr. Markingson resided in a group home. This
home was a Rule 36 facility known as Theodore I House (“Theo House”) run by Boston Health
Care. This facility was comprised of clients who were mentally ill, but not developmentally
disabled. The group home provided 24 hours a day, 7 days a week, awake staff care and
monitoring. The staff notes and depositions from staff members indicate that Mr. Markingson
was quiet, reserved, but never exhibited delusions, hallucinations, or paranoid thinking. Mr.
Markingson was a resident of Theo House from December 8, 2003 until the time of his death on
the very early morning hours of May 8, 2004,

On or about January 23, 2004, the staff at Theo House became somewhat suspicious that
Mr. Markingson may be cheeking or palming his medication. In an effort to stop that behavior,
the staff put into a place a protocol where Mr. Markingson was required to take his medication
straight from a cup, not allowing him to place it in his hand; he had to consume his medication in
staff presence, and had to stay in the presence of staff for several minutes to ensure that he
swallowed the medication. This protocol began shortly after January 23, 2005, and persisted up
until the time of Mr. Markingson’s death. Staff believed Mr. Markingson continued to take his
medication as prescribed up until the time of his death.

According to the staff notes from Theo House, Mr. Markingson accepted extension of his
stay of commitment. Further, the staff notes reflect that Mr. Markingson was looking forward to
transitioning into his own apartment and living independently. Staff notes and depositions
indicate that no one had any reason to believe that Mr. Markingson was considering suicide or
exhibiting behavior which would demonstrate he had suicidal ideation.
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Assessment, Opinions and Findings

1. Dr. Stephen Olson

In the opinion of Dr. Fawcett, Dr. Olson did not violate the standard of care by having
three simultaneous roles in regard to the care and treatment he rendered to Dan Markingson.
Based upon the training, experience, and knowledge of Dr. Fawcett, it is reasonable and
appropriate for an individual to serve as a principal investigator in a clinical trial, to be the
personal psychiatrist of a clinical trial, and also to be the primary care psychiatrist for a patient.
Dr. Olson satisfied the standard of care in each of these roles. Further there was no conflict
between these roles. Dr. Fawcett will opine that Dr. Olson provided good treatment to Mr.
Markingson in all three roles. Further, his judgment in each of those roles was not impaired. Dr.

Olson in no way violated the ethical code of conduct nor did he violate the applicable standard of
care.

It is the opinion of Dr. Fawcett that the Nuremburg Code, Declaration of Helsinki, the
International Conference on Harmonization Good Clinical Practice Guideline, and FDA
Regulations and Guidelines are guidelines for the ethical conduct of research. However these
principles only address a portion of what constitutes the standard of care. While they do address
ethical considerations in clinical research they do no address the process of making clinical
treatment decisions. The standard of care as defined by the above principles, as well as the
standard of care for clinical treatment of a patient, was not breached in the care and treatment
rendered to Mr. Markingson by Dr. Olson according to Dr. Fawcett.

Dr. Fawcett will opine that in obtaining informed consent from Mr. Markingson to
participate in the CAFE Study, reasonable and appropriate methods were utilized. In his
opinion, the standard of care was satisfied when obtaining informed consent from Mr.
Markingson. Informed consent is a process and is not limited to the signature on a single
document. Dr. Olson followed all of the steps necessary to ensure that Mr. Markingson was not
only competent to give informed consent, but actually voluntarily wanted to participate in the
CAFE Study.

- As previously indicated, Mr. Markingson had been hospitalized since November 12,
2003. On or about November 13, Mr. Markingson began taking Risperdal. The notes reflect that
the Risperdal had the desired effect on Mr. Markingson by helping him control his psychotic
symptoms. He remained on Risperdal from November 13 until December 5, 2003, at which time
began to taper off of the Risperdal and began the CAFE Study medication. This medication was
later learned to be Seroquel. During that timeframe, Mr. Markingson’s psychotic symptoms
began to stabilize, he was no longer having active hallucinations or delusions, and his thought
processes were described to be reactive and organized. Further, he had coherent and clear
thoughts.

In the opinion of Dr. Fawcett, Mr. Markingson’s medical records revealed that he was
competent to give informed consent on November 21, 2003. A neuropsychological examination
performed by Erin Holker, Ph.D. LP on November 18, 2003, indicates that by that date Mr.,
Markingson did not have cognitive impairments. Specifically, Dr. Holker’s report indicates that
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Mr. Markingson’s overall intellectual functioning was in the superior range. Further, Dr. Holker
noted that Mr. Markingson did not have cognitive difficulties that would interfere with his ability
to actively participate in his own treatment. In the opinion of Dr. Fawcett, cognitively Mr.
Markingson was able to provide informed consent.

Dr. Olson did not introduce information about the CAFE Study to Mr. Markingson until
it was determined that he had no cognitive limitations on his ability to participate in his
treatment. On or about November 19, 2003, Dr. Olson introduced the CAFE Study to Mr.
Markingson. During this visit, Dr. Olson simply presented the CAFE Study as a potential
treatment option for Mr. Markingson. At no point in time did he advise him that he had to
participate in the Study, but simply allowed him to consider this as an alternative to standard
care. Mr. Markingson indicated at that time a willingness to consider the CAFE Study for
treatment. Dr. Olson provided written materials for Mr. Markingson to review.

According to Dr. Fawcett, additional evidence that Mr. Markingson was in a position to
give viable informed consent can be found in the examination done by Dr. James Jacobson.
According to Dr. Fawcett, Dr. Jacobson found that during his assessment of Mr. Markingson, he
was fully oriented and showed logical and goal-directed thinking. This is further evidence,
according to Dr. Fawecett, that Mr. Markingson was able to give informed consent.

The informed consent form was signed by Mr. Markingson on November 21, 2003. In
the opinion of Dr. Fawcett, Mr. Markingson was competent and able to understand the CAFE
Study, and also to understand the informed consent process at that time. Mr. Markingson
remained competent throughout his participation in the CAFE Study, and according to Dr.
Fawcett, was able to give ongoing informed consent which satisfied the applicable standard of
care,

On November 21, 2003, Mr. Markingson met with Dr, Olson, Jeanne Kenney, the Study
coordinator, and Elizabeth Lemke, an assistant on the CAFE Study. Prior to executing the
informed consent, Mr. Markingson had to undergo an evaluation to determine whether or not he
was competent to provide informed consent. This was a test that was based upon the MacArthur
Evaluation Form used in the CATIE Study. The MacArthur Evaluation Form is a well-known
and well-regarded informed consent competency test. Mr. Markingson was determined to be
competent after that evaluation. In the opinion of Dr. Fawcett, having Mr. Markingson undergo
this evaluation, was a reasonable and appropriate step to ensure that Mr. Markingson was
competent. Dr. Fawcett will opine that this was above and beyond the required standard of care.

After Mr. Markingson underwent the evaluation, he then had the informed consent
document read to him. Once again, according to Dr. Fawcett, this was reasonable, appropriate,
and satisfied the standard of care. Taking the time to read the document to Mr. Markingson
insured that Mr. Markingson fully understood the information contained in the consent form. Dr.
Fawecett will opine that this step was an extra assurance to gamering informed consent from Mr.
Markingson. Mr. Markingson was then given the opportunity to ask any questions and raise any
concerns he might have had about the CAFE Study. It was only after all of these steps had been
satisfied, that Mr. Markingson ultimately provided his signature on the informed consent form.
Dr. Fawcett will testify that all of the steps were reasonable and appropriate care and treatment

16




for Mr. Markingson. Further, the applicable standard of care was satisfied in garnering informed
consent from Mr. Markingson.

Dr. Fawcett will testify that it was reasonable and appropriate to have Jeanne Kenney
participate in the informed consent process. She had been adequately trained through the CAFE
Study on competence as well as doing the competency evaluation. Further, she had extensive
knowledge about the CAFE Study, and therefore, was a reasonable and appropriate person to
participate in the informed consent process.

Dr. Fawcett will also opine that Dr. Olson’s participation in garnering informed consent
from Mr. Markingson was reasonable, appropriate and satisfied the applicable standard of care.
Dr. Olson followed every precaution to ensure that Mr. Markingson was competent to participate
in giving informed consent. Further, Dr. Fawcett will opine that Dr. Olson reasonably presented
the CAFE Study as alternative care and treatment and did not coerce Mr. Markingson into
participating. Dr. Fawcett will opine that Dr. Olson satisfied the standard of care when obtaining
informed consent from Mr. Markingson. In the opinion of Dr. Fawcett, the informed consent
process in no way caused or contributed to Mr. Markingson’s death.

Dr. Fawcett will testify that Mr. Markingson was not coerced into participating in the
CAFE Study. In the opinion of Dr. Fawcett, regardless of Mr, Markingson’s stay of
commitment, he was still able to provide informed consent to participate in the CAFE Study.
Further, Dr. Fawcett will testify that the stay of commitment did not order Mr. Markingson to
participate in the CAFE Study. Rather, the stay of commitment order simply required Mr.
Markingson to remain hospitalized and cooperate with treatment until he was medically
discharged. At that point, he was to enter, participate and complete in an inpatient/outpatient
treatment program and aftercare recommendations as determined by his social worker. The
order of the court did not require Mr. Markingson to participate in the CAFE Study. Further, Dr.
Olson simply presented the CAFE Study as alternative care and treatment for Mr. Markingson.
Dr. Fawcett will opine that Mr. Markingson’s participation in the CAFE Study was reasonable
and appropriate care, and that Mr. Markingson was not in any way forced or coerced into
participating in the Study.

Dr. Fawcett will also point out that despite signing the informed consent document on
November 21, 2003, Mr. Markingson’s initial screening visit for the CAFE Study was not
commenced until November 24, 2003. From November 21 to December 5, Mr. Markingson was
in the screening phase of the Study with ongoing assessments of whether he was an appropriate
study subject. Further, he did not start CAFE Study medication until December 5, 2003.

On November 26, 2003, Mr. Markingson and Dr. Olson met with David Peittit, the
Dakota County case manager/social worker assigned to be an advocate for Mr. Markingson.
David Pettit’s notes from Dakota County point out that he discussed the CAFE Study with Dr.
Olson and that he found this to be reasonable and appropriate care and treatment for Mr.
Markingson. Dr. Fawcett will also note that Mr. Pettit stated in his deposition that if he had not
felt that the CAFE Study was reasonable and appropriate care and treatment for Mr. Markingson,
he could have had him withdrawn from the Study. Mr. Pettit did not because he thought that the
care provided in the CAFE Study would be more than Mr. Markingson would have received in
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standard medical care. Thus, before Mr. Markingson became a true participant in the CAFE
Study, his participation was reviewed and approved by his county case manager. This is further
evidence according to Dr. Fawcett that Mr. Markingson’s participation in the Study was
reasonable and appropriate care and treatment and was in no way coerced.

Dr. Fawecett is also supportive of the informed consent document utilized in the CAFE
Study. In his opinion, this document reasonably set forth the risks and benefits of participating
in the CAFE Study. It stated the names of all of the study investigators. It also set forth the
study sponsor, Astrazeneca. More importantly, it set forth information that Mr. Markingson’s
participation in the Study was voluntary and that he could withdraw from the Study at any point
in time. Dr. Fawcett will opine that the document set forth a reasonable and appropriate amount
of alternative care which Mr. Markingson could have sought. Dr. Fawcett will also testify that
the document did not exaggerate nor unduly emphasize any benefits of Mr. Markingson’s
participation in the Study. Thus, in the opinion of Dr, Fawcett, the informed consent document
in and of itself was reasonable and appropriate and satisfied the standard of care.

Dr. Fawecett will testify that Dr. Olson did not violate the standard of care by asking Mr.
Markingson if he was interested in participating in the CAFE Study. Dr. Fawcett is of the
opinion that Mr. Markingson was competent to give informed consent by November 21, 2003.
In his opinion, all of the evidence shows that Mr. Markingson willingly wanted to participate in
the Study, and was mentally capable of providing informed consent. Further, Mr. Markingson’s
stay of commitment did not in any way impinge upon Mr. Markingson’s ability to provide
informed consent. Thus, in the opinion of Dr. Fawcett, asking Mr. Markingson, a competent
individual under a stay of commitment, to participate in the CAFE Study was reasonable,
appropriate and did not in any way violate the standard of care. -

Dr. Fawcett will also opine that there was no evidence of bias or unethical judgment by
Dr. Olson because Astrazeneca paid to have the study conducted. Moreover, there is absolutely
no evidence of unlawful payment to Dr. Olson or Dr. Schulz by Astrazeneca. The method of
payment for the Study, according to Dr. Fawcett, was reasonable and appropriate. In no way did
it cause or contribute to Mr. Markingson’s cause of death.

The CAFE Study resulted in overhead costs to the University of Minnesota. Astrazeneca,
the pharmaceutical company who was the Study sponsor, provided payments to the University of
Minnesota for being a trial Study site. However, Dr. Olson and Dr. Schulz were not personally
paid for conducting the clinical trial. Payments to the University of Minnesota by Astrazeneca
Pharmaceutical Company in no way compromised Dr. Olson’s or Dr. Schulz’s ability to remain
objective and did not create a conflict of interest. Neither Dr. Olson nor Dr. Schulz had a
financial motivation to seek Mr. Markingson’s participation in the CAFE Study. Further, Dr.
Fawecett finds absolutely no credible evidence that Dr. Olson signed Mr. Markingson up as a
CAFE Study participant due to an impairment in judgment or based upon a financial motivation.
Thus, Dr. Fawcett is of the opinion that there was no financial conflict of interest on the part of
Dr. Olson or Dr. Schulz.

Dr. Fawcett will testify that it was reasonable and appropriate for Mr. Markingson to
participate in the CAFE Study. The CAFE Study utilized three FDA-approved antipsychotic
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medications. No placebo was involved in the Study. Dr. Fawcett agrees that Dr. Olson’s
assessment that Mr. Markingson was schizophrenic was an appropriate diagnosis. As such, Dr.
Fawcett will opine that Mr. Markingson fit the parameters of the Study protocol. Thus, Dr.
Olson was aware that any three of the medications involved in the Study would effectively have
provided care and treatment for Mr. Markingson’s psychotic symptoms. Thus, reasonable and
appropriate care and treatment was being offered to Mr. Markingson through his participation in
the CAFE Study via the CAFE Study medication.

The CAFE Study did not involve a placebo. In the opinion of Dr. Fawcett, this is an
exceptionally important aspect of the CAFE Study. At no point in time was Mr. Markingson at
risk of having his psychotic symptoms go unmedicated. Instead, the CAFE Study involved three
antipsychotic medication which have a marked impact on the positive symptoms and psychotic
indications for one with schizophrenia. Thus, in the opinion of Dr. Fawcett, Mr. Markingson’s
part101pat10n in the CAFE Study was reasonable, appropriate and satisfied the standard of care.

Dr. Fawcett will also testify about the numerous benefits Mr. Markingson received by his
participation in the CAFE study. Mr. Markingson received the benefit of intense treatment and
close monitoring of his disease. He also received the benefit of having regularly scheduled
follow up visits. Further, Mr. Markingson received the benefit of free medication. If not in the
study, Mr. Markingson would have been discharged from the hospital with a one month supply
of medication according to Dr. Fawcett.

According to Dr. Fawcett if Mr. Markingson had not participated in the study he would
have still needed antipsychotic medication for his condition. In order to obtain that medication
more likely than not, that would have been an out-of-pocket expense personally incurred by Mr.
Markingson. Dr. Fawcett will opine that in 2004 the approximate cost of a 200 mg Seroquel
tablet would have been $680.00 for a of 100 pills, or $7.00 per day. Mr. Markingson was taking
700 mg throughout most of the study, which would have cost approximately $25.00 per day, or
$750.00 per month. If he had been randomized to Zyprexa in the study and needed the same
dose equivallant Dr, Fawcett will opine the cost to Mr. Markingson would have been
approximately $700 per month. According Dr. Fawcett Risperdal would have been
approximately one-half of the cost of either Seroqeul or Zyprexa. Thus, Dr. Fawcett will opine
that the free medication through the study not only helped stable Mr. Markingson’s mental
illness, but also was a significant financial benefit to him.

The most important aspect of the CAFE Study to Dr. Fawcett was the amount of care Mr.
Markingson was receiving as a part of his participation in the CAFE Study. In standard care,
most often patients would be prescribed medication and asked to return within a few weeks of
discharge on a somewhat regular basis. Generally, a patient will go approximately 4-6 weeks
between visits with a psychiatrist. The distinct advantage of Mr. Markingson’s participation in
the CAFE Study, according to Dr. Fawcett, was the fact that he was seen on a more frequent
basis with much longer individual visits. Further, he was receiving care and monitoring by a
variety of individuals.

In the opinion of Dr. Fawcett, this provided more frequent and a much closer monitoring
of Mr. Markingson. Moreover, Dr. Fawcett will opine that the close monitoring of Mr.
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Markingson through the CAFE Study, enhances the probability of medication compliance and
scrutiny for ongoing psychotic symptoms. Mr. Markingson’s participation in the CAFE Study,
and the greater amount of monitoring that occurred as a result of his participation in that Study,
substantially decreased his chance for re-hospitalization according to Dr. Fawcett. Dr. Fawcett
will testify that Mr. Markingson received greater care in the CAFE Study than he would have if
he had not chosen to be a participant.

Dr. Fawcett will also point out that the care Mr. Markingson was receiving through the
CAFE Study was not the only care and treatment being provided. In addition to seeing Dr.
Olson, participating in the CAFE Study, Mr. Markingson was also receiving 24 hours a day, 7
days a week monitoring at the Theo House. The Theo House ensured greater medication
compliance because Mr. Markingson was not charged with taking his own medication. Instead,
because he was a client at Theo House, his medication was regularly distributed to him by a staff
member who would closely watch and scrutinize whether or not he was taking his medication.
- Due to his residency at Theo House, Mr. Markingson was being regularly observed and closely
monitored for adverse effects of medication, the failure to take medication, and any ongoing
psychotic symptoms. According to Dr. Fawcett, this is care that one generally would not receive
if they had been discharged from the hospital and received standard medical care.

According to Dr. Fawcett, Mr, Markingson’s participation in the CAFE study also
provided close monitoring of his medication compliance. One of the difficulties in treating a
patient dlagnosed with schizophrenia is their inability to remain complaint with their medication.
The CAFE study used the standard method of medication compliance monitoring by doing pill
counts. Dr. Fawcett will opine that p1ll counting was additional monitoring Mr. Markingson
received because of his part1c1pat1on in the CAFE study. It also showed a commitment on the
part of Dr. Olson to supervise Mr. Markingson’s medication compliance. Dr. Fawcett will opine
this satisfied the standard of care and did not cause or contribute to Mr. Markingson’s death.

Mr. Markingson was also a participant in individual therapy through Dr. Arlow
Andersen. Dr. Andersen met with Mr. Markingson for approximately one hour each month.
This therapy was conducted in addition to all of the other care and treatment received by Mr.
Markingson. Once again, in the opinion of Dr. Fawcett, this care by Dr. Andersen was
additional monitoring of Mr. Markingson and was reasonable and appropriate.

Dr. Fawcett will also point out that Mr. Markingson was a participant in an adult day
treatment program at Fairview University Medical Center. The day treatment program met for
three hours a day, three times a week. Mr. Markingson’s attendance at day treatment was
consistent and regular. Again, Mr. Markingson’s participation in adult day treatment was above
and beyond what one would generally receive in standard medical care. Mr. Markingson was
being monitored and observed by staff members in day treatment for any ongoing psychotic
symptoms. Throughout Mr. Markingson’s participation in day treatment, he presented in stable
condition. Again, in the opinion of Dr. Fawcett, this was reasonable and appropriate care and
treatment for Mr. Markingson.

Taking into consideration all of the care and treatment Mr, Markingson was receiving
while he was a participant in the CAFE Study, showed that he was receiving close monitoring
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and scrutiny of his medication compliance, any adverse effects of the medication, and his overall
mental health wellbeing. As previously explained, an example of that monitoring would be the
pill count of Mr. Markingson’s medication. According to Dr. Fawcett, the amount and frequency
of care Mr. Markingson was receiving, was beyond standard medical care. Thus, Dr. Fawcett
will testify that the care and treatment rendered to Mr. Markingson was reasonable, appropriate
and satisfied the standard of care. He will further opine that in no way did any of the care and
treatment Mr. Markingson received cause or contribute to his death.

The evidence throughout the medical records indicate that Mr. Markingson was made
well aware of his opportunity to seek alternative care and treatment, to seek a second opinion,
and to withdraw from the CAFE Study. Providing Mr. Markingson with this vital information
was reasonable and appropriate according to Dr. Fawcett. Mr. Markingson was a competent adult
and was the only one who could make that decision. Further, his county case manager never
requested alternative care for him. Dr. Fawcett will opine that providing Mr. Markingson with
all of this information satisfied the standard of care. This did not cause or contribute to his death.

The informed consent document in and of itself states that Mr. Markingson is able to seek
alternative care and treatment. It also advised Mr. Markingson that he had the right to withdraw
from the Study at any point in time. According to Dr. Fawcett, this is reasonable and appropriate
notification of alternative treatment in an informed consent document. He will opine that this did
not cause or contribute to Mr. Markingson’s death.

The medical records also indicate that Dr. Olson, advised Mr. Markingson of his right to
have a second opinion on several occasions. Mr. Markingson refused that offer and indicated a
willingness to continue with the care provided by Dr. Olson and the CAFE Study. Dr. Fawcett
- will testify that Mr. Markingson was a competent adult and could not be forced to obtain a
second opinion against his will. Dr. Fawcett will opine that providing Mr. Markingson with that
information was reasonable, appropriate and satisfied the standard of care. Further, in no way
did that cause or contribute to Mr. Markingson’s cause of death.

Dr. Olson also testified that he provided information to Mr. Markingson about
alternatives to his participation in the CAFE Study. According to Dr. Olson, he described for
Mr. Markingson his right to seek standard medical care. Providing verbal information, in
addition to the written information received by Mr. Markingson, was reasonable and appropriate
according to Dr. Fawcett. Dr. Fawcett will testify that providing this information to Mr.
Markingson in no way caused or contributed to Mr. Markingson’s cause of death.

Dr. Fawcett is of the opinion that it was reasonable and appropriate to seek an extension
of Mr. Markingson’s stay of commitment in May 2004. In March and April 2004, Mr.
Markingson began to comment upon his desire to return to California. He indicated that he was
going to travel there without any realistic financial planning to get there, and he did not have in
place any healthcare system which could continue to address and assist him with his ongoing
mental illness. Further, Ms. Weiss continued to raise concerns about Mr. Markingson’s mental
health. The decision of Dr. Olson to support the extension of the stay of commitment was a sign
of how Dr. Olson was attuned to Mr. Markingson’s on-going problems and appropriately
responding to them. Further, it also demonstrated Dr. Olson’s careful consideration and response
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to the concerns Ms. Weiss was raising about her son. In the opinion of Dr. Fawcett the extension
of Mr. Markingson’s stay of commitment was reasonable and appropriate care that was in no
way coercive.

In an April 9, 2004 meeting, an extension of Mr. Markingson’s stay of commitment was
brought up by David Pettit, his Dakota County case manager. Mr. Markingson’s agreed that an
extension of his treatment time and stay of commitment was reasonable and appropriate. Mr.
Pettit went on to testify in his deposition that it was he who initiated a discussion of whether or
not the stay should be extended. Dr. Olson was supportive of this measure and filled out the
practitioner’s report in support of an extension.

Dr. Fawcett will opine that there is no evidence that the stay of commitment was sought
for any other reason than to ensure appropriate care and treatment for Mr. Markingson. There is
absolutely no evidence that the stay of commitment was sought based upon a desire to retain Mr.
Markingson in the CAFE Study. Further, Dr. Fawcett will opine that there was no coercion by
Dr. Olson to have Mr. Markingson continue to participate in the stay of commitment. At any
point in time, Mr. Markingson could have withdrawn his consent from participation in the CAFE
Study. The decision to extend the stay of commitment was reasonable and appropriate and
satisfied the standard of care according to Dr. Fawcett.

Dr. Fawcett will opine that Mr. Markingson’s entry into, and participation in, the CAFE
Study, provided appropriate care and treatment for his schizophrenia. The medication
prescribed, along with Mr. Markingson’s participation in the CAFE Study, follow-up care at day
treatment, follow-up care with Dr. Andersen, and continuous monitoring at the Theo House,
along with his interactions with Mr. Pettit, provided reasonable care and treatment, as well as
exceptional monitoring of Mr. Markingson’s wellbeing. In the opinion of Dr. Fawcett, Mr.
Markingson’s participation in the CAFE Study did not, in any way, cause or contribute to Mr.
Markingson’s suicide.

Dr. Fawcett will opine there was no evidence that Mr. Markingson’s psychotic symptoms
persisted which in any way caused or contributed to his death. The type of testing Mr.
Markingson was receiving in the CAFE study was state of the art and not available to vast
majority of patients. Thus, he was receiving some of the best available monitoring of his illness
according to Dr. Fawcett.

Dr. Fawecett will opine that laboratory testing to determine the blood level of
antipsychotic medication in Mr. Markingson was not necessary. He will opine that it is not
possible for every lab to conduct the type of test necessary to determine medication levels. Often
times, the blood samples would have to be sent to an outside lab. According to Dr. Fawcett this
will cause a delay in receipt of the results which usually makes it difficult to contribute to
clinical decisions. Dr. Fawcett will also opine that the use of such laboratory results has limited
use in clinical treatment because it is one isolated sample. In that regard it may or may not be a
true indication of medication compliance. Further, there is conflicting information in the
research literature on whether the level of quetiapine found in blood samples is in any way
related to clinical response according to Dr. Fawcett.
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In his opinion, obtaining such testing is a very rare occurrence even in standard medical
care. It isreserved for those extreme cases where one is exhibiting chronic and severe psychotic
symptoms. Dr. Fawcett will opine that Mr. Markingson’s mental health and condition did not
rise to that level. Dr. Fawcett will opine that Dr. Olson’s decision to not run any blood
laboratory screening to determine Mr. Markingson’s medication level, was reasonable and
appropriate. Further, he will opine that this did not cause or contribute to Mr. Markingson’s
death,

Dr. Fawecett is also prepared to address the assertion that Dr. Olson should have placed
Mr. Markingson on a different antipsychotic medication. The use of Seroquel, or any of the
antipsychotic medication in the Study, was reasonable and appropriate care and treatment. In the
opinion of Dr. Fawecett, the use of Seroquel did stabilize Mr. Markingson and substantially
reduced and minimized his psychotic symptoms. The ongoing problems experienced by Mr.
Markingson were his negative symptoms. Dr, Fawcett will testify and explain that negative
symptoms generally are not easily treated through any medication. However, those negative
symptoms were being addressed by the different therapies Mr. Markingson was receiving. Dr.
Fawcett will also opine that Dr. Olson was increasing Mr. Markingson’s medication dose that
was within the range of the study as well as the patients’ clinical state. Dr. Fawcett will testify
that Dr. Olson was reasonably and appropriately attempting to address Mr. Markingon’s negative
symptoms through an increase in his medication. In the opinion of Dr. Fawcett, alternative
antipsychotic medication was not necessary for Mr. Markingson. Further, Mr. Markingson did
not remain psychotic and this did not cause or contribute to Mr. Markingson’s cause of death.

Dr. Olson did provide good clinical care both as Mr. Markingson’s primary care
psychiatrist, as well as the principal investigator and Study psychiatrist for the CAFE Study,
according to Dr. Fawcett. In fact it is very common for a principal investigator to be a treating
psychiatrist in a clinical treatment study and to take on the role of patient management according
to Dr. Fawcett. Dr. Olson saw Mr. Markingson on a consistent and regular basis throughout his
hospitalization at FUMC. Further, Dr. Olson saw Mr. Markingson on December 11, December
19,2003, January 30, 2004, March 2, March 31, and April 9. Dr. Olson testified that there were
several visits from December through February where he saw Mr. Markingson at the end of his
CAFE visits during which time he met with Mr. Markingson and evaluated him. In addition, Dr.
Olson was meeting once a month with the day treatment staff to discuss Mr. Markingson’s
progress and overall wellbeing. Dr. Olson would also have regular interaction with Jeanne
Kenney and would discuss her observations of Mr. Markingson, as well as her assessments of his
progress. The care and treatment rendered by Dr. Olson was reasonable, appropriate, and ethical
care. By taking the additional steps to interact with other persons providing care to Mr.
Markingson, Dr. Olson demonstrated his clinical commitment to the patient. In the opinion of
Dr. Fawcett, Dr. Olson satisfied the standard of care and in no way did his care and treatment
cause or contribute to Mr. Markingson’s death.

According to Dr. Fawcett, there is absolutely no validity to the allegation that Dr. Olson
was an “absent” psychiatrist. As noted above, Dr. Olson saw and evaluated Mr, Markingson but
also discussed his care with many of his other care providers. Dr. Olson went beyond the role of
being just a medication distributor, but was instead actively engaged in Mr. Markingson’s care.
The amount of interaction Dr. Olson personally had with Mr. Markingson, as well as his
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interactions with other individuals who were involved in Mr. Markingson’s care, was reasonable
and appropriate. In no way did the care and treatment rendered by Dr. Olson as the principal
investigator of the Study, the Study psychiatrist, nor as Mr. Markingson’s primary psychiatrist,
in any way cause or contribute to Mr. Markingson’s death. Dr. Olson satisfied the standard of
care required of him in each of those roles.

Dr. Fawcett will also opine that it was reasonable and appropriate to have Jeanne Kenney
partlclpate in the evaluations and diagnostic interviews with Mr. Markingson. In his experience,
oftentimes these roles will be designated to individuals who have been trained on the individual
Study and know how to do the testing and assessment. Ms. Kenney received the necessary
training. Ms. Kenney always provided Dr. Olson with the information garnered from those visits
and assessments prior to Mr. Markingson’s leaving his individual CAFE Study visits. Dr. Olson
would consider the information provided to him by Ms. Kenney and personally evaluate Mr.
Markingson’s progress. Dr. Fawcett will testify that it was reasonable and appropriate care for
Ms. Kenney to assist Dr. Olson in this manner. Further, he is of the opinion that this satisfied the
standard of care and in no way caused or contributed to Mr, Markingson’s death.

Dr. Olson also reasonably and appropriately considered the concerns being rendered by
Ms. Weiss. The record reflects that Ms. Weiss sent Dr. Olson two letters in November 2003,
Those letters set forth some concerns she had about her son’s participation in the CAFE Study,
and alleged ongoing psychotic symptoms. He also on occasion received messages from Ms.
Weiss raising her concerns. Dr. Olson always took into consideration these concerns. He would
consider that information against the presentation that Mr. Markingson made at his CAFE Study
visits. In addition, he would weigh these concerns against information being received from the
Theo House and the observations of Mr. Markingson being made during adult day treatment. In
all instances, Mr. Markingson presented as being stable and no one could verify the concerns
raised by Ms. Weiss. Thus, Dr. Olson reasonably and appropriately assessed and evaluated the
concerns rendered by Ms. Weiss. Dr. Olson did not disregard those comments by Ms. Weiss, but
continued to consider them as a part of his ongoing care and treatment of Mr. Markingson. One
example of this is Dr. Olson’s agreement to seek an extension of Mr, Markingson’s stay of
commitment. These assessments were reasonable, appropriate and satisfied the applicable
standard of care. In no way did this cause or contribute to Mr. Markingson’s cause of death.

Based upon his review of the medical records, the deposition transcripts, and the
applicable discovery information, Dr. Fawcett will opine that Mr. Markingson was not in any
way exhibiting evidence of severe deterioration. Mr. Markingson did show evidence of having
ongoing negative symptoms, which Dr. Olson reasonably attempted to address by increasing the
dose of mediation according to Dr. Fawcett. There was no clinical evidence to suggest it was
necessary or appropriate to withdraw Mr. Markingson from the CAFE Study. All care providers
reported that Mr. Markingson appeared stable without ongoing psychotic concerns such as active
hallucinations or delusions. Thus, in the opinion of Dr. Fawcett, it was not necessary for Dr.
Olson to withdraw Mr. Markingson from the CAFE Study at any point in time. His continued
participation in the Study satisfied the standard of care and was reasonable and appropriate.
Further, this in no way caused or contributed to his death.
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In the opinion of Dr. Fawcett, Dr. Olson satisfied the standard of care for a treating
psychiatrist. Dr. Olson always took into consideration the best interests of Mr. Markingson and
attempted to ensure that those were satisfied. In the opinion of Dr. Fawcett, Dr. Olson was
diligent in monitoring Mr. Markingson’s condition, and took into account information provided
to him by available outside sources. The care and treatment prescribed to Mr. Markingson was
always reasonable, appropriate, and satisfied the standard of care. There was no evidence that
Mr. Markingson was experiencing a recurrence of serious psychotic symptoms. Instead, the
evidence was completely to the contrary. Mr. Markingson appeared to be stable, goal oriented
and competent. Dr. Olson was appropriately attuned to the status of Mr. Markingson’s condition
throughout his participation in the CAFE Study and as his primary care psychiatrist. Dr. Olson’s
care and treatment satisfied the standard of care, and in no way caused or contributed to Mr.
Markingson’s death.

Dr. Fawcett will opine that there was no clinical evidence that re-hospitalization for Mr.
Markingson was necessary. There was no clinical evidence to support that he was having
recurrent psychotic symptoms based on his behavioral ratings that were not being reasonably
controlled by his medication. The behavioral ratings used in Mr. Markingson’s care are the
standard ratings used in mental health assessments according to Dr. Fawcett. Mr. Markingson’s
condition had stabilized and he was not presenting with active hallucinations or delusions. Mr.
Markingson no longer was making threats against others nor himself. In Dr. Fawcett’s opinion,
hospitalization was neither necessary nor appropriate for Mr. Markingson, There was no clinical
evidence of a need to re-hospitalize Mr. Markingson during the entire course of his participation
in the study.

Dr. Fawcett will testify that those with mental illness have a greater rate of suicide than
the average population. Individuals who are mentally ill have the capability of committing
suicide even if they are hospitalized in a locked ward. In the case of Mr. Markingson, he was
receiving a greater amoun of care and monitoring then he would have received in a standard care
setting. His decision to take his own life was not caused or contributed to by the care and
treatment rendered by Dr. Olson as the principal investigator of the CAFE Study, Dr. Olson as
primary care psychiatrist of the CAFE Study, nor as Mr. Markingson’s individual primary care
psychiatrist,

Dr. Fawcett will testify that he did review the Department of Health and Human Services
report regarding their review of the death of Mr. Markingson. In his opinion, there were
absolutely no adverse findings related to Dr. Olson, the University of anesota the CAFE
Study, nor Dr. Schulz.

Dr. Fawcett has also reviewed the investigation conducted by the Food and Drug
Administration by Sharon L. Matson, Investigator, in January of 2005. Dr. Fawcett will testify
that the investigation conducted by the FDA found no adverse care and treatment by Dr. Olson,
Dr. Schulz, or any other person involved in Mr. Markingson’s care and treatment. The FDA
found that Mr. Markingson’s diagnosis of schizophrenia was reasonable and appropriate.

In reviewing that document, Dr. Fawcett also noted that the FDA found that the court
order did not require Mr. Markingson’s participation in the CAFE Study.  Thus, there was no
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evidence of inappropriate coercion. The commitment terms indicated that Mr, Markingson
would participate in treatment that was acceptable by Mr. Markingson’s social worker. Thus, the
FDA found that ultimately David Pettit had the ability to discern whether or not the CAFE Study
was appropriate care and treatment for Mr. Markingson. Based upon Mr. Markingson’s
participation after Mr. Pettit’s involvement in the case, the FDA found that that care and
treatment was reasonable and appropriate. The FDA investigator found that Mr. Markingson

received more care than he would have received in standard medical care by his participation in
the CAFE Study.

The FDA also found that Mr. Markingson was in a state to give voluntary, informed
consent on November 21, 2003. The FDA investigator noted that at that point in time, Mr.
Markingson had undergone an internal medicine evaluation, an MRI and thyroid study, a
neuropsychological evaluation, a chemical dependency evaluation, and had been seen by a
variety of care providers and staff on station 12. Mr. Markingson’s psychosis had stabilized by
the use of Risperdal and he was evaluated to be in a competent state of mind. Based upon his
review of this report, Dr. Fawcett will opine that the FDA did in fact find that Mr. Markingson
was able to give voluntary informed consent.

The FDA also noted in their report that Mr. Markingson did not remain in the study
despite deterioration. The FDA report noted the variety and exceptional amount of monitoring
and care Mr. Markingson was receiving. All of this care was done in addition to Mr.
Markingson’s CAFE Study visits and visits with Dr. Olson. Not one of those individuals had
anticipated that Mr. Markingson would commit suicide. Further, not one of those providers ever
mentioned or thought that Mr. Markingson was deteriorating. In the opinion of Dr. Fawcett, the
FDA report did not find Mr. Markingson was deteriorating while he participated in the CAFE
Study. The FDA also found there was no reason for Mr. Markingson to have been withdrawn
from the Study.

Dr. Fawcett will point out that not one of the other care providers involved in Mr.
Markingson’s care and treatment ever attempted to contact Dr. Olson. Dr. Fawcett will opine
that if Dr. Andersen, Mr. Pettit, the Theo House staff, or the day treatment staff, had any
questions or concerns about Mr. Markingson’s progress or stability in the CAFE Study, it would
have been incumbent upon them to contact Dr. Olson. According to Dr. Fawcett, it is very
telling that at no point in time did any of these care providers contact Dr. Olson with concerns
about Mr. Markingson. Instead, individuals from each one of these facilities have indicated that
they believe that Mr. Markingson was stable and did not need additional assessment by Dr.
Olson. This again goes to the heart of the fact that in no way did the care and treatment Mr.
Markingson received by Dr. Olson in any of his capacities fall below the standard of care.
Instead, it reiterates that the care and treatment received by Mr. Markingson was reasonable and
appropriate,

Dr. Fawcett will also offer the opinion that by engaging in an e-mail exchange with her
son, Ms. Weiss likely caused his delusions to become set. According to Dr. Fawcett, Mr.
Markingson was in a delusional state at the point in time he was exchanging e-mails with a
person whom he did not know to be his mother. By actively engaging her son’s delusions, Ms.
Weiss likely caused his delusional state to become more fixed. According to Dr. Fawcett, this e-
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mail exchange would be a functional equivalent of playing with someone’s mind, and was not in
the best interests of Mr. Markingson. In the opinion of Dr. Fawcett, this exchange of e-mails
likely caused or contributed to Mr. Markingson’s ongoing inability to gain insight into his mental
illness. Dr. Fawcett will also opine Mr. Markingson was a highly intelligent person who later on
likely figured out his mother sent him those e-mails. In the opinion of Dr. Fawcett, this was a
factor in undermining his trust and relationship with his mother. However, he does acknowledge
that as a lay person and a concerned mother, Ms. Weiss was doing whatever she could to try to
assist her son in getting care and treatment.

According to Dr. Fawcett, it has been assumed if Mr. Markingson had been provided
with information about potential adverse effects of medication use, he would have withdrawn
from the CAFE Study and/or that he would have stopped taking the CAFE Study medication.

Dr. Fawcett will testify that it is unusual for a patient to stop medication use based on knowledge
of side effects and/or adverse effects that they are not experiencing. For example, if Mr.
Markingson would have been advised of the risk of diabetes associated with some antipsychotic
medications, there is no proof he would have stopped taking his medication or withdrawn from
the Study. Dr. Fawcett will testify this information, which was ultimately provided to Mr.
Markingson, did not cause him to withdraw from the CAFE Study. In his opinion, this in no way
caused or contributed to Mr. Markingson’s death nor did it violate the standard of care.

In the opinion of Dr. Fawcett, Dr. Olson at all times provided reasonable and appropriate
care and treatment to Mr. Markingson. In his role as principal investigator of the CAFE Study,
CAFE Study psychiatrist, and primary psychiatrist to Mr. Markingson, he provided reasonable
and appropriate care and treatment, all of which satisfied the standard of care. Further, in his
opinion, in no way did the care and treatment provided by Dr. Olson cause or contribute to Mr.
Markingson’s death. Dr. Fawcett will opine that the care provided by Dr. Olson, Dr. Schulz, the
University of Minnesota Physicians, nurses, all other physicians, psychiatrists, psychologists,
social workers, day treatment personnel, and Theo I staff was reasonable and appropriate. In his
opinion, none of their care caused or contributed to Mr. Markingson’s death.

2. Dr. S. Charles Schulz

During Mr. Markingson’s hospitalization, he saw Dr. Schulz on one occasion on or about
November 29, 2003. Dr. Schulz was covering rounds at the hospital for Dr. Olson during that
timeframe. Dr. Schulz performed a history and examination of Mr. Markingson during this visit.
Dr. Schulz found Mr. Markingson’s thought process to be logical and that his mood was pleasant
and his affect was appropriate. He was noted to be on Risperdal at that time and Dr. Schulz
continued the patient’s use of that medication.

In the opinion of Dr. Fawcett, the care and treatment rendered by Dr. Schulz to Mr.
Markingson on this single visit was reasonable, appropriate, and satisfied the standard of care.
His examination and assessment of this patient, along with the continuation of Mr. Markingson’s
medication, was appropriate care. Dr. Fawcett will opine that Dr. Schulz’s care and treatment of
this patient did not cause or contribute to his death.
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Dr. Fawcett is also expected to testify and opine that Dr. Schulz did not violate the
standard of care for a co-investigator of a clinical trial, nor as the head of the Department of
Psychiatry. Dr. Fawcett will opine that Dr. Schulz fully satisfied the standard of care applicable
to both of those roles. Further, Dr. Fawcett will provide the opinion that Dr. Schulz neither
caused nor contributed to Mr. Markingson’s death.

It has been stated that the standard of care as a co-investigator and as the head of the
Department of Psychiatry are set forth in regulations and guidelines such as the Nuremburg
Code, Declaration of Helsinki, Belmont Report, FDA Regulations and Guidelines, and in the
International Conference on Harmonization Good Clinical Practice Guideline. In the opinion of
Dr. Fawcett, these documents are ethical guides which set forth ethical principles to be followed
in a research study. However, these do not set forth the standard of care in a clinical treatment
decisions, other than all decisions must be made with the best interest of the patient in mind.

According to Dr. Fawcett, the evidence will show that Dr. Olson and the CAFE Study
treatment team were involved in obtaining informed consent from Mr. Markingson. Dr. Schulz
did not interact with Mr. Markingson after his single visit with him in the hospital. Dr. Schulz
did not present to Mr. Markingson any information about the CAFE Study. Dr. Schulz did not
make an assessment of Mr. Markingson’s competence at any point in time during his
hospitalization. Further, all of the evidence will show that Dr. Schulz in no way participated in
the informed consent process conducted on November 21, 2003. Dr. Schulz’s lack of
involvement in the informed consent process, could not have been a component or a causal factor
in Mr. Markingson’s death. Dr. Fawcett will testify that the standard of care did not require Dr.
Schulz to participate in the informed consent process.

As a co-investigator of the CAFE Study, Dr. Schulz was aware of the information
contained in the informed consent document. That document had been reviewed by the
Institutional Review Board at the University of Minnesota. That Institutional Review Board took
into consideration the reasonableness and appropriateness of that document for use amongst
human subjects. After making several changes to the document, the Institutional Review Board
approved the use of that document which had been utilized to enroll other subjects in the CAFE
Study for the year or more that it had been conducted at the University of Minnesota site prior to
Mr. Markingson’s involvement. Dr. Fawecett is of the opinion that the information contained in
the CAFE Study informed consent document was reasonable and appropriate. It is his opinion
that that document fully set forth information about Mr. Markingson’s right to withdraw from the
Study, alternative treatment, the risks of the Study, and the benefits. To a reasonable degree of
psychiatric and medical certainty, Dr. Fawcett will opine that this document was reasonable,
appropriate and satisfied the standard of care. In no way was the document exploitive nor
coercive.

Dr. Fawcett will also testify that as a co-investigator on the Study, Dr. Schulz was only
responsible for the care provided to those patients he was seeing. Dr. Schulz never saw Mr.
Markingson as a participant in the CAFE Study. Therefore, Dr. Schulz did not have any care
responsibilities specifically for Mr. Markingson. Dr. Fawcett will opine that Dr. Schulz, as a co-
investigator, had no duty of care toward Mr. Markingson. Therefore, he did satisfy the standard
of care.
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Dr. Fawcett will also opine that Dr. Schulz was not involved in Mr. Markingson’s
commitment nor stay of commitment. Nevertheless, Dr. Fawcett will opine that regardless of
Mr. Markingson’s stay of commitment, he was still a reasonable and appropriate candidate to
participate in the CAFE Study. Further, regardless of the fact that he was functioning under a
stay of commitment, did not negate the fact that Mr. Markingson was competent and able to
voluntarily agree to participate in the CAFE Study. Dr. Fawcett will also provide the opinion
that the stay of commitment in force at the time that Mr. Markingson signed the informed
consent, did not in any way indicate that Mr. Markingson had to participate in the CAFE Study
in order to be compliant with the order of the court. Dr. Fawcett will opine that it was reasonable
and appropriate for Dr. Schulz, as a co-investigator of the CAFE Study and as the head of the
Department of Psychiatry at the University of Minnesota, to allow Mr. Markingson to participate
in the CAFE Study given his competence, voluntary choice to participate in the Study, and
approval of Mr. Markingson’s case manager/social worker, David Pettit.

Dr. Fawcett will opine that given his role in Mr. Markingson’s care and treatment, Dr.
Schulz was not obligated nor would he be able to ensure that Mr. Markingson obtained a second
opinion. A competent, adult patient, such as Mr. Markingson cannot be forced to seek a second
opinion according to Dr. Fawcett. The medical records reflect that Mr. Markingson was satisfied
with the care he was receiving from Dr. Olson and in the CAFE Study. The records also reflect
that Dr. Olson, on several occasions, expressed to Mr. Markingson that he had the right to seek a
second opinion, yet each time Mr. Markingson refused. The standard of care did not require Dr.
Schulz to force or even suggest to Mr. Markingson that a second opinion was reasonable,
appropriate or necessary.

Dr. Fawcett will opine that acquiring a blood test to discern the level of antipsychotic
medication in Mr. Markingson’s blood, was not required. Dr. Fawcett incorporate by reference
all of the opinions he tendered on the topic of blood and/or laboratory testing in the section on Dr
Olson into this section. Dr. Schulz had no reason to personally conduct such a test or to request
that Dr. Olson or the CAFE Study staff perform such testing. Further, Dr. Olson had no reason to
seek such testing. Dr. Fawcett will opine that blood level testing is usually only done in rare
circumstances, and certainly was not called for in this case. Further, Dr. Fawcett will testify that
when there was concern about whether or not Mr. Markingson was taking his medication,
reasonable and appropriate steps were taken to ensure the patient maintained compliance. Dr.
Schulz’s position as co-investigator and department head did not require him to seek a blood
level for Mr. Markingson. Dr. Schulz did not violate the standard of care and did not cause or
contribute to Mr. Markingson’s death in this regard.

Dr. Fawcett will also address the suggestion that there was a conflict of interest based
upon an alleged financial gain by Dr. Schulz. Dr. Fawcett will opine that he has reviewed the
records and does not see any evidence of a financial motivation which would have in any way
impaired or hindered Dr. Schulz’s judgment. Further, there is no evidence of any financial
misconduct in how Astrazeneca paid for the performance of the Study. Dr. Schulz, as both a co-
investigator and the head of the Department of Psychiatry, insured that Dr. Olson and all the staff
members participating in the CAFE Study were providing reasonable and appropriate care and
treatment to all of the participants, including Mr. Markingson.
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Dr. Schulz adequately fulfilled his roles as both the head of the Department of Psychiatry

and as a co-investigator of the CAFE Study to insure that all of the staff, including Dr. Olson, did
so in a manner that satisfied the standard of care according to Dr. Fawcett. In the opinion of Dr.
Fawecett, Dr. Schulz reasonably and appropriately monitored the CAFE Study and was available
to assist. He allowed Dr. Olson, a seasoned, skilled and highly knowledgeable member of his
staff, to serve as the principal investigator of the CAFE Study. Dr. Fawcett will opine that Dr.
Olson’s skill and knowledge level called for Dr. Schulz to allow Dr. Olson to conduct this Study
‘independently knowing that he would provide the level of care necessary for participants. Dr.
Schulz was, in the opinion of Dr. Fawcett, right in that assessment as Dr. Olson did provide
appropriate and thoughtful care. Therefore, Dr. Schulz satisfied the standard of care by allowing
the CAFE Study to be conducted pursuant to the study protocol as approved by the Institutional
Review Board and in an ethical manner at the University of Minnesota.

There has been a suggestion that Dr. Schulz was either informed or made aware of the
fact that Dr. Olson allegedly had no contact with Mr. Markingson after his discharge from the
hospital. According to Dr. Fawcett, the medical records in this case, along with the testimony of
Dr. Olson, Jeanne Kenney, and Daniel Buse show otherwise. Dr. Schulz knew that Dr. Olson
was a conscientious principal investigator, CAFE Study psychiatrist, and primary psychiatrist,
and that he would do whatever was necessary to provide reasonable and appropriate care to Mr.
Markingson. Dr. Olson did have reasonable and appropriate contact with Mr. Markingson
throughout the course of his hospitalization, and his aftercare prior to his death. Dr. Schulz
reasonably and appropriately monitored Dr. Olson’s contact with Mr. Markingson, and all of the
CAFE Study participants, both as a co-investi gator and as the head of the Department of
Psychiatry at the University of Minnesota.

Dr. Fawcett understands that one of the criticisms that has been rendered against Dr.
Schulz, both as a co-investigator and as the head of the Department of Psychiatry, is his failure to
reasonably and appropriately respond to concerns being raised by Ms. Weiss. Dr. Fawcett is of
the opinion that Dr. Schulz reasonably and appropriately investigated and considered the
information he received from Ms, Weiss. Further, Dr. Fawcett will opine that Dr. Schulz’s
investigation of the subject matter was reasonable, appropriate and satisfied the standard of care.
Dr. Fawcett will also testify that Dr. Schulz provided Ms. Weiss with a timely response
addressing her concerns.

When Dr. Schulz received Ms. Weiss’s letter, he contacted Jeanne Kenney and Dr. Olson
to review Mr. Markingson’s participation in the CAFE Study. Dr. Schulz testified that he spent
more than one hour talking to them to discern whether or not there was any validity to the
concerns she was making about Mr. Markingson’s behavior, progress, and continued
participation in the CAFE Study. Dr. Schulz extensively questioned both Ms. Kenney and Dr.
Olson about her concerns, and after investigating that matter, felt satisfied that Mr. Markingson
was progressing appropnately, his condition had stabilized, and that he was an appropriate
candidate to be a participant in the CAFE Study. Further, it was appropriate for Dr. Schulz to
allow Mr. Markingson to remain in the study after his investigation into his mother’s concerns in
the opinion of Dr. Fawcett.
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Dr. Schulz addressed each and every one of Ms. Weiss’s concerns. He discussed Mr.
Markingson’s change in behavior and improvement in his condition since his participation in the
CAFE Study. He also reiterated to Ms. Weiss that if Mr. Markingson was not responding to the
CAFE medication or indicated a desire to withdraw, he could do so. Dr. Schulz advised Ms.
Weiss that Mr. Markingson had not asked to be removed from the Study, and that his medication
appeared to be helping with his symptoms. Further, Dr. Schulz reiterated to Ms. Weiss that Mr.
Markingson had the right to seek a second opinion, but that decision was Mr. Markingson’s
alone. Finally, Dr. Schulz addressed Mr. Markingson’s living situation and indicated to her that
a trial run in a local apartment would certainly be better than Mr. Markingson’s desire to return
to California without supervision. The letter written by Dr. Schulz, in the opinion of Dr.
Fawcett, was reasonable, appropriate and satisfied the standard of care. The investigation
conducted by Dr. Olson also satisfied the standard of care. Dr. Fawcett will testify that in no
way did Dr. Schulz’s actions cause or contribute to Mr. Markingson’s death.

After receiving the letter from Ms. Weiss, Dr. Schulz’s meeting with Dr. Olson and Ms.
Kenney brought more attention to the concerns of Ms. Weiss. In the opinion of Dr. Fawecett, this
caused the CAFE Study treatment team to pay even more attention to Mr. Markingson and his
condition.

Dr. Fawcett will testify that there was absolutely no evidence which would have indicated
to Dr. Schulz that Dr. Olson was an “absent psychiatrist” or “absent principal investigator”. To
the contrary, in the opinion of Dr. Fawcett, Dr. Schulz appropriately reached the conclusion that
Mr. Markingson was receiving reasonable and appropriate care in the clinical trial. There was
absolutely no basis for Dr. Schulz to intervene into the care of Mr. Markingson nor discontinue
his participation in the Study. Dr. Schulz satisfied the standard of care and did not cause or
contribute to Mr. Markingson’s death.

The only concerns about Mr. Markingson’s care and treatment in the CAFE Study came
from Ms. Weiss. Federal requirements indicate that an Institutional Review Board is to receive
information about complaints received from investigators conducting the Study. However, those
are the complaints registered by the participants. Ms. Weiss was not a participant in the CAFE
Study. It was not required that either Dr. Olson or Dr. Schulz report this information to the
Institutional Review Board, Astrazeneca or Quintiles. Their decision to not provide information
to the Institutional Review Board, Astrazeneca or Quintiles about Ms. Weiss’s concerns, did not
violate the standard of care and was reasonable and appropriate.

One of the underlying assumptions of the Plaintiff’s case is that if Ms. Weiss’s concerns
about her son had been related to either the Institutional Review Board or Astrazeneca
Pharmaceuticals, an inquiry into Mr. Markingson’s condition would have been conducted. Dr.
Fawcett will testify that there is absolutely no way to know if such an investigation would have
occurred, Further, there is no way to know if the IRB or Astrazeneca would have removed Mr.
Markingson from the Study. Moreover, it would be sheer speculation to conclude that an
investigation by the IRB or Astrazeneca would have prevented Mr. Markingson’s suicide.

Dr. Fawcett will also opine that Dr. Schulz did not have a duty to disclose to Ms. Weiss

that he was a co-investigator on the CAFE Study. Itis affirmatively believed that that
information was previously provided to Ms. Weiss when the CAFE Study was first introduced to
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both her and Mr. Markingson. However, even if Ms. Weiss did not know that information, the
standard of care did not require Dr. Schulz to disclose that information to her. Ms. Weiss was
not a participant in the CAFE Study, was not a monitor of the CAFE Study, and was simply a
person presenting concerns about a patient. The standard of care did not require that Dr. Schulz
disclosed that information to Ms. Weiss. Further, in no way would the disclosure of that
information have changed the facts or circumstances of this case. Thus, Dr. Schulz’s care and
treatment did not cause or contribute to Mr. Markingson’s death.

Dr. Fawcett will also opine that the fact that the Office of the Ombudsman, the
Department of Health and Human Services, and the FDA all conducted investigations and
studies into the outcome of this case. In the opinion of Dr. Fawcett, each one of these
investigating entities found that the standard of care had been satisfied and in no way did the care
and treatment rendered by Dr. Olson, Dr. Schulz, or any person affiliated with the CAFE Study
cause or contribute to Mr. Markingson’s death.

Dr. Fawcett will also point out that in each one of these investigations conducted, Dr.
Schulz was not named nor was he indicated as a person whose actions were being investigated.
Dr. Fawcett will indicate that this information is striking because it demonstratively shows Dr.
Schulz’s role as both a co-investigator and the head of the Department of Psychiatry was not at
any point in time questioned by these institutions. Further, not one entity believed that Dr.
Schulz’s role as a co-investigator, nor as the head of the Department of Psychiatry, caused or
contributed to Mr. Markingson’s death.

In the opinion of Dr. Fawcett, Dr. Schulz satisfied the standard of care both as a co-
investigator of the CAFE Study and as the head of the Department of Psychiatry at the
University of Minnesota. He provided reasonable and appropriate care to Mr. Markingson in
both capacities. Further, there is not any evidence, in the opinion of Dr. Fawcett, that as either a
co-investigator or as the head of the Department of Psychiatry Dr. Schulz in any way caused or
contributed to Mr. Markingson’s death.

Dr. Fawcett will also offer opinions about Mr. Markingson’s employability as a
schizophrenic. In his opinion, schizophrenia is a life long disease. In that regard, schizophrenic
patients must be medicine compliant throughout their life in order to maintain mental stability.
As aresult of the disease process, the majority of schizophrenic patients have difficulty
remaining medication compliant. Further, schizophrenic patients often experience several
relapses throughout their life, and most are re-hospitalized on at least one occasion in their life.
All of these factors truly inhibit a schizophrenic patients ability to garner and retain stable, full-
time employment. In his experience, regardless of ideation level, most schizophrenic patients
will be unable to maintain employment and are forced by their illness to rely upon social security
disability benefits as their sole means of support.
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