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MINNESOTA BOARD OF MEDICAL PRACTICE

In the Matter of the Medical License FINDINGS OF FACT,

of Fatihr M. Uckun, M.D. _ CONCLUSIONS OF LAW,
- ‘ MEMORANDUM AND ORDER

' Thls matfer came on for conSIderatlon by the Minnesota Board of Medical Practioe
(“Board”) on November 3, 2007, at University Park Plaza, 2829 Umver51ty Avenue S.E.,
Minneapolis; anesota. -Tlemee‘ Murphy and Susan E. Damon, ASSls_tant Aftorneys General,
appeared and prescntedroral argument on behalf of the Complaint Review Co‘rmni.tteo (“CRC;’ or
- ;‘Coo;mittee”). -1n addition, S'toven M. Gurm, Doputy 'Attomey General, PeterJ. Krieser rand
Dobo'rah R. éetersom Assistant Attomeys General, Suite 1400, 445 Minnesota Street, Sf. Paul, 7
Minnesota 55101-2131, ‘and Mark A. Haﬁberg, Esq., Hallberg & McClain, 380 St. Peter Street,
Suite 715, St. Paul, anesota 55102 represcnted the Comrmttee durmg this matter and attended
the hearing. Dr. Fatih M. Uckun and Alan C. Eidsness his attorney, from the firm of
Henson & Efron, Suxte 1800 220 South Sixth Street, Minneapolis, anesota 5401-4503, made
presentations on behalf of Respondcnt

The following mémbers of the Board were present: Stevenl. Altchuler, Ph.D., M.D.,
'Cilair;- Aifreo Anderson, D.C., M.D.; Robert Brown, Ph.D.; Jack Gelior, Ph.D.; Rebe_cca Hafner,.
.M.D-; Brad Johason, M.D.; Kelli Johnson; Ernest La@pe, [, M.D.; James Langland, M.D.;
Tammy MoGee;' James L. Mona, D.O.; Allen Rasmussen; .Carl S. Smith, M.D.; and Jon V.
Thomas, M.D. Margaret H. Chutich, Assistant Attomey General, was present as legal advisor to

" the Board. Jon V. Thomas was a member of the CRC that initially reviewed thié matter, and he,




therefore, did not participate in deliberations and did not vote in the matter. In addition, Tammy
McGee did not participate in deliberations or vote.

The Committee initiated this contested case with a Notice of and Order for Hearing
issued on February 3, 2006. This matter was heard by the Honorable George A. Beck,
Administrative Law Judge (“ALJ”), beginning on September 6, 2006, at the Office of
Administrative Hearings (“OAH”) in Minneapolis, Minnesota. The hearing continued on the
following dates: September 7-8 and 13-15, October 5-6, 16, 18-20, 25, and 31, November 1-3,
14-17, and 28-30, 2006, January 9, 11, and 29-31, and February 6, 2007.

On May 24, 2007, Administrative Law Judge Beck issued Findings of Fact, Conclusions,
and Recommendation (“ALJ Report”). Judge Beck found that Dr. Uckun violated the Medical
Practice Act, but he recommended that the Board rescind the temporary suspension of
Dr. Uckun’s medical license. Dr. Uckun and the CRC submitted to the Board written exceptions
to the ALJ Report, as well as responses to those exceptions and proposed findings of fact,
conclusions and orders. The record closed on November 3, 2007, following oral argument.

Based upon its review of the evidence in the hearing record and after careful and

thorough deliberation, the Board makes the following:*

! To comply with the holding in Doe v. State Board of Medical Examiners, 435 N.W.2d 45,
50-51 (Minn. 1989), the Board has excluded substantive findings and conclusions that bear
solely on allegations that were not substantiated. The omission of any finding of fact or
conclusion recommended by the ALJ, which is not otherwise explained herein, is explained by
the reasoning in Doe. Where language has been added to the ALJ’s Report or where the
Report’s language has been modified, the new language will be underlined and the reason for the
change will be explained, typically by footnote. See Minn. Stat. 8§ 14.62, subd. 1 (2006)
(requiring an order that rejects or modifies an ALJ finding of fact, conclusion of law or
recommendation to include the reasons for such modification or rejection).



FINDINGS OF FACT
PROCEDURAL BACKGROUND

1. On August 21, 2003, and November 24, 25, and 26, 2003, the Respondent met
with investigators and assistant attorneys general to discuss allegations concerning his medical
practice. Dr. Uckun submitted detailed written responses to the allegations on eleven occasions
from March 7, 2003, to July 28, 2005.

2. On July 26, 2005, Dr. Uckun was served with a Notice of Conference requiring
him to meet with the Complaint Review Committee (“CRC”) of the Board of Medical Practice.
Dr. Uckun met with the CRC on August 23, 24, and 25, 2005, to discuss the allegations.

3. On November 23, 2005, the CRC filed a Notice of and Petition for Temporary
Suspension of Respondent’s medical license with the Board. The Respondent filed a response
with the Board on December 22, 2005.

4. The Board considered the Petition on January 21, 2006, and subsequently issued
an Order for Temporary Suspension to the Respondent on January 27, 2006. Dr. Uckun’s
medical license was suspended as of that date.

5. A Notice of and Order for Prehearing Conference and Hearing was issued by the
CRC on February 3, 2006. The Notice scheduled a contested case hearing for February 24,
2006, within the 30-day period set out in statute. However, Dr. Uckun waived his right to a
hearing within that time period in order to conduct discovery.

6. After a discovery schedule, a motion schedule, and prehearing conferences, the

hearing began on September 6, 2006.



1. The hearing ended on February 6, 2007. Dr. Uckun and the CRC submitted

written memoranda, the last of which was received on April 24, 2007. The OAH hearing record

closed on that date.?

8. Judge Beck issued Findings of Fact, Conclusions of Law and Recommendation on

May 24, 2007.

9. Dr. Uckun and the CRC submitted written exceptions and responses to those

exceptions. On September 27, 2007, they also submitted proposed findings of fact, conclusions

of law and orders to the Board. These documents, along with the ALJ’s Report, were provided

to each of the participating Board members.

10. In addition, Dr. Uckun and the CRC agreed upon the record to be submitted to the

Board and each participating Board member was provided with an electronic copy of these

exhibits and documents.

11. By affidavit dated October 4, 2007, the CRC asked that its costs of $161,634.42

be assessed against Dr. Uckun as partial recovery for the expenses that it incurred in prosecuting

this matter. The affidavit contained documentation supporting the requested costs.

12. Oral argument was held before the Board on November 3, 2007, and the record

closed upon that date.

13. At the November 3, 2007 hearing, Dr. Uckun voluntarily agreed to address the

Board’s concerns by taking the following steps: 1) Follow any antibiotic protocols that the

Board may choose to impose; 2) Enroll in any educational courses that the Board deemed

necessary; 3) Refrain from using drug sensitivity testing (“DST”) on any patient in the future;

4) Have a medical reviewer or patient ombudsman to review the quality of care provided by

2 New paragraphs seven through fourteen update the procedural history to the time of this Order.




Dr. Uckun for a period deemed appropriate by the Board; and, 5) Foreqo any role in creating or

approving advertising for any clinic in which he is involved.

14. In addition, at the hearing, counsel for Dr. Uckun and the CRC acknowledged that

the Board has authority to issue a final decision on the alleged violations of the Medical Practice

Act that were thoroughly litigated and considered by the ALJ. Counsel also agreed that the

Board is authorized to impose discipline for violations of the Medical Practice Act at this stage

of the proceeding, rather than just determine the propriety of the temporary suspension.

THE RESPONDENT AND PARKER HUGHES CLINIC

15.  Fatih M. Uckun, M.D., is 48-years-old. He is licensed to practice medicine and
general surgery in the State of Minnesota, although his license is presently suspended.

16.  Dr. Uckun received his medical degree from the University of Heidelberg in
Germany and obtained further medical education at the University of Istanbul in Turkey.?
Additionally, he holds a Doctor Medizinische, a Ph.D. equivalent, from the University of
Heidelberg, which he completed in 1983.*

17. Dr. Uckun came to the United States to continue his medical education with
post-doctoral research at the University of Minnesota.” Between 1984 and 1986, Dr. Uckun was
in post-doctorate fellowship training at the University of Minnesota in the Department of
Therapeutic Radiology Radiation Oncology. He finished that program. Dr. Uckun also

participated in the Department of Pediatrics residency program at the University and upon

3T.1355.
4T.1356.
°T.1355.



completion, participated in a fellowship program in the Department’s Pediatric
Hematology/Oncology and Bone Marrow Transplantation Division.®

18.  Dr. Uckun completed his fellowships and became a faculty member at the
University.” During his University employment, Dr. Uckun was a professor of therapeutic
radiation radiology oncology and held the same title in the Departments of Pharmacology and
Pediatrics. Dr. Uckun served in a tenured position. He was the first recipient of the endowed
chair in biotherapy known as the Hughes Chair in Biotherapy.® At the time that he left the
University of Minnesota, Dr. Uckun was director of the Biotherapy Institute at the University.’

19.  Dr.Uckun remained at the University of Minnesota until 1997, when he
terminated his University employment and began his work at Parker Hughes Clinic (“PHC”) and
Parker Hughes Institute.’® He is the President of PHC and President and Medical Director of
Parker Hughes Institute.'* Dr. Uckun became President of PHC two or three years after joining
PHC. Dr. Uckun has also held the title of President and Research Director at the Parker
Hughes Institute from its inception in 1995.%

20.  The name PHC was taken from the name of a young child who was diagnosed

with leukemia and who was treated by Dr. Uckun. The father of the child provided financial

®T.1357.
"T.1358.
8T.1384.
°T.1383.
101 1356.
1171353, 1354.
127 1354,
131, 1355.



support for the formation of the PHC after his child’s death.** The clinic’s financial support
from the Hughes family started in 1995.%

21.  PHC was first known as the Hughes Institute of Oncology. The name was
changed to Hughes Clinic and finally, to the name that it bears today, Parker Hughes Clinic.'®
PHC also does business as Parker Hughes Cancer Center from time-to-time. The term PHC
covers both the clinical activities of the PHC as well as the research activities of the Parker
Hughes Institute.’

22. Initially, when PHC was formed, the patient population consisted primarily of
pediatric patients.® The clinic grew from approximately 80 to 100 patients in 2000 to
2,400 patients in 2002." Between 2001 and 2002, the clinic transformed itself.?*® As the clinic
became more visible, more interest was shown by Minnesotans who came to the clinic in greater
numbers. The majority of those patients were adult patients”* and PHC became primarily an
adult clinic rather than a clinic treating primarily pediatric patients.?

23.  Dr. Uckun is not board-certified in any specialty of medicine.?® Dr. Uckun has
never submitted an application to be board-certified in any specialty of medicine,® but does

consider himself a specialist in hematology and oncology.*

14T, 1386.
15T 1387.
16T, 1366.
177, 1366.
18T, 1388.
19T 1389.
20T, 1390.
21 T.1390-91.
22 T.1390-91.
23T, 1359.
24 T.1359.
25T, 1359.



24.  From 1999 through 2005, Dr. Uckun served as Medical Director and/or as
President of PHC with primary responsibility for setting the policies, procedures, protocols and

standards of practice.?

As Medical Director, individual doctors employed by PHC reported to
Dr. Uckun.”” A Director of Nursing supervised PHC nurses. In his capacity as Medical Director
of Parker Hughes Institute, Dr. Uckun also serves as Laboratory Director.?® At the same time,
Dr. Uckun worked as an active staff physician.”® Dr. Uckun was a hematologist and oncologist
treating very sick pediatric and adult cancer patients. He held privileges at various hospitals
throughout the Twin Cities, including the University of Minnesota.

25. Dr. Uckun is an elected member of the American Society for Clinical
Investigation (“ASCI”).% He has received the Research Scholar Award of the Leukemia Society
of America;*! received the highest honor of the Leukemia Society of America given to the best
scholars of that society, namely the Stohlman Scholar Award;* and was named one of the top

100 health professionals in 2005 in the field of medical oncology.®* Dr. Uckun holds 45 patents

in oncology;** 31 in infectious diseases;* and 14 in immunology.*® Between 1999 and 2006, he

26T, 1371.

27 T. 1369-70.

28 7.1367.

297, 1370.

%0 Ex. 2113. Note: The parties have color-coded those portions of the exhibits that they believe
are most relevant. The CRC used yellow and the Respondent orange for highlighting.
317.2327-28; Ex. 2111.

%27.2329; Ex. 2112.

3T, 2330; Ex. 2282.

T, 2332.

T, 2336.

% T, 2338.



authored 116 peer-reviewed publications in oncology,®” and from 2003 to 2005 was the
editor-in-chief of the peer-reviewed publication, Leukemia and Lymphoma.*®

26. At PHC, Dr. Uckun was responsible and would have the final *“sign-off” on all
policies, procedures, protocols and standards of practice. While others at the clinic would be
involved in defining policy needs and perhaps helping to draft the policies, Dr. Uckun would be
the individual “signing off” on those policies, protocols and procedures.® In doing so,
Dr. Uckun, as President of PHC, reserved for himself final approval over any policy or procedure
that was adopted at PHC.*

27.  The laboratory at PHC was under Dr. Uckun’s direction from its inception in
about 1999 and continuing through 2005.** As Laboratory Director, his duties included
supervisory guidance of laboratory personnel.*> He was also responsible for making sure that the
laboratories were functioning and that staff were performing their duties.”* Dr. Uckun also
reviewed staff performance and would listen to complaints that came from patients or staff
physicians related to laboratory procedures.**

28.  As Laboratory Director, Dr. Uckun participated in applying for various licenses or
certifications on behalf of the laboratories at PHC* and signed applications for the various

certifications sought by the laboratory.*® He understood that in signing the applications, he was

87T, 2345; Ex. 2282.
%8 T. 2350.
%9 1. 1370.
40T, 1371.
1. 1372.
42 T.1373.
3 T.1373.
4 T.1373.
5 T.1373.
% T.1373.



verifying that the information contained within the applications was accurate.*’ Generally
speaking, Dr. Uckun had input into the tests that were selected to be performed at the
laboratories at PHC.*® As Laboratory Director, Dr. Uckun played a major role in determining
which drug sensitivity test would be performed at PHC.*® Dr. Uckun exercised a “key role in
deciding” that specific tests would be performed at PHC laboratories for drug sensitivity testing
(“DST”).>°

29.  As Medical Director at PHC and as a treating physician, Dr. Uckun made
decisions in a significant portion of drug sensitivity tests.>* Dr. Uckun could veto any test that he
did not want performed at PHC.>

30.  According to Dr. Uckun, beginning in the year 2000, DST was performed for
patients who were on clinical research protocols, as part of PHC’s research efforts and such
testing had “both a research purpose as well as a purpose later to treating patients on those
leukemia protocols.”
CRC EXPERTS IN THIS PROCEEDING
Dr. J. Russell Hoverman

31. J. Russell Hoverman, M.D., Ph.D., is board-certified in internal medicine and

hematology.® His Ph.D. is in Philosophy, with an interest in the philosophy of science,

philosophy of mind, perception, and medical ethics.® Dr. Hoverman has been practicing

4 T.1373.

8 T.1374.

4 T.1374.

%0 T, 1375.

1T 1381.

%2 T 1383.

% T.1381-82.

> T, 841 (vol. vii).

> Ex. 1102, p. 32741.

10



hematology/oncology since 1979.°° Dr. Hoverman is Medical Director of Managed Care for

US Oncology, a management group, and Vice President of Clinical Resource Management for

Texas Oncology, a physician group specializing in various aspects of cancer care, including
medical oncology, radiation oncology, gynecologic oncology, and pediatric oncology.>’

32.  Dr. Hoverman is a member of the American Society of Clinical Oncology and on
the steering committee of its Quality Oncology Practice Initiative. He is also a member of the
American Society of Hematology and is active in the Cancer Quality Alliance.®® Within Texas
Oncology, Dr. Hoverman has served on several quality oversight committees.”® He has served
on the ethics committees of two medical centers and a hospice.®® He has no first hand experience
with drug sensitivity testing.®
Dr. James M. Steckelberg

33.  James M. Steckelberg, M.D., is Professor of Medicine and Chair of the Division

of Infectious Diseases at Mayo Clinic and Mayo Medical School.®

Dr. Steckelberg is
board-certified in internal medicine and in the subspecialty of infectious diseases.®® He has held
a number of academic and clinical appointments at Mayo and has been Chair of the Division of

Infectious Diseases since 2000.** Dr. Steckelberg has authored numerous publications in the

field of infectious disease.® In addition to his academic appointment, Dr. Steckelberg has an

%6 T.842 (vol. vii).

" T, 840 (vol. vii), Ex. 1102 at 32742. These changes were made to describe more accurately
Dr. Hoverman’s professional appointments.
%8 T 848-49 (vol. vii).

% T.847 (vol. vii).

%0 Ex. 1102, p. 32743.

®1 T, 1064, 2799.

%2 T 525; Ex. 1023, p. 32021.

%3 Ex. 1023, p. 32025.

% Ex. 1023, p. 32022.

% Ex. 1023, p. 32027.
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active medical practice and has served on a number of Mayo Clinic and hospital committees,
including the Mayo Clinic Pharmacy and Therapeutics Committee, the Infection Control and
Surveillance Committees of Mayo Clinic and St. Mary’s Hospital, the Antibiotic Utilization Task
Force, the Computer-Based Antibiotic Monitoring Task Force, the Infectious Diseases Quality
Assurance Committee, the Infectious Diseases Clinical Practice Committee and the Infectious
Diseases Epidemiology Committee.®®

34.  Dr. Steckelberg’s medical practice consists of approximately 20 to 22 weeks per
year primarily on hospital service in clinical care, along with some outpatient care.®” As Chair of
the Division of Infectious Diseases, he is responsible for approximately 25 infectious disease
physicians employed by the Mayo Clinic as well as residents and medical students in the
Division.®® Working with immunocompromised patients makes up a large portion of the Mayo
Clinic’s infectious disease practice, as these patients have the most complex infections and
management.®® Dr. Steckelberg personally sees a variety of patients with hematologic and solid
organ malignancies as well as transplant patients.”” In addition, throughout his career at Mayo
until about 2003, he spent six to ten weeks per year doing hematology inpatient rotations at
Methodist Hospital.”* Dr. Steckelberg is currently responsible, on a supervisory basis, for

Mayo’s other infectious disease physicians who are seeing patients with malignancies.”

%6 Ex. 1023, pp. 32023-24; T. 525-26.
87 T. 526, 528.

%8 T 526-27.

71 527.

0T 527-28.

" T.528-29.

21 528.
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Dr. Gary Kravitz

35.  Gary Kravitz, M.D., has been licensed to practice medicine in Minnesota since
1978.” He is board-certified in internal medicine and in the subspecialty of infectious
diseases.” Dr. Kravitz founded St. Paul Infectious Disease Associates, Ltd. in 1982, and has
held privileges at United Hospital in St. Paul since that time.”® Dr. Kravitz has held various
leadership positions at United Hospital, including Chief of Staff from 2002-03, and has been the
hospital epidemiologist at United since 1985.”’

36.  Dr. Kravitz supervises United Hospital’s Infection Control Committee, which
measures and prevents hospital-acquired infections,”® and serves on the Pharmacy and
Therapeutics Committee, which has authority to change doses of certain antibiotics and make
certain substitutions of antibiotics where it is deemed appropriate.”® In 2002, Dr. Kravitz
established the hospital’s Antibiotic Advisory Team, also called the Antibiotic Advisory Service
and the Antibiotic Management Team, which reviews all use of antibiotics and antifungals in
patients at the hospital and makes recommendations to the attending physicians.*® The service
was formed to address the issues of antibiotic resistant organisms and unnecessary or

inappropriate antibiotic use.?* Based on his work with the Antibiotic Advisory Service,

T, 282.

™ T.282 & Ex. 1014, p. 32007.

> T, 285 & Ex. 1014, p. 32008.

6 T, 286.

"' T.311 & Ex. 1014, pp. 32008-09.
8T, 311.

4.

8 T, 311-13, 4572; Ex. 1014, p. 32008.
8 T, 312-13.
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Dr. Kravitz received a 2004 CDC Foundation award for implementation of the CDC’s
recommendations to control antibiotic resistance in the healthcare setting.®?
RESPONDENT’S EXPERTS IN THIS PROCEEDING
Dr. Larry Weisenthal

37.  Dr. Larry Weisenthal is a medical oncologist.®® He is board-certified in Internal
Medicine and in Medical Oncology.** Dr. Weisenthal has a Ph.D. in Pharmacology® and an
undergraduate degree in chemistry.®® Since 1987, Dr. Weisenthal has provided cell culture drug
resistance testing as a service to patients.®” Dr. Weisenthal currently operates and owns
Weisenthal Cancer Group, a laboratory based medical practice,®® where he has been a practicing
physician since January of 1992.% The scope of Dr. Weisenthal’s clinical practice is confined to
providing drug sensitivity testing.®

38.  After his residency at the University of Michigan, Dr. Weisenthal completed a
two year fellowship study as a clinical associate in medical oncology,* with the medicine branch
of the National Cancer Institute, which researched cell culture drug resistance testing of human
cancer® under Marc Lippman, a senior investigator at the National Cancer Institute.”® In July
1979, he became an Assistant Professor of Medicine at the Department of Hematology Oncology

at the University of California Irvine and at the Long Beach Veterans Administration Medical

82 Ex. 1014, p. 32008; T. 319-20.
8 Ex. 2259.

8 T.2650-51, 2666.

8 T. 2650.

8 T.2651.

87T, 2658-60; 2685:; 2688. This change more aptly describes Dr. Weisenthal’s work.
8 T.2651.

89 1. 2651.

%1, 2881.

91T 2653.

92T 2655.

% T.2654.
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Center in Long Beach, California.** Presently, Dr. Weisenthal remains in this teaching position
on a volunteer basis as an Associate Clinical Professor of Medicine.*®

39. In 1987, Dr. Weisenthal left his academic position and began as a full time
employee at the corporation he founded in 1985, Oncotech.®® He was Vice President for
Scientific Affairs and Laboratory Director at Oncotech from 1987 to 1992. Oncotech is a
specialized clinical laboratory which provides, as a service to patients, cell culture drug
resistance testing.”” Oncotech tests cancer cells sent to the laboratory for sensitivity/resistance to
drugs, reports the results to the clinician, and the clinician uses that information for treatment
planning.%®

40. At the time Dr. Weisenthal left Oncotech in 1992, the company was performing
300 cell culture tests per month.” The Weisenthal Cancer Group does about 30 drug
sensitivity/drug resistance tests per month.*® Dr. Weisenthal has spoken on his specialized
subject of cell culture drug resistance testing at international symposiums in South Korea, Tokyo
and Sweden.™™

41. Dr. Weisenthal served on the committee of the Editorial Advisory Board of the
Journal of the National Cancer Institute for five years."® He was also an oncology reviewer for

the Veterans Administration for three years.!®® Dr. Weisenthal did peer-review of articles and

% T.2656-57.
% T.2657-58.
% T.2658.
7 T. 2659-60.
% T. 2660.
9T, 2661.
1001 2664.
011 2666.
1021 2670.
1031 2670.
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grant requests in these positions.'® Dr. Weisenthal has written book chapters, articles and
abstracts regarding his field of research.'%®

42.  Dr. Weisenthal does not have a professional relationship with Dr. Uckun and met
him for the first time shortly before the hearing. He is accepting no fee for his testimony. He
has not visited Dr. Uckun’s laboratory or observed his test procedures.'®® Dr. Weisenthal did
review the laboratory Standard Operating Procedures manual.®’
Dr. Dennis G. Maki

43. Dennis G. Maki, M.D., is a Professor of Medicine and Head of the Section of
Infectious Diseases at the University of Wisconsin Medical School. He is the Hospital
Epidemiologist at the University of Wisconsin Hospital and Clinics and is board-certified in
internal medicine, infectious diseases and emergency medicine. He has served as a consultant to

the Centers for Disease Control (“CDC™), National Institute of Health (“NIH”), Department of

Health and Human Services (“HHS”) and the Food and Drug Administration (“FDA™).1® He

has served on numerous national and international panels dealing with standards of care. He has

no personal or professional relationship with the Respondent and is not being compensated for

9

his services in regard to this case.'®® He has served as a consultant to the Wisconsin State

|l110

Bureau of Medical Licensure and the State of Wisconsin Malpractice Pane He is

acknowledged to be a very highly qualified infectious disease expert.***

104 T 2670-71.

105 T 2672-73.

106 T 2881.

071 2907.

198 This sentence was modified to give the complete names of the listed organizations.
109 Ey. 1180-B-24.

10 Ex 1180-A, p. 9.

11 Ex. 1180-A, p. 13.
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Dr. Michael Trigg

44.  Dr. Michael Trigg is board-certified in pediatrics. He has completed the

requirements to be eligible to sit for examination for board-certification in pediatric

hematology-oncology.? He practiced medicine . . . from 1981 until 2005.*** His practice has

primarily been with oncology patients, both pediatric and adult, and most of those patients had
leukemia or were undergoing bone marrow transplants for a variety of underlying diagnoses.***
Dr. Trigg is presently the Executive Medical Director at Merck & Company, Incorporated, in
North Wales, Pennsylvania.**

45.  Dr. Trigg received training at the National Cancer Institute in Bethesda,
Maryland, for pediatric oncology.™® He has held Associate Professor or Professorship positions
at the University of Wisconsin in Madison, University of lowa in lowa City, and duPont Hospital

for Children in Wilmington, Delaware.'*’

The duPont Hospital for Children, Wilmington,
Delaware, is associated with the Thomas Jefferson University, Jefferson Medical College, in
Philadelphia. Dr. Trigg continues to hold the title Professor of Pediatrics at Thomas Jefferson
University.*®

46.  Dr. Trigg has memberships in the American Society of Clinical Oncology and the
American Society of Hematology organizations.**® He is involved with the Children’s Oncology

Group, which is the largest cooperative group in the world looking after children with

112 T 3536; see generally Ex. 2261.

113 T 3536. Changes in this paragraph were made to more precisely reflect Dr. Trigg’s
background.

14T 3536.

15 T 3535,

16 T 3537.

U T 3537.

U8 T 3537.

19 1 3538.
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malignancies.”?® Dr. Trigg was on the executive committee of the Children’s Cancer Group.'?
Dr. Trigg was also involved with the Bone Marrow Transplant and Stem Cell Transplant
Committees in both the Children’s Cancer Group and the Children’s Oncology Group.'??
Dr. Trigg served as a principal investigator on Children’s Oncology Group studies that were

funded by the National Cancer Institute.'?

Dr. Trigg started the Pediatric Bone Marrow
Transplant Program Committees within the Children’s Oncology Group.*®* Dr. Trigg began the
Pediatric Bone Marrow Transplant Program at the University of Wisconsin, the University of
lowa,*® and for the third time at the duPont Hospital for Children.**® He was also the Director
of those programs.*?’

47.  Dr. Trigg has been listed in "Best Doctors of America” since the mid-1990’s.'%
Dr. Trigg gives lectures on the quality of care and accepted standards in the care of subjects of
hematology and oncology.’”® Dr. Trigg performs peer-review for about a dozen different
journals.**® Dr. Trigg has reviewed not only the applications of people who were potentially new
hires, but also those who were in the process of getting promoted to make sure they met the

institutional requirements for promotion.™*! In the Children’s Oncology Group he has a number

of peer-reviewed activities related to investigators who apply for grants for funding of various

120 T 3538-39.
121 T 3540-41.
122 T 3546,

123 T 3545,

124 T 3546.

125 T 3546.

126 T 3547.
1271 3547,

128 7 3552,
1297 3552; Ex. 2261.
130 1. 3549.
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clinical or laboratory-based protocols.'*?

Dr. Trigg has published over 150 peer-reviewed
papers*® with 40 percent related in some way to leukemia.***
Dr. Omer Kucuk

48.  Dr. Omer Kucuk has been board-certified since 1978 in Internal Medicine, since
1984 in Medical Oncology, and since 1989 in Hematology.®® He is employed at Wayne State
University, Karmanos Cancer Institute as a Professor of Medicine and Oncology, in the
Department of Otolaryngology and Neck Surgery and Adjunct Professor in the Department of
Nutrition and Food Science.'®

49.  Dr. Kucuk’s fellowship in hematology and oncology for the first year was at
St. Francis Hospital and then was completed in two more years at Northwestern University.™’
Dr. Kucuk was a faculty member at Northwestern University, Assistant Professor and Associate
Professor at Chicago Medical School,**® and a full Professor at the University of Hawaii.** He
supervised the Medical Oncology Fellowship Program when he was at Northwestern University,

and was in charge of the training program.'“°

Dr. Kucuk is presently involved in teaching
fellows and residents at Wayne State University.**" He also sees outpatients in his practice'*?

and conducts rounds with the residents and fellows seeing patients in the hospital during his six

182 T 3550.

133 T 3545,

134 T 3546; Ex. 2261.
135 gee generally Ex. 2273.
136 T 3722.

187 T, 3724-25.
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1391 3725.

1401 3726.

1411 3727.

1421 3730.

19



3

to eight weeks of teaching attending service.’*® Dr. Kucuk conducted a number of National

Cancer Institute sponsored national and local clinical trials.***

50. Dr. Kucuk practices at the Karmanos Cancer Institute, which is one of the
29 comprehensive cancer centers in the country designated by the National Cancer Institute
(“NCI”) as a comprehensive cancer center. Dr. Kucuk holds leadership roles and positions on

various committees at the Karmanos Cancer Center including, the Protocol Review Committee

where he reviews cancer clinical trials. He also participates in Institutional Review Board

activities and interviews new faculty candidates or fellowship candidates.'*> Dr. Kucuk
conducted a number of NCI sponsored national and local clinical trials.*°

51.  Dr. Kucuk has published about 130 articles in peer-reviewed journals.**’ He has
been invited to speak at international conferences in Finland, Japan, India, Brazil and Israel.**®
Dr. Kucuk spends about 50 % of his time doing research related to his clinical practice.**® He
has worked on peer-review boards throughout his career.™®® Some of the boards include: Wayne
State University Medical School Promotions and Tenure Committee, the Karmanos Cancer

Institute Promotions and Tenure Committee, and the Human Subjects Committee, which reviews

clinical trial applications that involve humans.™*

143 T 3729.

1441 3733.

145 T 3733. Changes were made to better describe Dr. Kucuk’s activities.
196 T, 3733; Ex. 2273.

147 7. 3740; Ex 2273.

148 1 3741.

1991 3741

10 gy, 2273.

L1 3742.
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Dr. Gregory Reaman

52.  Dr. Gregory Reaman is board-certified in pediatrics, and board-certified in the
subspecialty of pediatric hematology-oncology.’®* Dr. Reaman practices in these fields at
Children's Oncology Group Office and the Division of Hematology/Oncology, Children’s
National Medical Center.™

53.  Dr. Reaman held a fellowship in pediatric hematology/oncology in the pediatric
branch of the National Cancer Institute (“NCI”) at the National Institute of Health in Bethesda,
Maryland.’* He is a member of and on the Board of Directors of the American Society of
Clinical Oncology. He is also a member of the American Society Pediatric
Hematology/Oncology; American Society of Hematology; the American Association for Cancer
Research; and the International Society of Pediatric Oncology.*

54.  Dr. Reaman has published over 200 peer-reviewed papers half of which related to
leukemia.™®® He has published chapters in several books on cancer medicine.**’ Dr. Reaman has
held leadership positions as chief of the Division of Hematology/Oncology at the Children's
Hospital for about 17 years, executive director of the Center for Cancer and Blood Disorders for
three and a half years, and director of medical specialty services and associate chairman of the
Department of Pediatrics at the George Washington University for about three and a half

years.*®

152 T 3879; see generally Ex. 2275.
153 T 3878.
154 1 3880.
1551 3880.
16 1 3881.
1571 3881.
18 T 3882.
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55. Dr. Reaman was executive director of the Center for Cancer and Blood Disorders

at Children's National Medical Center.**® Other memberships and leadership positions include:

160

the National Board of Directors for the Task Force on Children and Cancer,”" the National

7,161

Board of Directors of the American Cancer Society from 1992-199 chairman of its Task

162

Force on Children and Cancer,™ the Board of Clinical Oncology Division, Division of Clinical

163

Science, Data and Safety Monitor Board with the National Cancer Institute,™ which reviews

clinical trial results for patient safety,®*

and a member of the Oncologic Drugs Advisory
Committee for the FDA.'®

56.  Dr. Reaman is a reviewer for a number of journals and is an associate editor and
member of the editorial board of the journal Cancer. He was on the editorial board of the
Journal of Clinical Oncology and continues to review papers regularly for that journal. He is on
the editorial board of Pediatric Blood and Cancer, the Oncologist, the Journal of Pediatric
Hematology/Oncology, and Leukemia and Lymphoma.*®®

57.  Dr. Reaman has also worked with the Children’s Oncology Group, which is an
organization specializing in treating leukemia patients, and has treated pediatric and adult

167

leukemia patients. More than 90% of children, adolescents and young adults in the United

States are treated at a Children’s Oncology Group institution; it currently conducts over 70 active

159 T 3885; Ex. 2275.
160 T 3886.

161 T 3886.

162 T 3886.

163 T 3886.

164 T 3887.

1851 3887; Ex. 2275.
166 T 3884; Ex. 2275.
167 Ex. 2275.
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clinical trials and a number of non-therapeutic studies including epidemiology, quality of life,
and supportive case studies.*®®
RESPONDENT’S USE OF DRUG SENSITIVITY TESTING (“DST”)

58. DST is a laboratory test that allows one to test chemotherapeutic drugs against
cancer cells in a test tube to determine whether the cancer cells are sensitive or resistant to the
drugs.'®® The effectiveness of the drug in killing the cancer cells is measured. If the drug kills
the cells, it is sensitive; if it does not, it is resistant.”® If one determines the sensitivity of certain
drugs in a test tube, by default, one will also know which drugs are resistant.**

59.  DST tests are divided into various sub-categories, including tumor growth assays
and cell death assays.'”> Dr. Uckun’s DST was a cell death assay.”® The cell death assay is
generally considered the most appropriate way of evaluating a cancer cell’s resistance or
sensitivity to a particular drug. Cell death is determined by a process known as apoptosis, which
is a programmed cell death that involves a series of events inside the cancer cell.*”*

60.  Parker Hughes has used two methods for determining cell death. Flow cytometry
is an earlier phase method of determining cell death and the advantage of using it is that one can
test more cells and obtain a wider sample.'”> The TUNEL assay is based on one of the later

hallmarks of apoptosis, which is DNA fragmentation. Parker Hughes used a confocal

microscope as part of its TUNEL assay.'’® Both techniques are considered to have predictive

168 Ex. 2274.

169 T 3431.

1701 873.

Y11 4274, 2877; Ex. 1104.

17211379, 1714-15, 1760, 2675; Exs. 1104, 1109.
1317 1675-76, 1714, 1717.

1741 2334.

151 2789.

176 1.2790, 3489, 4668.

23



value, and flow cytometry has been described as the methodology of choice.’”” Dr. Uckun

interpreted all of the DST test results himself.}"®

61.  Parker Hughes has quality controls in place to ensure that the tests are accurate.

Parker Hughes has voluntarily used the College of American Pathologists (“CAP”) proficiency

17
d.t”®

testing Kits to ensure the accuracy of the flow cytometry metho Internal proficiency test

measures are in place to ensure the quality and accuracy of the TUNEL assay method.*® Such

methods were reviewed by Phil Balazs, the Clinical Laboratory Improvements Act'®

2 No deficiencies

representative, during his inspections of the Parker Hughes laboratory.™
regarding the technical details of the two DST methodologies were found during any such
inspection.'®
Sensitivity vs. Resistance

62.  The record contains 285 drug sensitivity tests performed at PHC from 1999
through 2004.% Of those, only 206 had interpretations.’® Of the 206, 147 reports refer only to
drugs that were found to be “active.” Another 37 interpretations state that “no active” drugs

d.186

were foun Thus, approximately 90% of Dr. Uckun’s DST result interpretations refer to

whether or not “active” drugs were identified.'®’

T Exs. 2175, 2176, 2181; T. 3661.
178 T, 930, 3498.
179 T 3479-81. This change more accurately reflects testimony on this issue.
180
T. 3495.
181 The Board made this change to spell out the CLIA acronym.
182
T. 1577.
83T 1577.
184 Ex. 1159.
18 Some tests could not be interpreted. See for example, the report interpretations in Ex. 1082
Igﬁr CB, 2/3/2004, p. 0601 and LB, 5/10/2004, pp. 0604-05.
Id.
87 In his Response in Opposition to the CRC’s Petition for Temporary Suspension (Ex. 1068),
Dr. Uckun asserted that DST was infrequently performed. See, e.g., “Drug sensitivity/resistance
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63.  Dr. Uckun’s inpatient records indicated that he was generally using DST to find
the drugs that were sensitive to his patients’ cancers. In patient records, Dr. Uckun usually made
statements that refer to selection of chemotherapeutic agents, not rejection, such as the
following:

f “Drug sensitivity profiling showed good sensitivity to
mitoxantrone, vinorelbine, moderate sensitivity to fludarabine and
dexamethasone.”*®

f “We use in vitro drug sensitivity testing to help us discover
chemotherapy agents that are not normally thought to be active in gastric
cancer that would potentially be active in his disease.” *°

f “We briefly discussed in vitro drug sensitivity testing with respect
to helping us select chemotherapy that would be effective in his particular
carcinoma.”%

f “We indicated that we use in vitro drug sensitivity testing to help
us discover chemotherapy agents that are not normally thought to be
active in gastric cancer that would potentially be active in her disease.”*

f “This information can give us dose effect relations for drugs
known to be effective in chronic lymphocytic leukemia, as well as can
give us information on drugs not normally thought to be effective drugs
for the treatment of CLL.”*°

f “Based on the response of [MJ’s] cells in vitro to Decadron,
Decadron 50 mg/m2 divided BID will be started today.”%

64.  Dr. Uckun’s communications to patients suggests that he was using the test results

tests are not frequently ordered” p.16; “The drug sensitivity/resistance test is infrequently
performed at [PHC]” 1d. p. 46; “The quality of the [DS]test, the low frequency of its application:
p. 50; and “In the few cases when [DST] is performed” p. 64. However, there were no fewer
than 282 DSTs performed at PHC from September 2000 through December 2004 (Ex. 1159).

188 Ex. 1190-14, p. 35782.

189 Ex. 1083, p. 5062.

190 Ex . 1083, p. 3915.

191 Ex. 1083, p. 3908.

192 Ex. 1190-15, pp. 35966-67.

193 Ex. 1149-A, p. PCO 4.
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to select chemotherapeutic drugs:

f MB, a patient of Dr. Uckun’s, testified that Dr. Uckun performed
DST on his cancer cells and informed MB that “although Mitoxantrone he
was planning to use was not as effective as Adriamycin, the cells were not
resistant to it.”**

f In an August 9, 1999 clinic note, signed by Dr. Uckun and another
PH physician, for patient MJ, it was documented, “Based on the response
of [MJ’s] cells in vitro to Decadron, Decadron 50 mg/m2 divided BID will
be started today.”**

f In a consultation letter to patient GS dated December 17, 2000,
Dr. Uckun wrote, “We also tentatively recommend the following
sequential chemotherapy approach (pending revisions after evaluation of
the drug sensitivity profile of the prostate cancer cells in the iliac lymph
nodes) for your metastatic prostate cancer.”%

f In a consultation letter to patient DG dated December 10, 2004,
Dr. Uckun wrote, “In an attempt to help in the decision-making process,
we will also tgy to profile the drug sensitivity of his leukemic cells in the
circulation.”®

f In a consultation letter to patient RR dated January 8, 2001, and
co-signed by Dr. Uckun, it states:

Drug sensitivity profiling showed good sensitivity to mitoxantrone,
vinorelbine,  moderate  sensitivity to  fludarabine and
dexamethasone.... Based on our clinical and laboratory
observations/findings, our treatment recommendation is to switch
his treatment to induction chemotherapy with Mitoxantrone +
Vinorelbine + Dexamethasone x 2 courses alternating with
Mitoxantrone + Fludarabine + Dexamethasone x 2 courses for a
total of 4 months.*®®

4T, 2013

% EX. 1149-A, p. PCO4. A note dated 8/10/99 that was co-signed by Dr. Uckun restates that MJ
was started on Decadron the previous day “[b]ased on the response of her cells in vitro to
Decadron.” Id. PCO6.

19 Ex. 1149-B, p. MUF2.

197 Ex. 1149-M, p. 1078.

198 Ex. 1190-14, pp. 35782-83.
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f A consultation letter for patient KT dated January 2, 2003, and
co-signed by Dr. Uckun, states:

We indicated that we have a great deal of faith in our ability to
assess the effectiveness of chemotherapy drugs for the treatment of
leukemias and lymphomas based on their ability to kill cells in
vitro. This information can give us dose effect relations for drugs
known to be effective in chronic lymphoma leukemia, as well as
can give us information on drugs not normally thought to be
effective drugs for the treatment of CLL. Using this information,
we can optimize therapy for her disease.*

f In an initial consultation note for patient HB dated October 18,
2004, Dr. Uckun wrote:

The combined information from the drug sensitivity testing,
immunophenotyping, cytogenetics and imaging studies will help us
determine what the most appropriate next steps in his plan of care
should be. If he is found to have active disease, that is PET
positive and circulating cells that are identified by
immunophenotyping and found to be sensitive to different
available drugs, one of the following treatment approaches might
be most appropriate....2%

f Dr. Uckun approved the language in consultation notes he
co-signed for several patients, including the following descriptions of
DST:

[Patient JP] We discussed drug sensitivity testing and the ways
that we could use such testing at the Parker Hughes Cancer Center
to help create individualized chemotherapy regimens for patients
that give a higher likelihood of benefits and therefore increase the
benefit-to-risk  ratio  associated with  administration  of
chemotherapy. In addition, we indicated that we use in vitro drug
sensitivity testing to help us discover chemotherapy agents that are
not normally thought to be active in gastric cancer that would
potentially be active in his disease.”

199 Ex. 1190-15, pp. 35966-67.
200 Ex. 1190-17, p. 36100-101.
201 T 1706, Ex. 1083; p. 5062.
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[Patient BA] At this point we briefly discussed in vitro drug
sensitivity testing with respect to helping us select chemotherapy
that would be effective in his particular carcinoma.??

[Patient JIM] We discussed drug sensitivity testing and the ways
we could use such testing at the Parker Hughes Cancer Center to
help create individualized chemotherapy regimens for patients that
give a higher likelihood of benefit and therefore increase the
benefit-to-risk associated with the administration of chemotherapy.
In addition, we indicated that we use in vitro drug sensitivity
testing to help us discover chemotherapy agents that are not
normally thought to be active in gastric cancer that would
potentially be active in her disease.?*®

65.  Other PHC physicians heard Dr. Uckun tell patients that he would use DST to
determine whether potential chemotherapeutic drugs would be of benefit in treating the patient’s
cancer.® Dr. Weisenthal testified that based on his review of the DST reports from PHC, it
appeared that Dr. Uckun was doing in vitro chemosensitivity testing.?%®

66. Use of drug sensitivity testing for determining which drugs are less effective
against cancer cells has greater acceptance. Drs. Trigg, Kucuk, and Reaman . . .*® are of the
opinion that the use of DST as resistance testing is more useful than its use as sensitivity testing:

f Dr. Trigg testified that even in the case of a patient who failed all standard

treatment, DST would be helpful only to identify “drugs that you
shouldn’t give.”?”’

f Dr. Kucuk testified; “[M]y understanding is that the testing is more useful

if it is used to eliminate drugs that are not active, that won’t be beneficial
to the patient.” %

202 T 1708-09, Ex. 1083, p. 3915.

203 T 1709-10, Ex. 1083, p. 3908.

204 T 14-15, 53, 3159, 31686.

205 T 2825-26. Dr. Weisenthal was not asked if he meant to contrast this with resistance testing,
however.

2% The Board omitted a characterization of the experts finding it to be unnecessary.

207 T 3650:15-3651:1.

208 T 3862:4-6.
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f Dr. Reaman testified that:
The use of in vitro sensitivity to select specific agents and to use
that in the clinical management of patients is not universally
accepted and is not necessarily standard practice....?”
[Ulsing [DST] information as part of one’s complex
decision-making process about identifying drugs that aren’t

effective | think does make this useful information and relevant to
patient management.?*°

Drs. Reaman, Trigg, and Kucuk apparently believed that Dr. Uckun was using the testing to

21 Oncotech, the leading provider of

identify drugs that were resistant to cancer cells.
DST services, indicates that its test results are to be used only for resistance evaluation.?*?

67.  The standard operating procedures (“SOPs”) in the Drug Sensitivity Manual of
the Parker Hughes Laboratory refer to DST as a “Drug Sensitivity/Resistance Assay.”*** The

effective dates of the SOPs with this dual terminology show that they were put into effect before

2003.214

68.  An American Society of Clinical Oncology (“ASCO”) article (“ASCO article™)
provides the following description of chemotherapy assays in its Introduction:

A chemotherapy sensitivity assay refers to any in vitro laboratory analysis that is
performed specifically to evaluate whether tumor growth is inhibited by a known
chemotherapy drug or more commonly a panel of drugs. Sometimes these assays
are referred to as chemoresistance assays because they identify agents that do not
influence in vitro tumor cell growth.**®

209 T 3990.

2101 4000.

211 T,3697-99, 3769, 3952.
21272846, 2869.

23 Ex. 1063.

214 Ex. 1063.

215 Ex. 1104.
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Patient Treatment

69.  According to Dr. Uckun, there are essentially two patient populations that he sees
at Parker Hughes. There are those patients that have failed all known standard treatments for
their cancer, but for whom there are still commonly used off-label drugs.?® For that group, to
help determine a treatment plan, Dr. Uckun stated that one needs to assess the most recent
medical literature, consult colleagues who may have expertise in a given area of cancer, and if
DST was conducted, consider the results.?*” The second patient population, which is much more
common, are those patients who have not yet failed all standard treatments and for whom there
are several commonly used standard treatments.”*® For that group, Dr. Uckun uses the DST
results to help prioritize treatment.*°

70. The DST result is one of many factors that Dr.Uckun considers when
determining the appropriate chemotherapy drugs.??® Dr. Uckun has not chosen chemotherapy
solely on the basis of DST, and Dr. Uckun does not believe it is appropriate to use DST results to
select a treatment that is not a standard treatment when there are several treatment options
available for the patient.”** Only a minority of patients at PHC actually received DST.??? Of the

56 new patients that Dr. Uckun treated with chemotherapy in 2005, none of them had DST

completed for them.??

216 T 3434,

2177 3434-36.
21874108

2197.4109.

22074104, 2144, 2404.
2211 1777-78.

2227 4283, 4770.

2237 2250, 2256.
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71.  In Dr. Reaman’s opinion, based on his review of the medical records, there was
no evidence that Dr. Uckun used DST to positively select or pick chemotherapy drugs for KB
and KW:?

Q: Based on the results obtained, what drugs were the most active against
KB’s leukemia cells?

A: As | mentioned, the most active were Mitoxantrone and Taxol.??®

*kk

Q: So based on these chemotherapy orders, did the patient get Mitoxantrone
plus Taxol, the two most active drugs listed in the previous drug
sensitivity report that we just reviewed?

A:  Nosir, he did not.?%

*k*k

Q: So based on these results, could Dr. Uckun have based his choice of
chemotherapy drugs on the drug sensitivity testing, in other words, could
Dr. Uckun have picked the drugs he picked because they were the most
active according to drug sensitive testing results?

A: | see no evidence from these results that they contributed in any way to
Dr. Uckun’s selection of what is pretty standard, if you will, therapy for
the treatment of resistant — therapy-refractory acute lymphoblastic
leukemia.?’

***k

Q: Based on your review of KB or KW, is there any evidence that Dr. Uckun
used drug sensitivity testing to positively select and pick what
chemotherapy drugs he was going to use?

A: | found no such evidence, no sir.??®

***k

224 T_3902-06, 3944; Ex. 2276.
25T ,3902.

226 T 3902.

221 T,3903-04.

228 T 3944,
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Dr. Kucuk was also of the opinion that Dr. Uckun did not select chemotherapy drugs for KB
based on DST.?

72.  The medical record signed by Dr. Uckun states®® that MJ received Decadron

because MJ’s cells were sensitive to Decadron. MJ had Chronic Myeloid Leukemia (“CML") in
blast crisis.®* Dr. Uckun stated that he always uses Decadron as part of his treatments of
patients with this form of leukemia.?®> When MJ experienced a recurrence on September 24,
1999, and her cells were found to be Decadron-resistant, Dr. Uckun still used Decadron to
treat MJ. %

73.  DST was performed on the diagnostic tumor sample of patient PE.?** There were
four drugs that were listed as being the most active -- none of which were used in the treatment
of PE.** Instead, Dr. Uckun prescribed Cisplatin and Taxol because, in his experience, that
combination is the most effective and many times the only combination that can be used given
the form of head and neck cancer that was discovered in PE’s diagnostic tissue specimen.?*®

74.  Patient SL received DST, but the therapy that Dr. Uckun prescribed, Fludarabine
and Rituxan, were not tested.?®” The DST was performed so that if the initial therapy prescribed
failed, Dr. Uckun understood what back-up treatment options were still available based on the

DST results.?®

229 T 3794-95

2% This change more precisely reflects MJ’s medical record.
281 T 2543,

282 T 2543.

233 T, 4539-40.

234 T 4840-41; Ex. 2394, Resp. 4057.

2% T, 4840-41; Ex. 2394, Resp. 4057.

236 T.4840-41.

237 T, 4848-49.

238 T _4849.
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75.  With regard to patient RR, the listed treatments for this patient were not based on
DST, but were standard treatments.>*° The treatments were given because RR’s cells were not
resistant to all of the components of these standard chemotherapy drugs.?*> One treatment was
the “FND combination,” which is a well known standard treatment for CLL leukemia patients
like RR.2* The other treatment was a standard Vinorelbine-containing cocktail that a number of

242

patients who were the subject of the British Journal of Hematology article®™ received. It was

described by Dr. Reaman as a standard treatment.?*?
76.  With regard to KT, the DST results showed the patient’s cells were sensitive to

* KT was treated with the standard

Vincristine and Mitoxantrone and resistant to others.*
Mitoxantrone + Vinorelbine + Decadron drug combination.”*® Vincristine was not included as
part of KT’s treatment regimen.?*
Use of DST in the United States

77.  There are a number of companies around the country performing DST for
oncologists in virtually every state.?*” Dr. Weisenthal’s company, Weisenthal Cancer Group, has
received specimens for testing from forty-four states.’*® There are 14,000 to 17,000 tests
performed each year, and he has received specimens for testing from well over 2,000

9

physicians.®*® Dr. Weisenthal has received specimens for testing from a number of medical

239 Ex. 1149-C.

240 Eys. 2183, 2391.
241 T 1185-86.

242 Ey. 2183.

243 T.3904; Ex. 2183.
244 Eys. 2183, 2391.
245 Exs. 2183, 2391.
248 Exs. 2183, 2391.
247 T, 2679-80.

248 T 2681.

249 T 2681-83, 2869.
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facilities in Minnesota including the Mayo Clinic, the University of Minnesota, St. Mary’s

Medical Center in Duluth, Methodist Hospital in St. Louis Park and Regions Hospital.

Dr. Weisenthal also received specimens from prestigious national institutions like Dana-Farber

Cancer Institute in Boston, M.D. Anderson Cancer Center in Houston, Johns Hopkins Cancer

Center in Baltimore, Duke University, Stanford University, the National Institutes of Health
Clinical Center and Memorial Sloan-Kettering Cancer Center in New York.>°

78.  The specimens received by the Weisenthal Cancer Group for testing were not sent
pursuant to a research protocol.”>* Each test performed was to obtain information regarding

certain chemotherapy drugs to be used in patient treatment.?®® Patients were not asked to provide

informed consent.”>® Nor is informed consent or Institutional Review Board (“IRB”) approval

obtained before an oncologist orders DST or uses the test results as part of the decision making
process.?>*

79.  DST is reimbursed by third-party payors, including Medicare. While there is no
national Medicare policy on reimbursement of DST, Medicare has left the decision to reimburse
to its regional contractors.?®® Weisenthal Cancer Group has been reimbursed by Medicare for

DST since 2000.%° 1t is also reimbursed by private insurers.”®” The local Medicare carrier in

250 T 1108, 2681-83. Changes were made to this paragraph to state the full names of cited
facilities.

21T 2684.

22T 2684.

253 T, 2684.

2% T.2684-85. The acronym IRB is spelled out by the Board.

2% 1, 2730.

261 2729.

27T, 2726.
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northern California recently issued a statement indicating that drug resistance testing would be

reimbursed.?® PHC has also been reimbursed for DST by Medicare.?*®
Drug Sensitivity Testing — Expert Opinion

Dr. J. Russell Hoverman and the ASCO Article?®°

80. Dr. Hoverman concurred with an article published in the Journal of Clinical
Oncology in September 2004 by the American Society of Clinical Oncology (“ASCO”) that
concluded that “review of the literature does not identify any [DST assay] for which the evidence
base is sufficient to support its use in oncology practice.”?*! Dr. Hoverman also pointed out that
DST had not been subjected to randomized Phase Il clinical trials that demonstrate its
effectiveness.?*?

81.  The ASCO article provided that:

Thus, based on the evidence from studies that compared outcomes for patients

treated with empiric chemotherapy to those using assay-guided chemotherapy, the

use of chemotherapy sensitivity and resistance assays to select chemotherapeutic

agents for individual patients is not recommended outside of the clinical trial

setting....Selection of chemotherapeutic agents on the basis of results of CSRAS
is not warranted based on the current body of evidence....?

28 £y, 2387. Additions clarify the location and context of the Medicare decision.

259 ALJ Findings of Fact 72-74 have been omitted because they are not germane to the issues
discussed in this Order.

260 This caption more accurately captures the contents discussed in this section of the Findings of
Fact.

261 T, 1027-28, Ex. 1104. The first sentence of the ALJ’s finding of fact (75) was deleted
because it bears primarily on an issue that has not been substantiated.

262 T 882-83 (vol. vii).

263 Ex. 1104, p. 6.
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Dr. Larry Weisenthal

82.  Dr. Weisenthal pointed out that the ASCO article relied on by Dr. Hoverman was
not peer-reviewed.?®* The criterion of test accuracy was specifically excluded from the review in
the ASCO article.?®

83.  The ASCO article makes no specific representation that ordering or using DST is
below the minimum standard of acceptable and prevailing medical practice.”®® The working
group, in an effort at addressing a number of critical responses to the original ASCO article,
replied by stating:

ASCO’s role is to provide guidance to its members, not by any means to dictate

individual practice. Guidelines and technology assessments are not intended to

supplant physician judgment. Working group members wholeheartedly agree . . .

that clinical autonomy is important . . . It is certainly each practitioner’s
prerogative to order CRSA’s or any other medical test.”®’

84.  Dr. Weisenthal noted that randomized Phase Ill clinical trials are generally not

268 \When such trials have been conducted,

required before tests like DST can be used clinically.
they have without exception always related to matters of therapeutics or screening.”®® Some of
the most fundamental laboratory tests for the treatment of cancer (estrogen receptor,
HER-2/NEU test, PET scans, MRI’s) were not subjected to randomized clinical trials before
clinicians used such tests to determine treatment.””° Because DST is a test, and not treatment,
the criteria for determining if it can be used is whether the test has an acceptable degree of

accuracy.’”* DST meets the standard of being an accurate laboratory test.?”?

264 72800, 2804.

265 T 2803.

266 Ey. 1104,

267 Ex. 1109.

268 T 2742; see also T. 2896-2905.
2091 2741-42.

20T 2744-47.

21T, 2748-49.
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85.  Dr. Weisenthal pointed out that in more than 40 peer-review papers published in
the medical literature, which included in excess of 2,000 patients, there is a correlation between

273

patient outcome or shrinkage of a patient’s cancer and DST results. In close to 20 studies,

when patients are treated with drugs that are active or sensitive in the test tube, they live
significantly longer than when they are treated with drugs inactive or resistant in the test.?’* In
Dr. Wesienthal’s opinion these papers show that DST is accurate in the sense of identifying
drugs that have a greater or lesser probability of producing clinical benefit.?”

86. In Dr. Weisenthal’s opinion, . . . Dr. Uckun’s ordering or use of his two DST
methodologies was not below the minimal standard of acceptable and prevailing medical
practice.?’® Dr. Weisenthal also is of the opinion that it is not below the minimal standard of
acceptable and prevailing practice to order or consider the results of DST.?"’

87.  Dr. Weisenthal observed that somewhere between 14,000 and 17,000 DST tests’®
are performed annually, with approximately half a million people receiving chemotherapy in any
given year.?”® Based on these approximations, less than half a percent of individuals receiving
chemotherapy had DST or drug resistance testing?® performed on their cancer cells. However,

perhaps 10% of patients with cancer of the ovary have DST at some point in the course of their

illness. 8!

2127 2748-49.

2137, 2748, 2896.

214 T.2697-98.

215 T, 2748.

278 T 2794-95. A portion of the ALJ’s findings of fact were omitted here because it addressed an
issue that is not germane to this Order.
21T T, 2794-95.

218 72869, Ex. 1104.

219 T, 2868-69.

280 5ee id.

281 T, 2680.
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Other Expert Testimony
88. Dr. Uckun’s . . . expert witnesses also commented on DST:

f Dr. Trigg stated, “[U]nfortunately, [DST] is not yet ready for all
oncologists to help them choose individual drugs or combinations of drugs
to use based on their beneficial effect in the laboratory” in part because
there are multiple factors that will affect how the drug will react in the
person.”® Dr. Trigg also testified that he does not use DST in his practice
and has not ordered it, even when it was available to him, because he
generally treated a homogenous group of patients for whom a standard
therapy was available.?®* Dr. Trigg testified that DST results do not
“always translate into something that’s useful in a patient because there’s
SO maznsX more things that come into play when you give a patient a
drug.”

f Dr. Kucuk, testified that he has not used DST on any of his
patients and instead relies on published medical literature to make
chemotherapy treatment decisions.”®® Dr. Kucuk specifically testified that
the uszesgf DST is not prevailing practice and that most oncologists do not
use it.

f Dr. Reaman, testified that in his opinion “in vitro sensitivity testing
has proven to be of little relevance to clinical outcomes and is not
accepted standard practice” and “the use of in vitro sensitivity to select
specific agents and to use that in the clinical management of patients is not
widely universally accepted, and is not necessarily standard practice.”?®’
Dr. Reaman went on to testify that he and the physicians he knows do not
use DST to select chemotherapeutic agents.?®®

f Dr. Uckun acknowledged that the use of DST to choose
chemotherapeutic regimens is not yet fully accepted and that he hoped one
day physicians would be comfortable using it. He testified that “the
techniques that are being used are becoming accepted” and that, if enough
literature is published, then “one day some physicians will feel
comfortable using guided treatments that are selectively designed based on
just drug sensitivity.”2%

T. 3702. The Board omitted a characterization of the experts finding it to be unnecessary.
283 T 3712-13.

284 T 3698.

28 T, 3832-33.

286 T 836.

287 T, 3998-99.

288 T 3999,

289 T, 1804 (adopting language used in page 560 of interview transcript), 2354-55.
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89.  The PHC patient Drug Sensitivity Reports state the following disclaimer:

Ability of a given drug to kill primary tumor cells in vitro may not predict its
clinical efficacy since active drug concentrations may not be achievable at the
target tumor sites in individual patients because of unfavorable pharmacokinetics,

rapid metabolism, or poor perfusion of the target tumor. In addition, tumor
heterogeneity may result in variable site specific responses.*®

90.  Dr. Uckun acknowledged that there have been no randomized Phase Il clinical
trials that have established the value of DST in clinical decision making.?*!
Representations to Patients about DST

91.  Dr. Robert D. Thomas, a former PHC physician, witnessed Dr. Uckun tell patients
that he planned to use DST.?*? Dr. Thomas recalled that patients “were excited” about DST and
often asked for the results, but the results were not part of the patients’ medical records.?*
Dr. Thomas did not recall Dr. Uckun ever telling patients that DST was experimental or that it
was being done for research purposes.?** Nor did Dr. Thomas recall Dr. Uckun ever explaining
the disclaimer language on the DST results, which indicated that DST may not always translate
to success clinically.*®

92.  Nearly all of the patients of Dr. April Sorrell, another former PHC pediatric
oncologist, were having DST done on their cancer cells when she was working at PHC.?*® She

witnessed Dr. Uckun telling patients and their families that he was basing treatment decisions on

the results of DST, specifically saying that he was going to make sure that the treatments that

20 gee e.g., Ex. 1149-G p. 3971, 1149-M p. 0611.

21T 1726-27.

292 T 3159-60.

298 T 3161.

294 T, 3166-67.

29 T 3171-72.

2% Ex. 1158, pp. 26-27. The Board made this change to correctly reflect Dr. Sorrell’s first name.
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were developed included the drugs that the tumor was most sensitive to and not the drugs that the
tumor was resistant to in the in vitro sensitivity testing.?’

93.  HB, a patient diagnosed with acute myelogenous leukemia (“AML”), scheduled

an appointment for September 24, 1999, at PHC after his daughter saw a news documentary
about a woman with leukemia treated at PHC who experienced a “remarkable cure.”?® _
-, HB’s wife, asked Dr. Uckun about the woman in the news story, and Dr. Uckun stated it
was remarkable. In fact, the patient, MJ, was again in blast crisis on September 24, 1999.2%°
HB was given a drug sensitivity test;** he was not told it was experimental;*** he was not given
the results of the test;**? and the results were not printed until November 30, 1999, three weeks
after his death on November 3, 1999.%%

94.  In February 2001, Dr.Uckun ordered DST for patient [N
Dr. Uckun discussed with |JJiigl the results of DST and told [Jijill that he selected a drug that
DST identified as being not the most active because the drug that was the most active against
-’s cancer would subject him to potentially life-threatening side effects.**> Based on his

conversation with Dr. Uckun, - understood that DST was used to identify *“which

chemotherapy agents or combinations thereof seemed to work the best to kill [his] cancer

9T Ex. 1158, pp. 14-15, 53.

2% T 114, 116 (referring to MJ KARE 11 story, Exs. 1004, 1006.) The Board spelled out the
acronym AML.

299 T 118, Exs. 1004, 1005, 1091-G, p. PC0O39-41, 47, 157.

300 Ex 1082, p. 4923-29.

01T 121

02T 123

%3 T,107, Ex. 1082, p. 4923-29.

04 T 2006.

35T, 2012-13.
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1,306

cells. - did not recall ever being informed that DST was not mainstream practice, that

it was only available at PHC, or that it was experimental >’

95.  Prior to January 2002, Patient PO had been diagnosed with colon and liver cancer
and was being treated with Oxaliplatin as part of a study at the University of Wisconsin-Wausau
(“UWW?™).3%® PO learned that Oxaliplatin was available at PHC and scheduled an appointment
for January 9, 2002.%%° Dr. Uckun cancelled PO’s scheduled Oxaliplatin therapy on January 16,
2002, and referred PO to Dr. Arnold Leonard to obtain a biopsy so Dr. Uckun could do
chemosensitivity testing on the specimens.®!® HB was not eligible for Oxaliplatin because there
was a standard chemotherapeutic drug available to him. PO and his wife met with Dr. Uckun
after the appointment with Dr. Leonard. It was PO’s wife’s understanding that her husband’s
tumor would be tested to determine the best possible chemotherapy for his treatment.®!!
Disappointed with not receiving the Oxaliplatin treatment, PO went back to UWW.3'2

96. At least 285 DST tests were performed at PHC under Dr. Uckun’s direction.*'®

The record does not reflect that Dr. Uckun told patients that DST was not a prevailing practice,

306 T 2033-34.

07T, 20209.

%98 T 68-69, 70, Exs. 1000, 1001.

09T, 72, Exs. 1000, 1001.

810 1. 76-77, 1276-78, Exs. 1000, 1001.

811 T.85-86, Exs. 1000, 1001.

812 T 81-83, Exs. 1000, 1001.

313 T, 4655. See also Ex. 1159 a table of the 285 DST reports.

41



nor did he seek patient consent to the use of the test.*** The cost of health care was increased for
some of Dr. Uckun’s patients by billing insurance companies for DST.**°

97.  Five of Dr. Uckun’s cancer patients were witnesses in this proceeding. They all
believed that his quality of care was excellent and were pleased with the amount of time that
Dr. Uckun spent with them explaining their disease and their treatment options.*® Dr. Uckun
did not promise to cure them or provide them with false hope.*!” They understood “patient
tailored treatment” to mean a treatment plan that considered the patient’s circumstances, but not
necessarily including DST.**®  These observations were corroborated by medical personnel
working at PHC.**® Two local physicians who have had professional relationships with
Dr. Uckun also believe that his patients thought very highly of him and that he provided a good
320

quality of care for his patients.

98. The record does indicate that Dr. Uckun failed to advise his patients of the modest

role that DST can play in selecting drugs, as reflected in his disclaimer and in Dr. Weisenthal’s

testimony.®?* After acknowledging that it was each physician’s prerogative to order DST, the

1% The only caveat about the reliability of PHC’s DST appears in boilerplate language on
Dr. Uckun’s DST Report interpretations. Examples of this language listing the limitations of
DST are at Ex. 1082, pp. 4939, 4943 and 4946. Even if a patient received a copy of a DST
interpretation, the patient could not receive it before undergoing the test. The record indicates
that that not all patients received copies of their DST results.

315 Ex. 1086.

16T 1945; T.1972; T. 2079; T. 2106.

177 1950-51;T. 1972; T. 1988; T. 2005.

318 T 2002; T. 2070.

8197 2150; T. 2185-87; T. 2251-53: T. 3304-09; T. 3276-78.

320 T, 1324-25; T. 3049; T. 3067.

%21 New Findings of Fact 98-99 are taken verbatim from the ALJ Memorandum at 99, with the
addition of the Board’s finding of patient harm in Finding of Fact 99. The rationale for this
additional finding of harm is explained in the Board’s Memorandum. The Board believes that
these ALJ statements are properly classified as Findings of Fact and adopts them as such.
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ASCO article authors stated:

However, it is important to specify to the patient what the treatment would be in
the absence of the assay and to be clear about if and how the information will be
used to inform treatment decision-making. The alternative is to risk our
credibility with our patients and the public whose trust is critical to our mission.

99. As a result of the failure to be candid about DST, vulnerable patients were not

accurately and fully informed and hopes were likely falsely raised. This constitutes conduct

likely to deceive the public, and causes patient harm.

Representations to the Public about DST
100. Dr. Uckun approved all PHC advertising before it was distributed to the public.??
When Tom Khnisely, PHC’s PR/media specialist since 2001, needed a description of DST, he

relied on written information that Dr. Uckun had provided to him.*?®

When meeting with
members of the public, including the media, Mr. Knisely would explain that DST was one reason
that PHC was different than other clinics.*?

KARE 11 story

101. On September 20, 1999, KARE 11 broadcast a “KARE-11 Extra” about patient

MJ, who was treated for leukemia by Dr. Uckun.3®

In the broadcast, the reporter stated that
traditional chemotherapy treatments had not worked for MJ and that she had been dying until she
went to PHC, which had a “different idea for weeding out the cancer: test drugs on cells in her
blood, not her whole body.”**® The video then cut to Dr. Uckun who stated:

What we have done is we have taken her cells and we have used a super

microscope to see if her cells will be sensitive to any of the drugs that we have
available....

322 T 866.
323 7.866.
324 T 867.
25 Ex. 1006.
326 Ex. 1006.
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What this case is teaching us is that the solutions for problems that seem to be
unsolvable, and incredibly difficult an (sic) outcome, with a fatal outcome almost
certain, the solutions may be very simple....

You take the cells and determine to which drugs the leukemic cells are sensitive
to and then would use those drugs.®”’

102. Parker Hughes did not pay money or anything of value to KARE 11 to run the
story.*® KARE 11 decided how the tape would be edited.**® Neither Parker Hughes nor
Dr. Uckun had any input at all about how the story would be prepared before the broadcast.>*
DST was one of a number of topics discussed during Dr. Uckun’s interview about MJ.*%

103. After the story was aired, Dr. Uckun was very upset because the reporter used the

word “cure” in the context of MJ’s treatment.®*? Dr. Uckun contacted the reporter the next day

and the reporter indicated that he would never use that word again.*** Dr. Uckun did not object,

at that time, to the way DST was portrayed and was not concerned that the story created a wrong

impression_about DST.***  Since the broadcast in 1999, Parker Hughes has established

procedures to deal with the media so that issues like the one in MJ’s case would not reoccur.3®
104. Four days after the broadcast, MJ was again in CML blast crisis, and, on
December 25, 1999, MJ died.**®
Brochure
105. Dr. Uckun approved the distribution of a brochure entitled “Your quality of life is

our priority” at the 2002 and 2003 Minnesota State Fairs, at PHC’s 2002 “Time for a Cure

827 Ex. 1006.
828 T 2520,

8297 2530-31.

3301, 2520.

31T, 2535-36.

33217, 2530.

33317, 2532-33.

. 1699. This addition provides further relevant information from the record.
3357, 2534,

%30 Ex. 1091-G, pp. PCO39-41, 47, 157.
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Fundraiser” at the Mall of America, and at the 2002 “Day of Caring Breast Cancer Awareness”
Conference.®**” The brochure states:

A Unique State-of-the-Art Approach: Our strategy involves tailoring
FDA-approved standard anti-cancer drugs and their dosages in each patient.
Before we treat a patient, we obtain, by biopsy, a small piece of cancerous tissue.
We isolate the cancer cells from the biopsy specimen and test their sensitivity
against all commercially available anti-cancer drugs using a highly sophisticated
confocal multiphoton laser scanning microscope and high throughput cancer cell
assays. Drug sensitivity information is obtained within twenty-four hours so that
the most effective drugs can be selectively used, thereby maximizing your chance
for a cure.®*®

106. The brochure is what Parker Hughes calls a “capabilities brochure” meaning that
it was put together to give a snapshot of the different activities going on at Parker Hughes in
2002.%%° The brochure has a number of different sections.®* DST and
pharmacologically-guided treatment is discussed in the section entitled “A unique state-of-the-art
approach.”®** The brochure has not been used since 2003.3*2
Videotape

107. Ina videotape aired repeatedly at a ten day fundraiser held at the Mall of America

in 2002, PHC scientist Mireille Sarquis stated:

Drug sensitivity testing is a test that we do on bone marrow, blood or tissues from
a patient to determine what drug is most effective for the type of cancer the
patient has. We have a big panel of drugs, and they’re all FDA approved, and we
test them all. We have a panel of 20 drugs with combinations of the drugs as
well, like you mix two drugs together or three drugs together. They’re more
effective than just giving one single drug by itself, and we test all this on just the
cells.... So anything red did not die, and everything that is green is dead, which
tells you that the chemotherapy drug, which specific chemotherapy drug worked
on this particular cancerous cell. The clinical benefit is the patient will not be
exposed to unnecessary drugs that are toxic or ineffective. Drug sensitivity

837 7.871-72, Ex. 1051, Ex. A.

%38 Ex. 1051, Ex. A (emphasis added).
3397, 4133-34.

30T, 4134-43.

31T, 4137-39.

34217, 4133.
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testing allows us to tailor treatment therapy for each individual patient so they
can have the most effective and least toxic cancer treatments.”>*

Article
108. Dr. Uckun wrote an article for Minnesota Physician in May 2002 in which he
stated, “Current Phase IlI/IV research efforts are aimed at further improving survival by
sequential administration of chemotherapy drug combinations,....patient-tailored therapy using
drug sensitivity profiling by confocal multiphoton laser scanning microscopy as a guide, or
. . . . . 1344 .
application of new agents with non-overlapping toxicity and novel molecular targets. This
article was distributed at PHC’s booth at the Minnesota State Fair in 2005.%%

109. Although the article was distributed at the Minnesota State Fair, Dr. Uckun stated

that it was designed to educate other physicians about the different treatment options for different
patients -- including individuals with metastatic lung cancer, breast cancer, colon cancer and
colorectal cancer.3*® The conclusion of the article is Dr. Uckun’s prediction about what was
going to happen in the future with regard to cancer treatment advancement:

Our improving understanding of cancer biology, application of bioinformatics to
analyze the gene profiling data obtained using cancer tissue specimens for
discovery of vital molecular targets in cancer cells, advancing chemistry,
structural biology, and computer modeling which facilitate the structure-based
drug design efforts, and patient-tailored treatment planning based on drug
sensitivity profiles of cancer cells are likely to revolutionize the field of clinical
oncology in the near future.®*’

3437872, 894, 909-10, Ex. 1055 (emphasis added).

344 1.875-76, Ex. 1053.

351,874, 876.

346 T 4143-44. This addition gives context to Dr. Uckun’s explanation of the targeted audience

for this piece.
347 T 4147-48; Ex. 1053.

46



Carlson Foundation letter

110.

Dr. Uckun wrote and sent a letter dated October 12, 2000, to the Carlson Family

Foundation, about the efficacy of DST, in order to secure a $10 million donation.**® Dr. Uckun

wrote:

Our strategy involves tailoring the already FDA-approved standard anti-cancer
drugs and their dosages in each patient. Before we treat a cancer patient, we
obtain by biopsy a small piece of the cancerous tissue. We isolate the cancer cells
from the biopsy specimen and test their sensitivity against all commercially
available anti-cancer drugs using a highly sophisticated confocal multiphoton
laser scanning microscope and high throughput cancer cell survival assays. The
most effective drugs against the patient’s cancer cells are identified as those that
can cause the most damage at the lowest dose and within the shortest period of
time. For example, a drug which kills 99% of the cancer cells within 1 hour at a
concentration of 1 micromolar is determined to be more effective than a drug
which kills only 80% of the cancer cells after 24 hours even at a concentration of
100 micromolar. At the Parker Hughes Cancer Center, the drug sensitivity
information is obtained within 24 hours so that the most effective drugs can be
selectively used, thereby maximizing the chance of a cure, and drugs that would
not be effective are not administered to the patient, thereby reducing their total
drug exposure.

In traditional chemotherapy, drugs and their dose levels are picked randomly....
At the Parker Hughes Cancer Center, once the most effective drugs are identified,
the drug dose levels are adjusted according to the drug sensitivity profile of the
cancer cells as well as drug metabolism characteristics of a given patient. The
goal of our “pharmacologically-guided treatment approach” is to give neither too
much nor too little of an effective drug by measuring the drug exposure levels in
each patient using sophisticated analytical techniques and computational tools....

We have already demonstrated that the system works and patients with even the
most aggressive forms of cancer can be saved. In order to immediately apply this
technology to all cancer patients, we are proposing to establish a dedicated
confocal cancer cell imaging center. We have earmarked $3 million/year x
5 years of our own funds for this program and are seeking matching funds of
$2 million/year x 5 years.>*°

38 Ex. 1052,

349 Exs. 1052, 2275.
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11. Dr. Reaman, Dr. Uckun’s expert witness, is a co-author of the articles listed on

the first page of the Carlson letter.**® Dr. Reaman did not believe that those articles had anything
to do with DST.*** However, he later stated that the articles did relate to tailoring therapy for

specific patients.®** Dr. Reaman also stated that drugs and their doses are not picked randomly in

353

traditional chemotherapy treatments. He characterized Dr. Uckun’s representations about

DST in the letter as “stretching reality.”***

112. In Dr. Uckun’s view, individualized pharmacologically-guided chemotherapy is
less random than traditional chemotherapy because it permits a patient-tailored approach.®*°

113. In the opinion of the CRC’s expert, Dr. Hoverman, the following were misleading
statements in the Carlson letter:

@ “The most effective drugs can be selectively used, thereby maximizing the
chance of a cure;”

(b) “Drugs that would not be effective are not administered to the patient,
thereby reducing their total drug exposure;”

(c) “In traditional chemotherapy drugs and their dose levels are picked
randomly;”

(d) “The dose levels are adjusted according to the drug sensitivity profile of
the cancer cells, as well as the drug metabolism characteristics of a given
patient;” and

(e) “We have already demonstrated that the system works. Even patients with

the most aggressive forms of cancer can be saved.”**®

%01, 4013.

1T, 4013.

%2 T, 4041-42.

83T, 4013-14.

34T, 4051.

85T, 4175-77.

%0 T.945-48; Ex. 1052, p. 32172.
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114.*" Tom Kanisely never witnessed Dr. Uckun tell anyone that he had cured patients.**®

Yet, Knisely acknowledged that the advertising stated that PHC would use DST to “maximiz[e]
[patients’] chance for a cure.”**® He believed that advertisements for other cancer care centers
were inappropriate when they used superlative language implying that they were the “finest”
because that would imply that the center was “the best.”*® Knisely would not use that type of
advertising at PHC, and specifically, PHC would not use the term “best.”%*

115. Yet, Mr. Knisely acknowledged that the following PHC advertisements used
superlatives: In the *“Your quality of life is our priority” brochure it states, “This state-of-the-art
approach will allow you to achieve the best possible outcome with the fewest possible side
effects.”®? It also states, “Drug sensitivity information is obtained within twenty-four hours so
that the most effective drugs can be selectively used, thereby maximizing your chance for a
cure.”%%

116. Parker Hughes is not the only clinic that advertises.*** While Dr. Weisenthal has

a general objection to marketing services to cancer patients because they are vulnerable, he

365

recognizes that the best cancer centers in the country advertise and promote. Given this

reality, he said that there is no reason why cancer centers should not market DST along with

other services that are proven in the medical literature to be valid procedures that can help cancer

57 The Board omits ALJ’s Findings of Fact Number 107-111 because it does not rely upon those
findings to support its conclusions in this Order.

8 T 896.

%9 T 915-16, Ex. 1051, p. 32165.

%60 1. 900, 906.

11, 900.

%2 T 907, Ex. 1051, p. 32165 (emphasis added).

%3 T.907, Ex. 1051, p. 32165 (emphasis added).

364 17.898-99.

351, 2887.
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patients.®® Dr. Weisenthal immediately cautioned, however, that patients who see advertising

about DST might misunderstand how DST may impact their treatment.>®’ He stated, “that’s the

reason why you shouldn’t market to cancer patients. They are vulnerable, they will believe

anything you tell them.”®

117. Dr. Uckun failed to be candid and was deceptive in his representations to the

public at large concerning DST.**® PHC, with Dr. Uckun’s approval, essentially launched a

public relations campaign that included promoting DST as a means of distinquishing PHC from

other providers. A brochure stated that DST was used to select the most effective drugs “thereby

maximizing your chance for a cure.” A videotape stated DST allowed patients to “have the most

effective and least toxic cancer treatments.” In a television interview, Dr. Uckun suggested that

with DST vyou simply determine which drugs are sensitive and then use those drugs and that even

“with a fatal outcome almost certain, the solutions may be very simple”.... In a letter to the

Carlson Foundation, to appeal for funding, Dr. Uckun stated that DST “works and patients with

even the most aggressive forms of cancer can be saved.”

118. These representations far exceed the actual potential of DST to be a factor in the

selection of cancer drugs as explained by Dr. Weisenthal and as described by Dr. Uckun himself

when he testified as to how he actually used DST in his practice. It attracted patients to PHC

with misleading information and must have raised false hopes among people struggling with

cancer. This conduct falls within the prohibition on conduct likely to deceive the public and the

prohibition on misleading advertising.

%66 T 2887.

%67 1. 2887. The Board edits this paragraph and quotes Dr. Weisenthal in more detail to more
completely capture his testimony.

%8 T, 2887.

%9 Findings 117 and 118 are taken verbatim from the ALJ’s memorandum at 100. The Board
believes that these statements are properly characterized as findings of fact and so adopts them.
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Clinical Laboratory Improvement Amendments (“CLIA”) Certification®”°

119. All laboratories providing clinical services for evaluation diagnosis or treatment
of humans are required to obtain CLIA certification.** In order to perform laboratory tests and
procedures under CLIA, a laboratory obtains certification in various areas of laboratory
practice.*’> CLIA certifies laboratories, not the tests conducted within laboratories.*”* The
laboratory must designate a “director” and a *supervisor,” each of whom must have certain
educational and experience qualifications, as required by statute, that are set out in the Code of
Federal Regulations for each area of laboratory practice.®”* From the time of its initial
certification, Dr. Uckun has been the director of the laboratory conducting DST at Parker Hughes
Clinics.>”

120. Prior to the hearing, Dr. Uckun argued that the drug sensitivity test that he was
using at PHC, had been CLIA approved, as follows:

f “PHC did perform testing which is CLIA approved.”3’®

f “CLIA approved tests can be considered by physicians in making
treatment decisions.*”’

f “Importantly, Dr. Uckun developed the drug sensitivity/resistance assay,
he obtained CLIA certification for it, and he is directly involved in
interpretation of the test results.”*"®

870 The Board has deleted a part of this heading from the ALJ’s report that is not germane to its
findings and it has spelled out what the acronym “CLIA” represents. In addition, the Board has
deleted ALJ Findings of Fact 118-136 because they are not germane to its ultimate conclusions.
1 42 U.S.C. 263a.(a) (2000); T. 1532.

372 42 U.S.C. 263a.(b) (2000).

373 T, 1535, 1819-20.

% 42 C.F.R. § 493.1443-49.
375 Ex. 1073.

$7° Ex. 1068, p. 16.

77 Ex. 1068, p. 43.

378 Ex. 1068, p. 128.
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f PHC’s DST was “done in compliance with CLIA,” was “done with
regulatory approval,” and was “an inhouse medical laboratory test,
deemed to be in compliance with the requirements of CLIA by the
Minnesota Department of Health.”*"

121. At the hearing, Dr. Uckun acknowledged that CLIA certifies laboratories rather
than tests. He maintained, however, that it was accurate to say that “the testing is certified with
CLIA because it’'s being done according to the CLIA compliant conditions, and that is
determined by the fact that the laboratory is certified by CLIA.”*¥* He maintains that it is
common to refer to tests as “CLIA certified” even though that is not the “exact correct
verbiage.”

NONCOOPERATION
Drug Sensitivity Testing®®

122. During the investigative process, the conference with the CRC, the hearing before

the Board, and in the contested case proceeding, Dr. Uckun made conflicting and inconsistent

statements about the circumstances under which he used DST, as follows:

f During his August 23, 2005, conference with the CRC, Dr. Uckun stated
that, with DST, “[y]Jou learn a lot about cancer and you apply that
knowledge in the future as part of the knowledge that you understand
cancer, but it was not a treatment decision as something that you based
your treatment decisions on.”%%

379 T_1813-19 (discussing pp. 34, 35, 56, 64, 120, and 128 of Ex. 1068).

%80 T 4308-009.

381 Id

%82 Consistent with Doe, 435 N.W.2d at 50-51, the Board has excluded ALJ Findings of Fact
137-65, 168-206, 221-24, and 227-41. The Board has retained many of the ALJ’s Findings of
Fact because it believes that they are necessary for a full understanding of the remaining issues in
the case: misleading advertising and deceptive conduct concerning the use of DST and
non-cooperation with the Board.

%83 T, 1805-06 (discussing page 64 of Ex. 1028) (emphasis added).
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f In his December 22, 2005, written response to the CRC’s petition for
temporary suspension, Dr. Uckun stated that he “has never based his
treatment decisions on the drug sensitivity/resistance test.”%%*

f In that same written response, Dr. Uckun stated, “The test is considered
when there is no known standard therapy.”*®

f In that same written response, Dr. Uckun also claimed that “no form of
resistance testing has been ordered by Dr. Uckun, or performed at PHC,
for more than one year” and that “Dr. Uckun has not ordered drug
sensitivity/resistance testing in 2005.738°

123. During the discovery process and the hearing, Dr. Uckun changed his positions,
including the following:

f During his deposition, Dr. Uckun testified that the use of DST is not only
appropriate when there is no known standard therapy but also when a
physician is trying to choose between multiple possible therapies.*®’

f Also during his deposition, Dr. Uckun changed his position to reflect that
he had based treatment decisions on the results of DST.>®®

f During the hearing, Dr. Uckun admitted that he did order DST on at least
one occasion in 2005.%%° The DST order was dated and signed by
Dr. Uckun in August of 2005 -- the same month of his conference with the
CRC and only three months before he submitted to the Board his written
response to the petition for temporary suspension.

f During the hearing, Dr. Uckun stated that it was “clearly” not his position
that DST is only appropriate when other standard treatments have
failed.*”

124. At the temporary suspension hearing Dr. Uckun stated he was using DST for
resistance testing:

IVST testing was not done and, therefore, there was no information about VST
testing.... It’s drug resistance testing...That was drug resistance testing. It is a

%84 T 1816 (discussing page 56 of Ex. 1068) (emphasis added).

%85 T 1815 (discussing page 50 of Ex. 1068) (emphasis added).

%86 T, 1815 (discussing pages 29 and 50 of Ex. 1068) (emphasis added).

%87 T, 1824-25 (discussing pages 82, 88, 10-06, 108, 541, 558 of Ex. 1037).
%88 Ex. 1037, pp. 475-76.

9T, 1821-22.

30T, 4230.
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death assay. It is a cell death assay...That’s the only kind of testing that we have
ever done.*"

At the hearing Dr. Uckun testified that he had said that he was using DST only for drug
rejection.%
Antibiotics
KB’s parenteral antibiotic prescriptions

125. KB was a young adult with B-cell precursor acute lymphoblastic leukemia
(“ALL”) who was referred to PHC for experimental therapy after failure of an allogenic bone
marrow transplant.>** KB was treated by PHC physicians from 8/26/02 until 11/16/02, when he
died in the intensive care unit at Fairview University Medical Center (“FUMC”).** Dr. Uckun
prescribed parenteral antibiotics for KB almost continuously from 8/26/02 through 10/11/02.%%°
KB was on a “drug holiday” from 10/12/02 through 10/27/02.3®  Thereafter, Dr. Uckun
prescribed parenteral antibiotics to KB on several occasions.’®” KB’s medical records show that
Dr. Uckun ordered that IV antibiotics be administered to KB on multiple occasions, including the
following:

a. Vancomycin on September 3, 4, 5, 6, 7, 8, 9, 14, 15, 17, 18, 19, 20, 27, 28, 29, 30,
October 1, 2, 3, 4,5, 6, 7,9, 10, 11, November 13, 14, and 15, 2002.3°®

31 Ex. 1072 at 39:12-40:9, 40:17-41:13.

%92 T 1796-97, 3431 (admitting that he stated during his November 2003 interview, “What we
are really testing is drug resistance and then we determine which drugs the cancer cells are not
resistant to.”).

3% Ex. 1020 & Ex. 1020, pp. 30237, 30237A & 30238. This Finding is ALJ Finding of Fact
No. 166 and it provides necessary background on KB.

9 Ex. 1020 & Ex. 1019, pp. 31507-88.

39 Ex. 1020; see also Ex. 1035; Ex. 1036, pp. 32113-16; T. 566.

39 Ex. 1020; see also Ex. 1035; Ex. 1036, pp. 32113-16; T. 566.

97 Ex. 1020; see also Ex. 1035; Ex. 1036, pp. 32113-16; T. 566.

%98 Ex. 1018, p. 31042; Ex. 1020, pp. 30150-51, 30156, 30158, 30166, 30172-73, 30178, 30791,
30799, 30806.
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b. Rocephin (Ceftriaxone) on August 26, 28, 29, 30, 31, September 1, 2, 3, 4,5, 6, 7,
8,9, 15, 17, 18, 19, 20, 27, 28, 29, 30, October 1, 2, 3, 4,5, 6, 7, 8, 9, 10, 11,
November 1, 13, 14 and 15, 2002.%%°

c. Tobramycin on September 3, 4, 5, 6, 7, 8, 9, and 10, 2002.*°

126. Dr. Uckun’s entries in KB’s medical records indicate that the aforementioned
IV antibiotic prescriptions were for prophylaxis rather than for treatment of a suspected or
confirmed infection for the following reasons:**

a. There are only three entries, dated 8/26/02, 8/28/02 and 9/27/02, that specifically
document Dr. Uckun’s rationale for any of KB’s IV antibiotic prescriptions, and
all state that the antibiotics were prescribed for prophylaxis.*®

b. Although numerous other progress notes and record entries document
Dr. Uckun’s IV antibiotic orders for KB, none provide an explanation as to why
they were ordered. There are no entries in KB’s PHC record corresponding to the
aforementioned orders stating that Dr. Uckun suspected KB had an infection or
that he ordered IV antibiotics to treat a suspected infection.*%®

C. No fevers were ever recorded the entire time KB was under the care of PHC.*%

d. The records contain no documentation showing that cultures to determine the
presence of an infection or to isolate the causative organism(s) were ever
performed at PHC.*® Such cultures would be expected if a physician suspected
infection.*%°

127. At the August 23, 24 and 25, 2005 conference, Dr.Uckun denied having

prescribed 1V antibiotics for KB for the purpose of prophylaxis.“®® Rather, Dr. Uckun stated that

%99 Ex. 1018, p. 31042; Ex. 1020, pp. 30136, 30144, 30150, 30158, 30166, 30172, 30173, 30178,
30184, 30190, 30745, 30791, 30799, 30806.

400 Ex 1020, pp. 30150-51, 30158.

1 This Finding of Fact embodies ALJ Finding of Fact No. 167.

%02 Ex. 1020, pp. 30006-08, 30031; Ex. 1025, p. 32077.

403 Ex. 1020; Ex. 1025, p. 32077.

104 Ex. 1020; Ex. 1025, p. 32077.

195 Ex. 1020; Ex. 1025, p. 32077.

16 Ex. 1025, p. 32077.

7 See Exs. 1028, 1028-A.

198 See Ex. 1028, pp. 172-83. This paragraph incorporates ALJ Finding of Fact 245.
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he prescribed 1V antibiotics for KB to treat suspected sepsis.’”® As support, Dr. Uckun cited the
NCCN Guidelines for the proposition that “a patient with neutropenia and signs of infection
without fever should be considered to have an active infection with concomitant administration
of corticosteroids” and claimed that because KB was on Decadron, an infection-related fever
d.410

would have been maske

128. Dr. Uckun’s representations at the conference that his 1V antibiotic prescriptions

for KB were for treatment, rather than for prophylaxis, are not credible for the following

reasons:**

f Dr. Uckun stated in three separate entries in KB’s record that his IV
antibiotic prescriptions were for prophylaxis.*?
f Although no reason for Dr. Uckun’s other 1V antibiotic orders is stated in

KB’s record, no corresponding entries indicate that Dr. Uckun suspected
sepsis in KB.*?

f Contrary to Dr. Uckun’s claim at the conference that KB “just didn’t look
right,” multiple entries in progress notes signed by Dr. Uckun state that
“the patient looks comfortable.”***

409 Ex. 1028, p. 174.

410 Id

“ The Board believes that the evidence supports a finding that these statements of Dr. Uckun’s
at the conference were misleading.

12 Ex. 1020, pp. 30006-07, 30031.

13 See, e.g., Ex. 1020, pp. 30013, 30018, 30027-28, 30045, 30047, 30049, 30051, 30150, 30166,
30178-79, 30184 (record entries for August 30, September 4, 9, 23 and 25, October 4, 8, 9, 10
and 11 and November 1, 2002). The only information in KB’s record that supports the inference
that Dr. Uckun prescribed 1V antibiotics to treat a suspected infection, rather than for
prophylaxis, pertains to an episode of abdominal and back pain, nausea and vomiting noted in
KB’s record on 9/10/02, which resulted in KB’s hospitalization and Dr. Uckun’s admission
orders for IV Vancomycin, Tequin, Rocephin and Flagyl, Ex. 1020, p.30084; Ex. 1018,
pp. 31040, 31042; one reference to a “new onset of cough” noted in Dr. Uckun’s 9/16/02
progress note, Ex. 1020, p. 30019, and an episode of periorbital cellulitis first noted on 9/22/02
and last noted on 9/27/02. Ex. 1018, p. 31238; Ex. 1020, p. 30031; T. 627-28. These discrete
episodes do not explain the subsequent weeks of 1V antibiotics.

44 Ex. 1020, pp. 30005, 30009, 30011, 30016, 30022, 30025, 30027, 30029, 30032, 30034,
30036, 30038, 30040, 30042, 30044, 30046 (visits dated August 26, 29 and 30, September 6, 19,
24, 25, 26 and 30 and October 1, 2, 3, 4, 7, 8 and 9, 2002).
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f No blood cultures were ever drawn at PHC.**® Blood cultures would be
required if a physician suspected a serious infection in a neutropenic
patient.**®
129. In Dr. Uckun view, he used the word prophylaxis in the medical records to refer
to the use of an IV antibiotic in the absence of a positive blood culture with the goal to prevent
infection.*!’
Dr. Uckun’s role in KB’s care

130. Dr. Steckelberg asked Dr.Uckun how many times he initiated a diagnostic
evaluation for infection on KB, such as blood cultures.**® Dr. Uckun first contended that KB did
have blood cultures drawn but that he could not give a number off hand,**° then suggested that
blood cultures might not have been effective anyway, noting that in autopsy results “you can

have . . . infections . . . in the absence of a blood culture,”*?°

and finally, after agreeing with
Dr. Steckelberg that it would be appropriate in a severely neutropenic, high risk patient with
suspected sepsis and DIC to perform aggressive culturing to find the etiology,*** stated that KB
was under the care of another PHC physician, Dr. SS, and that he was only a “consultant on the

Case.”422

15 Ex. 1020; Ex. 1036, p. 32111. The only cultures that were ever performed while KB was
under the care of PHC were at United Hospital on September 10 and 11, 2002, and at FUMC on
November 16, 2002. Ex. 1018, pp. 31161-62; Ex. 1019, pp. 31575-77.

46 Ex. 1025, p. 32077; Ex. 1180, pp. 75-76.

7T, 1402.

8 See Ex. 1028, p. 178.

19 See Ex. 1028, pp. 178-79.

420 Ex. 1028; tr. 179 (conference tape).

2L Ex. 1028, tr. pp. 179-80.

422 Ex. 1028, p. 180.
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131. Dr. Uckun’s claim that he was only a “consultant” in KB’s case was false for the

following reasons:*?®

a. KB was specifically referred to Dr. Uckun for experimental therapy by a
physician in another state.***

b. KB’s record evidences Dr. Uckun’s extensive involvement in KB’s care. From
8/26/02 through 10/11/02, KB received IV antibiotics every day but one.
Dr. Uckun ordered all antibiotics for KB during this time except for one, one-time
antibiotic order bym, M.D., another PHC physician. During this same
period of time, KB had 27 clinic visits documented by a physician progress note.
For these 27 visits, Dr.Uckun co-signed 19 progress notes with Dr. SS;
Dr. Uckun alone signed the remaining eight progress notes. On several dates
when progress notes were co-signed by Dr. SS and Dr. Uckun, there are explicit
statements that KB received antibiotics “as advised by,” “as directed by” or “as
per schedule and protocol laid out by” Dr. Uckun.*®

C. Three separate record entries by Dr. AS, who cared for KB at United Hospital,
describe Dr. Uckun as KB’s “primary care physician.”**®

d. Dr. Uckun’s own expert witnesses did not believe that he was a “consultant” in
KB’s case.*” Dr. Trigg referred to Dr. Uckun as “the attending physician” in the
section of his affidavit addressing Dr. Uckun’s failure to follow Dr. Kravitz’s
recommendation to treat KB’s VRE bacteremia.*?® Likewise, Dr. Reaman stated
in his affidavit that Dr. Uckun was “the attending physician of record” in KB’s
case.*”® When asked whether, based on his review of KB’s records, he believed
Dr. Uckun was a “consultant” on KB’s case, Dr. Maki stated he did not believe
Dr. Uckun was a “consultant” and instead believed KB came to PHC to see Dr.

Uckun.*°

%23 The Board believes that the evidence in the record supports a finding that this conference
testimony was false.

424 Ex. 1020, pp. 30237, 30237A & 30238.

425 See Ex. 1020, pp. 30017, 30023, 30028, 30045, 30047, 30049, 30051 (progress notes for
September 6, 19 and 25 and October 8, 9, 10 and 11, 2002); Ex 1035; Ex. 1036, pp. 32113-116.
426 Ex. 1018, pp. 31106, 31111, 31113.

42" The Board believes that the evidence shows that these experts did not believe that Dr. Uckun
was a consultant.

428 Ex. 2260, p. 8575 (Allegation H).

29 Ex. 2274, p. 8618.

430 Ex. 1180, pp. 162-63.
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Antibiotic prescriptions

132. In response to a request for admissions by the CRC in discovery in this

1431

proceeding, Dr. Uckun set out his definition of the term “prophylactic. On page 4 of

Respondent’s Responses to the Complaint Review Committee’s Request for Admissions and
Integrated Interrogatory (Set 2), Dr. Uckun wrote:

In the medical records that are the subject of this Investigation, “prophylactic”
refers to the use of an IV antibiotic in the absence of a positive blood culture with
the goal to prevent deadly infection.**

Dr. Uckun admitted having ordered prophylactic parenteral antibiotics for PHC adult leukemia

patients, but conditioned his response to the CRC’s request for this admission on the use of his

definition of “prophylactic.”**

133. At the hearing in this matter, Dr.Uckun stated that the terms the terms
“prophylactic” and “empiric” are interchangeable if the patient is on steroids. Dr. Uckun
testified:

[. . .] You have a patient who, if infected, may die from that infection.
And how likely is that? The likelihood that a patient like KB or KW with very
low counts at any point in time, if you just look at any point in time, have an
infection, would be about 40 percent to 50 percent. If it is long-lasting low
counts, like KB had, then that goes up to 80 to 100 percent. So at some point in
time, that patient will have an infection and that infection kills the patient with a
40 to 80 percent likelihood. So we are talking about a very high risk to lose the
patient. So going back to the fever matter and Decadron matter. So if you have a
medication like Decadron, these patients were on, then if you have Decadron and
you won't have fever. So that means that you can't really rely on fever as an
alarming early sign of infection. So, therefore, now the question is, how do you
call it, how do you call a situation whereby you give antibiotics to the patient, you
are worried about the patient because of the very high vulnerability and, on and
off, not always, on and off, those patients will have signs of infection that you
worry about.

31 The Board has omitted ALJ Findings of Fact 250-251 as they are not germane to the issues in
this Order.

32 See Ex. 1070, p. 4.

433 Ex. 1070, p. 16.
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KW at the beginning didn't have any signs, but at United Hospital did
have signs. And then it came out, did not have signs, and then a couple of days
later had signs again. So how do you call that therapy? Well, it is certainly not
treatment of an infection because you are not treating an infection, you are
treating something that you think could kill the patient. So you could call it
empiric, some people call prophylactic empiric, some people call it preemptive.
We at Parker Hughes have called it prophylactic.

And prophylactic to me means anything that | don't do for treatment of an
infection and prophylactically in a cancer patient, neutropenic patient,
prophylactic antibiotics to me is what I do to prevent a deadly infection.***

134. According to both Dr. Kravitz and Dr. Steckelberg, the terms “prophylactic” and
“empiric” in the context of antibiotic use are quite straightforward. “Prophylactic” antibiotics
are used to prevent an infection and “empiric” antibiotics are used when a physician has a high
435

index of suspicion of an infection prior to confirming the infection microbiologically.

135. While the record contains some evidence of the overlap of the terminologies

“prophylactic” and “empiric” in specific situations, Dr. Uckun’s arqument that the terms are

more or less interchangeable attempts to exonerate his treatment decisions.**®

Patient KB and the rational for not treating KB’s VRE bacteremia*®’

136. Dr. Uckun admitted KB to United Hospital on September 10, 2002.**® Dr. Uckun

signed the admission history and physical.**

4% T.3012-14.

4% T 297-99, 554-56, 572; see also T. 553, 750.

4% T 3934-36, 3573, 3784-85. This additional finding is taken from ALJ Findings of Fact
195-96 and the ALJ Memorandum at 103. The Board believes that the record supports replacing
the words “seems designed” with “attempts” and has made this additional change to the ALJ’s
language.

7 The Board has modified this heading as it has moved the ALJ’s findings of fact concerning
the background of patient KB to this section.

3BT 3112.

39 Ex. 1018, pp. 31097-99; T. 375, 3112. The Board modified ALJ Finding of Fact 207 to avoid
repetition and to provide the necessary background for the Board’s discussion of
non-cooperation in this area.

60



137. Dr. Uckun’s admission note indicates that KB was admitted due to ALL,

neutropenia, thrombocytopenia, ileus, nausea and vomiting and was presumed to have

typhylitis.**® KB was on Flagyl, Vancomycin and Rocephin at the time of his admission.**

2

Dr. Uckun also ordered Tequin,**? another antibiotic, and ordered that blood cultures be

drawn.**® Dr. Uckun ordered blood cultures to rule out a blood stream infection (“BSI”) with

organisms that cause typhylitis.*** It was ultimately determined by Dr. Uckun that KB did not
have typhylitis, but that the morphine he was on was causing constipation and, hence, the pain.**
138. A nurse’s note in KB’s United Hospital record shows that on September 11, 2002,

at 1:30 p.m., Dr. Uckun was notified that KB had a positive blood culture.**®

In response,
Dr. Uckun ordered another blood culture.**’ Over the course of KB’s hospitalization, four blood
cultures were drawn.**® The first culture was drawn through the blue port of KB’s PICC**®
line.**® The second culture was drawn through the red port of the PICC line.*** The third culture

452

was drawn percutaneously. All four cultures were positive for Vancomycin-resistant

Enterococcus (VRE).*

40 Ex. 1018, pp. 31097-99. This Finding of Fact embodies ALJ Finding of Fact No. 208. The
Board’s Findings of Fact Nos. 138 to 149 incorporate ALJ Findings of Fact Nos. 209-20.
1 Ex. 1018, p. 31098.

“2 Ex. 1018, p. 31042.

443 Ex. 1018, pp. 31043, 31097.

444 T.3114. This modification spells out BSI.

45T, 3115; Ex. 1018, pp. 31097-99.

446 Ex. 1018, p. 31121, T. 638.

7 Ex. 1018, p. 31121; T. 638.

448 Ex. 1018, pp. 31303-04.

449 «p|CC” stands for “peripherally inserted central venous catheter.” T. 396.

40 Ex. 1018, p. 31303; T. 394.

1 Ex. 1018, p. 31303; T. 398.

2 Ex. 1018, p. 31303, T. 399.

%3 Ex. 1018, pp. 31303-04.
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139. Enterococci are a type of bacteria frequently found in the gastrointestinal tract, as
well as some other areas.”®* Enterococci are inherently resistant to most antibiotics, with the

exception of antibiotics in the penicillin family and Vancomycin.**®

Vancomycin-resistant
Enterococci are enterococci which have become resistant to Vancomycin.*® The options for
treatment of VRE are limited.**" In fact, at the time of KB’s hospitalization, there were only two
FDA-approved drugs to treat VRE.*® According to Dr. Kravitz and Dr. Steckelberg, bacteremia,
which means a bloodstream infection, with VRE has a very substantial mortality rate, especially
in the setting of neutropenia.**® An article co-authored by Dr. Uckun’s infectious disease expert
states that in neutropenic patients, VRE bacteremia “may be associated with a mortality rate of
over 70%."4°

140. KB was severely neutropenic while at United Hospital, and Dr. Kravitz’
consultation note dated September 13, 2002, following the blood culture results, showed that
KB had no fever and no symptoms of bacteremia (or infection in the blood) at all.*** However,
KB had VRE bacteremia at the time of his September 2002 hospitalization at United.*®?

141.  Dr. Uckun signed over KB’s inpatient care to Dr. AS, a PHC internal medicine

physician,*®® on September 12, 2002.* As of that date, Dr. AS knew that KB had positive blood

4 T, 551-52.

5T 552,

456 Id

7 T, 559,

“8 T 660-61.

9 T 292, 386, 392-93, 495, 651, 663.
80 Ex. 1039, p. 114; T. 512, 559.

%61 Ex. 1018, pp. 31101-02.

482 T 398, 400, 658-59; Ex. 1180, pp. 86, 67.
13T 1414,

484 Ex. 1018, p. 31053.
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cultures but did not yet have the final drug sensitivity results.*® In a subsequent discussion that
Dr. AS had with Dr. Uckun, Dr. Uckun recommended that KB be discharged on September 12,
2002, to continue 1V antibiotics on an outpatient basis.*®® However, KB was not discharged on
September 12, 2002.%¢”

142.  As part of his duties with the Antibiotic Advisory Service, Dr. Kravitz is notified
of any positive blood cultures.*® Dr. Kravitz was notified on September 13, 2002, of KB’s
VRE-positive status.*®® The laboratory also called the floor on which KB was hospitalized to
alert the staff of KB’s VRE positive status because patients with VRE are placed in a special
type of isolation precautions. Anybody who comes into the patient’s room has to put on a gown
and gloves and the room is marked “resistant organisms” for caution.*

143.  Dr. Kravitz reviewed the antibiotics KB was receiving and noticed that none were
active against the organism VRE.*’* Accordingly, Dr. Kravitz left a note on KB’s chart and
because he thought the VRE was a particularly potentially serious problem, he contacted Dr. AS
as well.*"2

144. Dr. Kravitz asked Dr. AS whether he was aware that KB had VRE, told him it
was a relatively complex matter, and told him that it would be advisable to obtain a formal

infectious disease consultation because Dr. Kravitz was going to use medications that were new

at the time and most people were not very familiar with them.*”® Dr. Uckun had not requested

465 Ex. 1018, p. 31110.

466 Ex. 1018, p. 31111.

“®7 See Ex. 1018, p. 31112.

08 T 376,

489 T, 376; see also Ex. 1018, p. 31054.
40 T 378, 391.

T 377.

42T 378,

48 T,378-79.
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Dr. Kravitz to conduct an infectious disease consultation.*”* A September 13, 2002, progress
note by Dr. AS reflects his awareness of KB’s positive VRE status and his plan to get the
infectious disease consultation.*”

145. The consultation took place on September 13, 2002.*® As part of the
consultation, Dr. Kravitz reviewed the records, took a history from the patient, performed a
physical, and reviewed available laboratory information.*’” Dr. Kravitz left a written note on the

“78 and dictated a more thorough note as well.*”® Dr. Kravitz’s handwritten and typewritten

chart,
reports show that he was aware of three positive cultures for VRE at the time of the
consultation.*®°

146. Dr. Kravitz made a number of recommendations, including discontinuing the
antibiotics KB was on, treating KB with an antibiotic called Linezolid, 600 milligrams
intravenously every 12 hours for approximately 14 days, and removing KB’s PICC line and
replacing the line under fluoroscopy in the X-ray department about 48 hours later after the
bacteria had cleared from KB’s bloodstream.*®*

147. At the time of KB’s hospitalization, there was only one drug, aside from

Linezolid, that was FDA approved for the treatment of VRE.**® That drug was Synercid.*®

Dr. Kravitz considered using Synercid instead of Linezolid, but decided against it because

4T 440-41.

5 Ex. 1018, p. 31112; see also T. 379.

476 Ex. 1018, pp. 31101-03, 31115.

7T, 3709.

478 Ex. 1018, p. 31115.

419 Ex. 1018, p. 31101-03; T. 379-80.

“80 T 381, 390; Ex. 1018, pp. 31101, 31115.

%81 T.383; Ex. 1018, pp. 31101-03, 31115. VRE involving a PICC line is notoriously difficult to
eradicate. T.650. Dr. Kravitz recommended removing the PICC line because studies have
shown that VRE bacteremia is hard to get rid of if a PICC line remains in place. T. 405.

82 T 406, 660-61; see also T. 408-09.

83 T 406, 660-61.
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Synercid causes severe achiness in the muscles and joints of a large percentage of patients and it

causes severe irritation of the veins.*®*

Upon examining KB, Dr. Kravitz did not think his
peripheral veins would support Synercid therapy.”®®> Dr. Kravitz also considered the fact that
Linezolid can be taken orally and thought KB might be able to switch from the 1V to the oral
form of Linezolid.*®

148. Dr. AS told Dr. Kravitz that his recommendations sounded like a good plan, but
that he would have to check with Dr. Uckun.*®" Based on his discussion with Dr. AS,
Dr. Kravitz was under the impression that his recommendations would be followed.**® However,
when he checked back on the ward a few hours later, KB was no longer there.*® The nurses
informed Dr. Kravitz that KB had been discharged from the hospital without removal of his
PICC line.**

149. KB’s United Hospital, PHC and FUMC records show that after Dr. Kravitz’s

infectious disease consultation, the following occurred:

a. Dr. AS initially agreed with Dr. Kravitz’s recommendations,*** and an initial dose
of Linezolid was administered intravenously at noon on September 13, 2002.%

b. Dr. AS had a subsequent conversation with Dr. Uckun on September 13, 2002, in
which Dr. Uckun acknowledged that he was aware of KB’s VRE status and
recommended that KB could be discharged to PHC if he remained afebrile that
day.**® In this conversation, Dr. Uckun informed Dr. AS that he intended to

“84 T 406, 661; Ex. 1180, pp. 76-77.
8 T 406.
8 T 407.
“87 T, 387.

488 T 414,
489 |d

490 Id

91 Ex. 1018, p. 31056.
492 Ex. 1018, p. 31075.
93 Ex. 1018, p. 31113.
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150.

continue KB on Linezolid through home health.*** Dr. AS memorialized the
conversation in an addendum to his September 13, 2002, progress note.**

Dr. AS’s discharge summary for KB indicates that following Dr. Kravitz’s
infectious disease consultation, Dr. AS discussed KB’s care with Dr. Uckun who
was aware of KB’s positive VRE blood cultures and believed that KB could
continue antibiotics on an outpatient basis.**® The final instructions in the
discharge summary include “Linezolid 600 mg IV q.12h. to be administered
through home health.”**’

Following his discharge from the hospital on September 13, 2002, KB went
directly to PHC where he was seen by Dr. Uckun.**® A nurse’s progress note
from this appointment states: “Dr. Uckun examined pt. Was notified that pt is
VRE (+) blood/ VRE precautions in place.”*%

KB received further care at PHC through November 15, 2006, when he was
admitted to FUMC and died there the following day.>® During this time period,
Dr. Uckun did not treat KB for VRE bacteremia and performed no further blood
cultures on KB to monitor whether the VRE bacteremia was still present.”®*

There is no explanation in KB’s PHC record why KB’s VRE bacteremia was not
treated or why further cultures to monitor the infection were not performed.”® In
fact, after the nurse’s progress note from KB’s September 13, 2002,
appointment,® there is no further mention of VRE in the KB’s PHC records.>®*

Two blood cultures drawn at FUMC on November 16, 2002, the day of KB’s
death, show that KB still had VRE bacteremia.*®

With regard to the prescription of Linezolid, Dr. Uckun testified that he was

familiar in 2002 with its side effects, and in particular its myelosuppressive effect>*®® On

494 Id
495 Id

4% Ex. 1018, p. 31106.
“T Ex. 1018, p. 31106.
498 Ex. 1020, p. 30085.
499 Ex. 1020, p. 30085.
%00 Exs. 1019, 1020.

01 Ex. 1020.
%02 Ex. 1020.

%03 Ex. 1020, p. 30085.

%04 Ex. 1020.

%05 Ex. 1019, pp. 31575-77; T. 435, 663; Ex. 1180, pp. 85-87.
506 T 3127-28, 3913.
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September 13, 2002, KB’s immune system was very weak. He had a neutrophil count ranging
from 0 to 200, with a normal count being 3,000.°°” Dr. Uckun believed that if KB was placed on
Linezolid, the effects of the drug could have caused myelosuppression problems on day one
placing KB at further risk of dying.®® The myelosuppression in Linezolid is so extreme that it is
recommended that patients receiving the drug should get their blood counts checked weekly.>®
151. Dr. Uckun understood that Dr. Kravitz’s recommendation to remove the PICC
line and replace it with another was related to the blood cultures being positive with VRE.>*
Dr. Uckun did not believe KB had a VRE bacteremia because he had no signs or symptoms of
VRE at all.>** Dr.Uckun discharged KB from United Hospital without treatment for his
VRE positive blood cultures because KB was having no signs or symptoms of infection, and
because his abdominal examination was normal.>*?

152. In the investigation and the temporary suspension proceeding, Dr. Uckun gave

numerous reasons why he did not treat KB’s VRE bacteremia:

a. During an interview with Investigator Earl Fleck on November 25, 2003,
Dr. Uckun stated that he did not treat KB’s VRE for several reasons, including the
following:

Q) Dr. Uckun stated that excruciating cramps and pain in the calf
muscles are among the side effects of Linezolid>*® He
subsequently went on to state, however, that the pain was not the
reason why he did not want KB on Linezolid, as KB was on
narcotic pain management.>**

2 Dr. Uckun stated that he was concerned about the
myelosuppressive effects of Linezolid, and the effect it could have

%07 Ex. 1020, p. 30013.
S8 T 3127.

09T 3622.

101 3120.

°11 T, 3335-36.

%12 1.3630, 3368.

13 Ex. 1071, p. 416.

>4 Ex. 1071, pp. 416-17.
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on KB’s count recovery.”®® In support of this argument, Dr. Uckun
cited numerous articles, including at least two that post-dated his
care of KB.>®

3 Dr. Uckun stated that using Linezolid in someone who did not
need it could generate a VRE that is Linezolid resistant, and that
this would have serious national security implications.>*’

b. At the conference with the CRC on August 23, 2005, Dr. Uckun stated that
Dr. Kravitz’s recommendation to treat KB’s VRE was “not a sound
recommendation” and gave a number of reasons why he did not follow the
recommendation. The reasons included the following:

(1) KB was at high risk of developing a fatal infection with a highly
aggressive antigen, such as strep or Pseudomonas, and Dr. Uckun
believed it was not in the best interests of the patient to introduce
antibiotics which could slow down KB’s bone marrow recovery;>*®

(2)  The sensitivity of the VRE was not determined;**
(3) KB was asymptomatic;>*°

(4)  When Dr. Uckun was at the University of Minnesota two of his
patients developed excruciating pain on Linezolid while it was in
clinical trials;*?* and

(5)  Dr. Kravitz wanted to keep KB in the hospital for 14 days.>??

C. In documents he supplied to his own expert witnesses,”** Dr. Uckun offered the
following:

(@) Dr. Uckun did not want to introduce new antibiotics that could
slow down KB’s bone marrow recovery;>?*

2 The Linezolid sensitivity of the VRE was not determined yet;*?

15 Ex. 1071, p. 418.
16 Ex. 1071, pp. 418-19.
ST 420-21.
18 Ex. 1028, p. 212.
519
Id.
520 Id
2L Ex. 1028, p. 213.
522 |d
%23 See Ex. 1180, p. 48 & Ex. 4; Ex. 1172, p. 3154; Ex. 2260, p. 8572.
%24 Ex. 1180, p. 48 & EX. 4, p. 5468; accord Ex. 1136, p. 3385.
2 Ex. 1180, p. 48 & Ex. 4, p. 5468; accord Ex. 1136, p. 3385.
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) Linezolid was not started in order to avoid Linezolid’s well known
hematologic toxicity; %

4) KB was concerned about the musculoskeletal pain syndrome
Dr. Uckun had described to him, also noting that “[s]everal VRE+
AML patients at the University of Minnesota had developed

excruciating pain;”*’

(5) KB had no evidence of sepsis;*?® and

(6) Dr. Kravitz wanted KB to stay in the hospital to get IV Linezolid
with no other antibiotics for 14 days.*?

d. In his Response in Opposition to Petition for Temporary Suspension, Dr. Uckun
again gave a multi-pronged rationale for not treating KB’s VRE bacteremia,
which included:

(1) KB was not symptomatic from the VRE;**

(2) Dr. Uckun did not want to introduce new antibiotics that could

slow down KB’s bone marrow recovery;>*!

(3)  The Linezolid sensitivity of the VRE was not determined yet;**

4 KB was concerned about the musculoskeletal pain syndrome
Dr. Uckun described to him, also noting that *“[s]everal
VRE+ AML patients at the University of Minnesota had developed
excruciating pain;”*

5) Dr. Kravitz wanted KB to stay in the hospital to get IV Linezolid
with no other antibiotics for 14 days.>*

526 EX.
527 Ex.
528 EX.
529 EX.
530 Ex.

531 Id
532 Id

533 Ex.
534 Ex.

1180, p. 48 & Ex. 4, p. 5468; accord Ex. 1136, p. 3385.
1180, p. 48 & Ex. 4, p. 5468.

1180, p. 48 & Ex. 4, p. 5468; accord Ex. 1136, p. 3386.
1180, p. 48 & Ex. 4, p. 5468; accord Ex. 1136, p. 3386.
1068, p. 154.

1068, pp. 154-55.
1068, p. 155.
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In support of his argument in the Response, Dr.Uckun cited three articles about
Linezolid-induced myelosuppression and thrombocytopenia, two of which post-dated
Dr. Uckun’s care of KB, and two 2003 articles about Linezolid resistance.>®

153. At the hearing, Dr. Uckun raised two additional defenses to the allegation that he
had deviated from minimal standards of acceptable and prevailing medical practice by failing to
treat KB’s VRE bacteremia. First, Dr. Uckun suggested that the United Hospital test results

might have reflected a contaminant rather than a true bacteremia,®*®

implying that even a
peripheral draw may be contaminated by skin colonized with VRE.**” Second, Dr. Uckun
implied that he did not need to treat KB’s VRE bacteremia because there was a high likelihood
of spontaneous recovery.>®

154. The reasons advanced by Dr. Uckun for not treating KB’s VRE bacteremia are

not representative of his contemporaneous rationale:

a. There is no documentation in KB’s record supporting any part of Dr. Uckun’s
rationale.>*

b. Dr. Uckun’s primary defense to his failure to treat KB’s VRE bacteremia has been
his purported concern about the myelosuppressive effects of Linezolid, the drug
recommended by Dr. Kravitz to treat KB’s VRE bacteremia. However, the issue
in this case is not Dr. Uckun’s failure to use Linezolid but, rather, Dr. Uckun’s
failure to treat KB’s VRE bacteremia at all. Had Dr. Uckun been concerned about
the myelosuppressive effects of Linezolid,** he could have treated KB with

535 Id

>% The contamination defense first manifested itself after Dr. Maki testified that Dr. Uckun must
have thought the test results were from contamination, because it was “inconceivable” that if
Dr. Uckun thought it was a bacteremia, he wouldn’t have treated it. Ex. 1180, pp. 71-72.

37T, 3121-22, 3338-39.

>3 T, 3337, 3339-46.

°% The Board finds that KB’s medical record contains no explanation at all for Dr. Uckun’s
decision not to treat KB’s VRE.

> Myelosuppression is a known side effect of Linezolid. However, the myelosuppressive
effects of the drug rarely occur during the first 14 days of treatment, the total treatment time
recommended by Dr. Kravitz, and can be mitigated by careful monitoring. Ex. 1025, p. 32079;
Ex. 1041, pp. 2873-74.
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Synercid, the other FDA-approved drug to treat VRE bacteremia.>** There is no
evidence in KB’s medical record that Dr. Uckun ever considered this option.**?

Dr. Kravitz testified that because Linezolid was such a new drug with virtually no
known resistance, sensitivity cultures to Linezolid were not routinely done at
United Hospital in September 2002.°** Dr. Uckun—not Dr. Kravitz—ordered
KB’s blood cultures at United Hospital. Had Dr. Uckun been concerned about the
Linezolid sensitivity of KB’s VRE, he could have ordered sensitivity tests.”**

Musculoskeletal pain is not a side effect generally associated with Linezolid.>* It
is, however, a common side effect of Synercid.>*® The record suggests that
Dr. Uckun confused these two drugs.>*’

KB’s lack of symptoms from his VRE bacteremia may have been a result of KB’s
treatment with heavy doses of steroids.>*® As Dr. Kravitz testified, even though
VRE is relatively indolent and a patient on high doses of steroids may look “very,
very good,” the patient may, without warning, have a sudden drop in blood
pressure and die precipitously.>*®

Dr. Uckun’s statement that Dr. Kravitz wanted to keep KB in the hospital for
14 days is not supported by the record, which simply references Dr. Kravitz’s
recommendation for IV antibiotics for 14 days.®® Both Dr. Steckelberg and
Dr. Kravitz testified about Linezolid’s availability in oral form, and Dr. Kravitz
testified that he hoped to discharge KB on oral Linezolid after the problems with
his stomach cleared.> Moreover, KB was already on IV antibiotics as an
outpatient per Dr. Uckun’s orders, so a prescription for IV antibiotics would not
have precluded his discharge from the hospital.>*

> Although both Dr. Steckelberg and Dr. Kravitz believed that Linezolid was the preferred drug
to treat KB’s VRE because of Synercid’s serious side effects, T. 406, 661-62, Dr. Steckelberg

testified that

minimum standards of acceptable and prevailing practice would require

“appropriate antibiotic therapy” for VRE, not specifically therapy with Linezolid. T.659.
>¥2 Exs. 1018, 1020.

3T 461,

%4 Later tests at FUMC in fact showed that KB’s VRE was Linezolid-sensitive. Ex. 1019,

p. 31576.

>% Ex. 1041, pp. 2873-74; Ex. 1180, p. 159.
%6 Ex. 1180, pp. 76-77; T. 406, 661
*4" The Board believes that the record supports this inference.

S8 T 434,
549 Id

>0 Ex. 1018, p. 31115.
1T 406-07, 674.

%2 Ex. 1018.

September 13,

p. 31113.

Dr. AS wrote in an addendum and in his final discharge instructions dated
2002, that KB would continue IV Linezolid through home health. Ex. 1018,
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g. Neither of the two additional defenses that Dr. Uckun raised at the hearing seem
plausible or reflective of his actual contemporaneous thinking concerning
treatment.>™* First, there was little chance that KB’s VRE positive cultures were
the result of contamination. Dr. Steckelberg testified that the possibility that two
draws from a catheter and one peripheral draw could be a result of contamination
is “essentially nil.”>>* Dr. Maki also concluded that there was no doubt that KB
had a true bacteremia.®® Second, in claiming that VRE bacteremia has a high rate
of spontaneous recovery, Dr. Uckun downplayed substantial evidence that VRE
bacteremia in a neutropenic patient has a high mortality rate.>*®

155. Dr. Uckun’s_conference testimony suggested that his treatment decision was

influenced in part by improper personal considerations.”®’ He stated that he “didn’t appreciate”

Dr. Kravitz’s recommendations and that he and Dr. Kravitz “just did not get along.”**®

Dr. Uckun also mentioned “other matters” for not agreeing with Dr. Kravitz’s recommendations
that had to do with Dr. Kravitz’s wife’s employment with a competitor and Dr. Uckun’s belief

that Dr. Kravitz was “on his case” as a result.>*°

%3 The Board adds this topic sentence to show that additional arguments first raised at the
hearing on this matter, in the Board’s judgment, based upon the evidence in the record, are not
plausible or reflective of Dr. Uckun’s actual thinking when making this treatment decision.

>4 T, 659.

%% Ex. 1180, pp. 86-87.

>® T. Ex. 2044 at 1139; Ex. 2044; T. 386, 421; Ex. 1039 at 114; see also Ex. 1174 (prospective
study stating that bacteremia with VRE predicts a poor outcome and concluding that effective
antimicrobial therapy is associated with a significant improvement in survival). The Board adds
this finding to more accurately reflect the record on Dr. Uckun’s cooperation.

> This_addition clarifies the context in which these statements were made and reflects the
Board’s belief that personal considerations outlined in the record played a role in this treatment
decision.

%8 Ex. 1028, pp. 214-15. Dr. Kravitz testified that the only direct dealings he had with
Dr. Uckun were at a May 2002 meeting at PHC. T.505. However, Dr. Uckun’s testimony about
Dr. Kravitz and his references to Dr. Kravitz in a letter resigning his United Hospital privileges
make clear that Dr. Uckun resented Dr. Kravitz’s intervention in the care of hospitalized PHC
patients. See Ex. 2136, p. 7520; T. 440-41, 2938-40, 2951.

%9 Ex. 1028, pp. 215, 32242 (and conference audiotape). Dr. Uckun erroneously believed that
Dr. Kravitz’s wife was an oncologist with Minnesota Oncology Hematology, P.A. (“MOHPA?”).
Id.; see also T. 503-04, 4589. Dr. Uckun views MOHPA as his “main competitor” and
apparently suspects that MOHPA and the Board’s former president, who was also the president
of MOHPA, are driving this proceeding. See Ex. 1119, pp. 32869-72, Ex. 1125, pp. 2485, 2489,
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Use of Ceftriaxone

156. In his July 14, 2005 report, Dr. Steckelberg raised concerns about the widespread
use of Ceftriaxone (Rocephin) in neutropenic patients at PHC, indicating that even if the practice
of prescribing prophylactic parenteral antibiotics were acceptable, Dr. Uckun’s choice of
Ceftriaxone was not appropriate because of its lack of antipseudomonal coverage.>®
Dr. Steckelberg wrote:

[T]he gram negative spectrum of coverage in neutropenic hosts requires
active antipseudomonal drugs which ceftriaxone (preferred parenteral antibiotic
for outpatient use at Parker Hughes Clinic) does not possess. While a few
clinicians might occasionally use ceftriaxone in combination with amikacin for
the treatment of febrile neutropenic hosts who are very mildly ill, this is
suboptimal compared to other modern options for the empiric management of
established infections in neutropenic hosts. The chief advantage of ceftriaxone
would be its convenience for an outpatient 1V clinic administration rather than its
expected efficacy in the setting of neutropenia.>®*

157. At the August 23, 2005 conference, Dr. Steckelberg questioned Dr. Uckun about
his use of Ceftriaxone:

DR. STECKELBERG: [. . .] [Y]ou mentioned the pseudomonas was one of your
concerns in the gram-negative.

THE RESPONDENT: At that time, yes.
DR. STECKELBERG: The tobramycin, is that your optimum therapy --

THE RESPONDENT: At that time, we felt that we should have two -- two
antibiotics. So different doctors will use different things. | believe Dr. Shafiq --

DR. STECKELBERG: Which was your second antibiotic for pseudomonas?

THE RESPONDENT: We use ceftriaxone and tobramycin.

2498; Ex. 1128. Dr. Uckun held a press conference for Minnesota media at which he distributed
a letter implying that MOHPA is behind this disciplinary action. See Ex. 1119, pp. 32869-72;
T. 1881. Dr. Uckun sent his own expert witness information suggesting that this action is part of
a MOHPA effort to shut down his clinic. Ex. 1125, pp. 2485, 2489, 2498; Ex. 1128.

%60 Ex. 1024, pp. 32069-70.

561 |d
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DR. STECKELBERG: You were using ceftriaxone?

THE RESPONDENT: Ceftriaxone.

DR. STECKELBERG: Is that for the pseudomonas sepsis?

THE RESPONDENT: 1 use ceftriaxone and tobramycin combination, yes.

DR. STECKELBERG: Are you aware that ceftriaxone doesn’t have activity on
pseudomonas?

THE RESPONDENT: Ceftriaxone, the gram-negative organisms that we have,
do have a sensitivity profile that would suggest that they would be sensitive. |
have seen at the University ceftriaxone reacted to pseudomonas species. In
pediatric patients, a single agent of ceftriaxone has been used in septic workup for
that very reason. Most people go to ceftazidime and in other gram-negative
organisms, ceftazidime is not being as active as cefotaxime has been in e coli and
klebsiella. So at the University most of the antibiotic usage has been other

“inaudible” antibiotics or Cipro.

158.

562

Ceftriaxone does not provide clinical activity against Pseudomonas, and is

inappropriate for the empiric treatment (or prevention) of suspected infection due to

Pseudomonas species, including neutropenic febrile episodes.>®

159.

In his Response to the temporary suspension petition, Dr. Uckun did not

concede that he had been wrong at the conference when he contended that Ceftriaxone covered

Pseudomonas. Instead, he made the following responses:

a.

Dr. Uckun stated that his use of Ceftriaxone was appropriate because it synergizes
with aminoglycosides and, in support of this argument, represented that his
medical records “conclusively show, [he] prescribed Ceftriaxone in conjunction
with Tobramycin.”** In KB’s records alone, however, Dr. Uckun prescribed
Ceftriaxone on 39 occasions with no concurrent prescriptions for Tobramycin.*®

Dr. Uckun cited a Roche package insert for Rocephin for the proposition that
Rocephin (Ceftriaxone) is *“active against many strains of Pseudomonas
aeruginosa.”® This citation was taken out of context, however. The Indications

%2 Ex. 1028, pp. 188-89, 32241-42.

%83 Ex. 1025, p. 32079.

%4 Ex. 1068, pp. 156, 187.

%% See Ex. 1036, pp. 32113-16; T. 566.
%% Ex. 1068, p. 166; Ex. 1074.
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and Usage section of the pamphlet only references clinical application to skin and
skin structure infections caused by Pseudomonas aeruginosa. There is no
indication listed for septicemia, bloodstream infections or pneumonia and no
indication for use in neutropenic patients.>®’

160. Asked about the Roche package insert for Rocephin, Dr. Uckun blamed a

paralegal for its inclusion in his Response to the Petition for Temporary Suspension.’®® The

record clearly shows that Dr. Uckun reviewed and adopted the Response as his own, however.*®°

161. When asked at hearing about Dr. Steckelberg’s general concerns about his use of
Rocephin, Dr. Uckun replied:

| also believe that his position regarding the inappropriateness of Rocephin was
wrong because of many reasons that | explained. One, | wasn’t really concerned
primarily about pseudomonas in patient KW. That’s a rare organism | explained.
| was concerned about the most common organisms that my patients were faced
with, were at risk for. And the choice of Rocephin, Ceftriaxone, was very
appropriate for those germs. E. coli and Klebsiella is what I pointed out. Number
two, | also disagreed with him, with the statement that there was evidence that is
generally known that Rocephin has no clinical activity against pseudomonas
species, because there is no paper, there is no evidence in the medical literature
that has documented Rocephin to be inferior clinically, either alone or in
combination with other drugs, to any other antibiotic regimen.>”

Information provided to Dr. Uckun’s experts
162. Before Dr. Uckun’s expert witnesses, Drs. Maki, Trigg and Reaman, rendered

their opinions, Dr. Uckun provided them with documents explaining his treatment decisions

pertaining to antibiotics. These included a 33-page document, entitled “antibiotics.doc,” sent to

%7 Ex. 1074, pp. 9-11. The pamphlet also states that “[b]efore instituting treatment with
Rocephin, appropriate specimens should be obtained for isolation of the causative organism and
for determination of its susceptibility to the drug,” Ex. 1074, p. 9, and the pamphlet contains a
precaution that “prescribing Rocephin in the absence of a proven or strongly suspected bacterial
infection or a prophylactic indication is unlikely to provide benefit to the patient and increases
the risk of the development of drug-resistant bacteria.” Ex. 1074, p. 11.

%8 T,1842. The Board adds this finding as it is supported by the record and provides insight into
Dr. Uckun’s willingness to accept responsibility for his own actions.

°% T, 1809, 1828, 1840-42; Ex. 1127.

>0 T 4218-19. The Board has modified the introductory sentence slightly to give a more precise
context for Dr. Uckun’s statement.
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Dr. Maki, which contained allegations about antibiotic use in three leukemia patients and
Dr. Uckun’s responses,®”* and a document entitled “Exhibit B” sent to Drs. Trigg and Reaman,

which pertained to patient KB.>"? Dr. Uckun’s antibiotics.doc and Ex. B included misleading

material and omitted material facts: °"®

a. Both the antibiotics.doc and Exhibit B contain lengthy extra-record explanations
why Dr. Uckun did not treat KB’s VRE bacteremia.”’*

b. The antibiotics.doc and Exhibit B reference an allegation relating to “evidence
that KB had a Vancomycin resistant infection” but omit any reference to that
“evidence,” i.e., KB’s blood cultures at United Hospital, which were positive for
VRE.*”® Instead, Dr. Uckun discussed KB’s colonization with VRE in the text of
his response to the allegation.>™

163. The record shows that Dr. Uckun’s experts relied upon Dr. Uckun’s

antibiotics.doc and Exhibit B in their opinions.>’’

a. Dr. Maki believed that KB’s record referenced a concern by Dr. Uckun about
providing KB Linezolid.>"® However, there is no such reference in the actual
patient record.>"

b. As of the time he completed his January 19, 2006 letter to Dr. Uckun, Dr. Maki
was only aware that KB had one positive culture for VRE.>*°
C. Drs. Trigg and Reaman do not appear to have been aware of any positive cultures

for VRE when they submitted affidavits that were used in the temporary
suspension proceeding before the Board, as neither affidavit addresses the issue of
VRE bacteremia.”®

"1 See, e.g., Ex. 1125, p. 2485 & Ex. 1126.

372 Ex 1136; see also Ex. 2260, p. 8572 & Ex. 1172, p. 3154 (referencing Ex. B).

%3 The record shows that these extra-record materials were also misleading.

"4 Ex. 1126, p. 5468; Ex. 1136; see also Exs. 1018, 1020. The Board finds that the record
supports this additional finding of fact.

> Ex. 1126, p. 5468; Ex. 1136, pp. 3377-86.

%6 See, e.g., Ex. 1126, p. 5468; Ex. 1136, pp. 3383, 3385-86.

"7 The Board makes this additional finding because the testimony of Drs. Maki and Reaman
shows that they relied upon extra-record materials in forming their opinions.

>78 Ex. 1180, pp. 159-60.

9 Exs. 1018, 1020.

>80 See Ex. 1180, pp. 78, 95-96.

%81 Ex. 2260; Ex. 2274.
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164. Dr. Uckun did not provide Dr. Maki with KB’s complete records, omitting the
final laboratory reports of the four blood cultures drawn from KB while he was at United
Hospital and the laboratory reports from FUMC which showed that KB still had VRE bacteremia
on November 16, 2002.°®2 Dr. Uckun received the final laboratory reports from KB’s
hospitalization at United from the CRC’s counsel in February 2006 and received the FUMC
laboratory reports with the CRC’s temporary suspension petition in November 2005.°%
Dr. Maki saw these culture results for the first time when the CRC’s counsel showed them to him
at his July 22, 2006 deposition.®* As a result of his receipt of the additional information,
Dr. Maki stated at his deposition that he had changed his opinion and that there was no doubt KB
d.585

had a true VRE bacteremia, which should have been treate

165. Dr. Uckun misled his experts about the actual issues in the case.’®® For example:

a. Drs. Trigg, Kucuk and Reaman all thought the Committee had alleged a general
standard that a consultant’s decisions be followed.*®’

b. Dr. Maki received information from Dr. Uckun explaining that the allegations
concerning the antibiotic were the most critical part of the proceeding.>®® He was
not aware at the time of his deposition that the proceeding included allegations
that Dr. Uckun had engaged in deceptive practices and unethical conduct.*®

The allegations that Dr. Uckun sent to Dr. Reaman on December 2, 2005, after the
temporary suspension petition was served on Dr. Uckun, do not reflect the actual

|©

%82 Ex. 1180, pp. 85-86, 88-89.

%83 Ex. 1180, Ex. 11; see Ex. 1180, p. 89 & Exs. 10, 16, p. 40; Ex. 1025, pp. 32076, 32079.

%84 Ex. 1180, pp. 85-88, 90.

%8 Ex. 1180, pp. 86-87

%8 The record supports this additional finding about Dr. Uckun’s attempt to mislead and to
influence his experts.

87 Ex. 2260, p. 8574; Ex. 2272, p. 8613; Ex. 2274, p. 8618; see also T. 3605-06, 3681-84,
3750-52, 3892-94, 3911-13.

%88 Ex. 1180, pp. 16-17, 74-75, 122-23, 125, 142-43.

%89 Ex. 1180, pp. 148, 158.
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166.

allegations in the case.®®® Dr. Reaman testified at trial that he was never aware of
any allegations of deceptive conduct.>**

In a series of communications to Dr. Maki on the morning that Dr. Maki

finished writing an opinion letter to submit to the Board in the temporary suspension proceeding,

Dr. Uckun misled Dr. Maki about the number of KB’s positive blood cultures:*

a.

167.

In a 10:55 a.m. e-mail to Dr. Maki, in response to Dr. Maki’s question about the
number of positive cultures KB had, Dr. Uckun represented that he was “not sure
how many VRE positive cultures this patient had exactly during his life time” but
that he knew of “one culture that was positive when [KB] was cultured.”%
Dr. Uckun acknowledged having received and reviewed Dr. Kravitz’s infectious
disease consultation report sometime in the fall of 2002.>** Dr. Kravitz’s report
clearly states that three blood cultures were positive for VRE.**®> The CRC’s
Memorandum in Support of Petition for Temporary Suspension dated
November 23, 2005, also referenced Dr. Kravitz’s report and the three positive
blood cultures.®® Dr. Uckun personally participated in preparing the response to
the Petition, and thus was aware of the content of the Memorandum.>®’

In a subsequent e-mail sent at 11:17 a.m., Dr. Uckun stated that he had “just
checked,” referred to Dr. Kravitz’s consultation report and represented that KB
“had one blood culture with three bottles on 9/11/02. All three showed
enterococcus faecium.”* Dr. Uckun further stated he believed a 9/10/02 culture
“also showed VRE.” The reference in this e-mail to “one blood culture with three
bottles” is contrary to the language of Dr. Kravitz’s consultation report, which
states “three blood cultures on the 11th are showing VRE in all bottles
(Enterococcus faecium).”*%

Dr. Uckun attempted to influence Dr. Maki by sending him documents suggesting

that the CRC’s action against Dr. Uckun was motivated by a MOHPA conspiracy involving the

50 Ex. 1172, p. 3154: Ex. 1136 see also Ex. 1180, Ex. 16.

91 T 3997,

%92 The Board believes that the record justifies this inference and so modifies the ALJ’s Finding

of Fact accordingly.

%93 Ex. 1180, pp. 33, 66; Ex. 1125, p. 2505.

594 T, 1421-22.

%% Ex. 1018, p. 31101.

% Ex. 1180, Ex. 16, p. 38.
>97'T,1809, 1828.

%98 Ex. 1125, p. 2506.

%% Ex. 1018, p. 31101.
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Board’s former president.®®® One of the documents Dr. Uckun sent to Dr. Maki was a document

captioned “CONFLICT OF INTEREST,” which Dr. Uckun prepared, showing connections

between the Board’s former president, the Committee’s oncology/hematology expert,

US Oncology, a health-care services network that provides management services to MOHPA,

and MOHPA.®*** Dr. Uckun’s cover e-mail transmitting the document to Dr. Maki stated, “[t]he

political background of this matter is detailed in the attached conflict of interest-last doc” and

further stated, “[t]he term of the President of the Board ends in January 2006 and it is my

understanding that they would like to ‘take care of the matter’ before then.” He testified at trial,

however, that the primary reason he sent the document to Dr. Maki was to make sure that

Dr. Maki did not have a conflict of interest.?%?

Failure to Cooperate

168.8% Physicians are required to cooperate fully with an investigation by the Board,

including responding fully and promptly to any question relating to an investigation. The Board

cannot fulfill its statutory obligation to protect the public without cooperation by physicians.

The CRC alleges that Dr. Uckun engaged in an extensive pattern of non-cooperation and

deception relating to the allegations in this matter.

169. In answering guestions about his use of DST, Dr. Uckun at first indicated he was

not basing treatment decisions on DST. Later he said that it was used when there were no

%0 gee, e.g., Ex. 1125, p. 2485; Ex. 1128. The Board finds that the record supports this
additional finding that Dr. Uckun attempted to mislead and to influence Dr. MakKi by leading him
to believe that the Board’s actions were driven by a competitor of Parker Hughes.

00l Ex, 1128:; T. 1641-42.

02T 1642.

%93 Findings 168 to 174 are taken verbatim from the ALJ’s Memorandum, at 103-04 with some
exceptions. Where the Board has made changes to the paragraphs it explains those revisions in
the following footnotes. The Board believes that these statements are appropriately adopted as
Findings of Fact.

79



standard drugs available, and then later still said that it was also used when there were multiple

possible therapies. He also maintained that he used DST only for determining resistance while

the evidence indicated otherwise. Dr. Uckun also minimized the amount of testing being done at

PHC, describing it as “infrequent.” Additionally, he at first indicated he did not order DST in

2005, but later conceded he had on one occasion. Dr. Uckun repeatedly asserted that his DST

was approved or certified by CLIA. This assertion was misleading since CLIA does not approve

tests, but only laboratories. It seems unlikely that the Respondent was unaware of this

distinction when making the comments. He acknowledged the distinction at the hearing.

170. Dr. Uckun indicated at times that he was treating KB empirically with antibiotics

because he suspected an infection. The hospital records do not support this and the Respondent

offered testimony at the hearing that the prophylactic use of antibiotics, where there were no

signs of infection, was appropriate, acknowledging that he had done so. Dr. Uckun indicated at

one point that he was only a consultant for KB’s care, whereas the record indicates that he played

a major role in KB’s care and was the reason KB came to PHC. The record indicates that there

is a reasonably clear distinction between empiric and prophylactic use of antibiotics, with some

overlap in specific situations. However, Dr. Uckun’s argument that the terms are more or less

interchangeable attempts to exonerate his treatment decisions.®%*

171. Even though Dr. Uckun disagreed with the treatment recommendation of an

infectious care specialist, Dr. Uckun’s rationale for not treating KB’s VRE bacteremia is not

documented in the hospital or clinic records.’® Dr. Uckun did offer a number of reasons for not

%94 The Board believes that the record supports the insertion of “attempts” for “seems designed.”

%% This Finding of Fact modifies the last full paragraph on page 103 to more appropriately
reflect the record. The record shows that there is no explanation of the decision not to treat KB’s
VRE, even though Dr. Kravitz had made a number of recommendations. Findings of Fact
Nos. 146, 149. The Board also finds that the record shows that Dr. Uckun did lead the CRC and
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treating the bacteremia, at times presenting these reasons as patient-specific historical fact, rather

than as “theoretical” reasons not to treat the condition. The Board finds that Dr. Uckun

attempted to marshal every argument in support of his treatment as opposed to candidly

explaining to the Board the contemporaneous reasons for his treatment.

172. The CRC arques that Dr. Uckun made misleading statements about his use of

Ceftriaxone or Rocephin. He maintained during the pre-hearing proceedings and the hearing that

Ceftriaxone had anti-pseudomonal coverage, despite evidence to the contrary. In trying to justify

his position, the Respondent claimed he had always used it with Tobramycin, but this is not

supported by the medical records. And, his reliance on a Rocephin package insert to justify his

opinion was misleading.

173. The CRC also asserted that Dr. Uckun deceived his own expert witnesses.’”® The

CRC believes that Dr. Uckun’s expert witnesses were not given complete information upon

which to base their opinions. In Dr. Maki’s case, he was not initially aware of the number of

positive blood cultures for KB. The evidence supports a conclusion that the Respondent was not

forthcoming with his experts concerning the blood cultures. The record also shows that

Dr. Uckun attempted to mislead and to influence his experts improperly by sending them

extra-record materials.®’

174. The hearing transcript reflects Dr. Uckun’s tendency to give long rambling

answers that do not immediately get to the point. This is likely part of the reason why the CRC

Board to believe that the various reasons given for his decision not to treat the VRE were his
actual rationale, not just theoretical reasons that his decision was correct.

%% The Board has altered the first full paragraph of the ALJ’s Memorandum on page 104 by
modifying the first sentence to delete reference to an allegation not sustained by the Board, as
well as deleting the second and third sentences for the same reason.

97 The Board made this additional finding because the record shows that Dr. Uckun sent his
experts inappropriate extra-record materials.
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felt that it was not getting direct answers from Dr. Uckun. During the investigation, Dr. Uckun

also failed to address questions with a direct, responsive answer. He also changed his positions

and cited support for his positions in a misleading manner as discussed above. He did not fully

inform his experts. Dr. Uckun’s evasiveness, his shifting explanations, and his failure to be

candid with the CRC and Board staff are sufficiently serious to be classified as a failure to

cooperate fully within the meaning of the statute.

Based on the above Findings of Fact, the Board makes the following:
CONCLUSIONS OF LAW

1. The Board of Medical Practice has jurisdiction in this proceeding under
Minnesota Statutes sections 14.50, 147.091 and 214.103 (2006).

2. The Complaint Review Committee gave proper and timely notice of the hearing
in this matter and the Board has fulfilled all procedural requirements of law and rule.

3. The CRC has the burden of proof in this proceeding and must establish the facts
at issue by a preponderance of the evidence.®®®

4. Minn. Stat. 8 147.091, subd. 4 (2006), provides as follows:

Temporary suspension of license. In addition to any other remedy provided by
law, the board may, without a hearing, temporarily suspend the license of a
physician if the board finds that the physician has violated a statute or rule which
the board is empowered to enforce and continued practice by the physician would
create a serious risk of harm to the public. The suspension shall take effect upon
written notice to the physician, specifying the statute or rule violated. The
suspension shall remain in effect until the board issues a final order after a
hearing. At the time it issues the suspension notice, the board shall schedule a
disciplinary hearing to be held pursuant to the Administrative Procedure Act. The
physician shall be provided at least 20 days’ notice of any hearing provided

%8 Minn. Rule pt. 1400.7300, subp.5; In Re Wang, 441 N.W.2d 488, 492 (Minn. 1989);
ALJ Order dated March 16, 2006. See also Uckunv. Minn. State Bd. of Medical Practice,
733 N.W.2d 778, 783 (Minn. Ct. App. 2007) (noting that Minnesota has rejected application of
the higher clear and convincing evidence standard at a contested case hearing for both dentists
and physicians).
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pursuant to this subdivision. The hearing shall be scheduled to begin no later than
30 days after the issuance of the suspension order.

5. The CRC scheduled a hearing to begin within 30 days of the suspension.
Respondent waived his right to a prompt hearing, however, to conduct discovery.
6. Minn. Stat. 8 147.091, subd. 1 (2006), provides, in part, as follows:

Grounds listed. The board may ... impose disciplinary action as described in
section 147.141 against any physician. The following conduct is prohibited and is
grounds for disciplinary action:

(e) Advertising which is false or misleading, which violates any rule
of the board, or which claims without substantiation the positive cure of any
disease, or professional superiority to or greater skill than that possessed by
another physician.

(9) Engaging in any unethical conduct; conduct likely to deceive,
defraud, or harm the public, or demonstrating a willful or careless disregard for
the health, welfare or safety of a patient; or medical practice which is
professionally incompetent, in that it may create unnecessary danger to any
patient’s life, health or safety, in any of which cases, proof of actual injury need
not be established.

(w Failure to make reports as required by section 147.111 or to
cooperate with an investigation of the board as required by section 147.131.5%

7. Minn. Stat. 8 147.131 (2006) provides, in part, as follows:

A physician who is the subject of an investigation by or on behalf of the board
shall cooperate fully with the investigation. Cooperation includes responding
fully and promptly to any question by or on behalf of the board relating to the
subject of the investigation and providing patient medical records, as reasonably
requested by the board, to assist the board in its investigation. ...

9 The Board has deleted a subdivision of this statute from the ALJ’s Conclusions as the
allegations brought under that subdivision were not sustained.
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8. Minn. Stat. § 147.141 (2006) provides, in part, as follows: °*°

When the board finds that a licensed physician . . . has violated a provision
or provisions of sections 147.01 to 147.22, it may do one or more of the

following:

(1)  revoke the license;

(2)  suspend the license; . . .

(4)  impose limitations or conditions on the physician’s practice of
medicine, including the limitation of scope of practice to designated field
specialties; the imposition of retraining or rehabilitation requirements; the
requirement of practice under_supervision; or the conditioning of continued
practice on demonstration of knowledge or skills by appropriate examination or
other review of skill and competence;

(5)  impose a civil penalty not exceeding $10,000 for each separate
violation, the amount of the civil penalty to be fixed so as to deprive the physician
of any economic_advantage gained by reason of the violation charged or to
reimburse the board for the cost of the investigation and proceeding;. . . .

9. The CRC’s Notice of and Order for Prehearing Conference and Hearing dated
January 27, 2006, included issues in addition to those set out in the Order for Temporary
Suspension (Non Public Document), dated January 17, 2006. In an Order dated March 8, 2006,
the Administrative Law Judge limited the issues to be considered in this proceeding to those set

out in the Temporary Suspension Order. The CRC did not object to that limitation in its

exceptions to the Board and the Board has thus considered only those issues in this Order.®**

10. At the November 3, 2007 hearing on this matter, both parties acknowledged that

the Board has authority to issue a final decision on the alleged violations of the Medical Practice

Act that were litigated before and considered by the ALJ.**?> Counsel for Dr. Uckun and the

%10 The Board has added this section of the Medical Practice Act because it has determined that it
is appropriate to issue a final order assessing appropriate sanctions for proven violations of the
Medical Practice Act.

®1 Given the lack of objection and agreement by counsel for Dr. Uckun and the CRC that the
Board may now issue a final decision on the issues addressed by the ALJ, the Board need not
address the correctness of the ALJ’s decision to review the issues in the Temporary Suspension
Order, rather than the issues in the Notice of and Order for Prehearing Conference and Hearing.
%12 This paragraph is added by the Board to update the procedural history and to clarify the
Board’s task at hand.
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CRC also agreed that if the Board finds violations of the Medical Practice Act at this stage of the

proceedings, the Board has authority to impose discipline. The Board has the statutory power to

impose such disciplinary sanctions. See Minn. Stat. § 147.141; Padilla v. Minn. State Bd. of

Med’l Examiners, 382 N.W.2d 876, 886-87 (Minn. Ct. App. 1986).

11. The Board unanimously adopts ALJ Beck’s Conclusion No. 10 that the CRC has

proved by a preponderance of the evidence that Respondent engaged in advertising that is
misleading and conduct likely to deceive the public, in his representations to patients and the

public concerning drug sensitivity testing. Dr. Uckun thus violated Minnesota Statutes

section 147.091, subdivision 1(e) and (g). The Board further finds that a least five separate

violations of this statute occurred, including Dr. Uckun’s failure to advise his patients of the

modest role that DST could play in their care; the use of the misleading brochure entitled “Your

Quality of Life is Our Priority;” the use of a videotape at a 2002 Mall of America fundraiser;

misleading representations made in the Carlson Foundation letter; and representations made

during a KARE 11 story. ®*

12. The Board unanimously adopts ALJ Beck’s Conclusion No. 12 that the CRC has

proved by a preponderance of the evidence that Respondent failed to cooperate fully with the

Board in its investigation of this matter, violating Minnesota Statutes section 147.091,

subdivision 1(u) and Minnesota Statutes section 147.131. Dr. Uckun violated these statutes at

13 The Board modifies this conclusion to make clear that it adopts the ALJ’s conclusion. The
Board also specifies which section of the Medical Practice Act was violated by the doctor’s
conduct and how many separate violations of the Act occurred.
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least two separate times when he gave evasive and shifting explanations concerning his use of

DST and his prescription of antibiotics for certain patients. 5**

13.  ALJ Conclusions 9 and 11, are accepted by the Board.®*®

14.  As a result of the statutory violations set forth above, the Board has the power to

take disciplinary action against Respondent’s license as set forth in Minnesota Statutes

section 147.141.5%¢

15. The temporary suspension in this case, by law and under its terms, “shall remain

in effect until the board issues a final order in the matter after a hearing.” Minn. Stat. § 147.091,

subd. 4; see also In re the Medical License of Fatih M. Uckun, M.D., Order for Temporary

Suspension [PublicDocument] at 2. While the Board does not find it appropriate to “rescind” the

temporary suspension of the medical license of Fatih Uckun, M.D., it accepts the ALJ’s

recommendation to reinstate Dr. Uckun’s medical license, but only under the restrictions and

conditions ordered below.5’

16. Because the Board concludes that a restricted license will ensure patient and

public safety, the Board accepts ALJ Conclusion No. 13 and finds that the CRC has not proved

%14 The Board modifies this conclusion to make clear that it adopts the ALJ’s conclusion. The
Board also specifies which section of the Medical Practice Act was violated by the doctor’s
conduct and how many separate violations of the Act occurred.

®15These Conclusions do not appear in this public document because they are not detrimental to
the doctor and pertain to unsubstantiated charges. See Doe, 345 N.W.2d at 50-51.

%1% The Board adds this conclusion to make clear that it has the authority to impose disciplinary
action.

®17 The Board adds this conclusion to clarify the procedural posture of this case and its general
acceptance of the ALJ’s recommendation to reinstate Respondent’s license, but only after
imposing substantial restrictions on Dr. Uckun’s practice.
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by a preponderance of the evidence that continued practice by the Respondent would create a
serious risk of harm to the public.®*®

17.  Any of the Findings of Fact that are more properly termed Conclusions are
adopted as such.

18. A citation to the transcript or exhibits in the Findings of Fact does not imply that
all testimony or exhibits that support the finding have been cited.

19.  The foregoing Conclusions are arrived at for the reasons set out in the
Memorandum that follows and which is incorporated into these Conclusions.

ORDER

Based upon the foregoing Findings of Fact and Conclusions of Law, the Board issues the
following final order:

Respondent’s license to practice medicine in the State of Minnesota is hereby reinstated
under the following restrictions and conditions:

1. Respondent shall practice only in a group practice setting approved in advance by
the Board or its designee, which could, provided such approval is obtained, include a group
setting at the Parker Hughes Clinic.

2. Respondent shall successfully complete educational courses approved in advance
by the Board or its designee in these topic areas: 1) medical ethics, and 2) medical records
documentation. Successful completion shall be determined by the Board or its designee and

must be accomplished within one year of the date of this Order.

®18 The Board accepts the ALJ’s Conclusion No. 13 about risk of harm, but explains that this
conclusion is accepted only in the context of the protections afforded to the public by the
issuance of a restricted medical license.
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3. Respondent shall have a supervising physician who is approved by the Board or
its designee and who is a diplomate of the American Board of Internal Medicine in Hematology

and in Medical Oncology and Respondent shall:

a. Meet with this supervising physician twice a month;
b. Review care of his patients with this supervising physician; and
C. Ensure that the supervising physician submits quarterly reports to the Board or its

designee regarding Respondent’s overall work performance.

4. Respondent shall not order or use any type of drug sensitivity or drug resistance
testing on his patients.

5. Respondent shall not create, develop, participate in the creation or development
of, or approve advertising pertaining to his practice or to any clinic or other setting in which he
works.

6. Respondent shall develop and follow a protocol for the use of antibiotics in
chemotherapy patients, and the protocol shall be approved by the Chair of Infectious Diseases at
all hospitals where he has admitting privileges. Respondent shall deviate from the protocol only
with the consultation and approval of a specialist in infectious disease who is a diplomate of the
American Board of Internal Medicine in Infectious Disease.

7. Respondent shall not supervise any licensed healthcare provider for the duration
of this Order.

8. Respondent shall meet on a quarterly basis with a designated Board member.
Such meetings shall take place at a time mutually convenient to Respondent and the designated

Board member. It shall be Respondent’s obligation to contact the designated Board member to
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arrange each of the quarterly meetings. The purpose of such meetings is to review Respondent’s
progress under the terms of this Order.

9. Respondent may petition for an unconditional license no sooner than three years
from the effective date of this Order. Upon hearing the petition, the Board may remove, modify
or continue the conditions set out herein.

10. Respondent shall pay, within twelve months of the date of this Order, a civil
penalty of $70,000.

11. If Respondent shall fail, neglect or refuse to fully comply with each of the terms,
provisions, and conditions herein, the Committee shall schedule a hearing before the Board. The
Committee shall mail Respondent a notice of the violation alleged by the Committee and of the
time and place of the hearing. Respondent shall submit a response to the allegations at least
three (3) days before the hearing. If Respondent does not submit a timely response to the Board,
the allegations may be deemed admitted.

12. At the hearing before the Board, the Committee and Respondent may submit
affidavits made on personal knowledge and arguments based on the record in support of their
positions. The evidentiary record before the Board shall be limited to such affidavits and this
Findings of Fact, Conclusions, Memorandum and Order. At the hearing, the Board will
determine whether a violation has been shown, and whether to impose additional disciplinary
action, including additional conditions or limitations on Respondent’s practice, or suspension or
revocation of Respondent’s license.

13.  This Order supersedes the Board’s January 17, 2006 Order for Temporary

Suspension of Respondent’s license.
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Two of the Board’s twelve participating members, Robert Brown, Ph.D., and Carl S.
Smith, M.D., DISSENT from the majority believing that the record supports and requires the

revocation of Respondent’s license.

Dated: November 30, 2007. MINNESOTA BOARD OF MEDICAL PRACTICE

Steven |. Altchuler

| attest to the accuracy and
integrity of this document

By: 2007.12.03 23:20:19-06'00"
STEVEN I. ALTCHULER, Ph.D., M.D., Chair

This Order is the final Order of the Board of Medical Practice. Under Minnesota Statutes
section 14.63, a party seeking judicial review must file its petition with the Court of
Appeals and serve it on the Board within thirty days of receiving this Order.
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MEMORANDUM

After carefully reviewing the voluminous hearing record, the ALJ’s thorough and
well-reasoned Report, the written exceptions, responses and proposed orders of Dr. Uckun and
the CRC, the Board concludes that Dr. Uckun violated the Medical Practice Act in several ways.
First, he engaged in misleading advertising concerning drug sensitivity testing (“DST”). He also
engaged in conduct likely to deceive his patients and the public in his representations concerning
drug sensitivity testing. In addition, he failed to cooperate fully with the Medical Board’s
investigation. Weighing these established violations against the Board’s statutory duty to protect
the public from the unprofessional, improper, or unlawful practice of medicine, the majority of
the Board does not believe that Dr. Uckun’s conduct was sufficiently egregious to revoke his
license to practice medicine in Minnesota. Rather, the Board believes that a restricted license
with close supervision will best ensure that Dr. Uckun’s patients and the public are fully
protected when he resumes practice.

l. PROCEDURAL HISTORY.

On January 27, 2006, the Board issued a temporary suspension of Dr. Uckun’s license to
practice medicine based upon its findings that Dr. Uckun engaged in false advertising, unethical
conduct and unprofessional conduct, in violation of Minnesota Statutes section 147.091,
subdivisions 1(e), (g) and (k), and that the doctor’s continued practice would create a serious risk
of harm to others. In re the Medical License of Fatih M. Uckun, M.D., Order for Temporary
Suspension [Public Document] at 1. Dr. Uckun waived his right to a trial thirty days after this
Board issued its temporary suspension order so that he could conduct full discovery.

ALJ Report, 5.
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By Order dated March 8, 2006, Administrative Law Judge Beck issued a decision
limiting the issues in the hearing to those set out in the Board’s temporary suspension order. The
ALJ also stated that the focus of the hearing was whether “the patient care allegations constitute
a serious risk of harm to the public so as to justify the prehearing suspension of [Dr. Uckun’s]
license.” Id. at4. The Complaint Review Committee (“CRC” or “Committee”) did not seek
immediate review of this Order limiting the scope of the hearing or object in its exceptions to
that limitation. Nor did the CRC or Dr. Uckun object to focusing the hearing on the propriety of
the issuance of the temporary suspension.

The parties then proceeded to fully and completely litigate the four main allegations of
Medical Practice Act violations. They also litigated whether the temporary suspension could be
sustained, which required a showing of a serious risk of harm to the public. The hearing before
the ALJ lasted nearly six months, and included over thirty days of actual hearing, approximately
thirty-five witnesses and tens of thousands of pages of documentary evidence.

At the November Board oral argument, even given the procedural posture below, both
sides agreed that the Board has a complete record before it on the Medical Practice Act issues
actually tried before the ALJ. Nov. 3, 2007 Board Hearing Transcript at 50-51. The parties
agreed that the Board, at this stage, could issue a final order on these Medical Practice Act
violations. 1d. They further acknowledged that the Board has the authority to impose any
discipline that it believes is appropriate to remedy any violations of the Medical Practice Act. Id.

Under these circumstances, the Board adopts the ALJ’s March 8, 2006 decision limiting

9

the hearing issues to those set forth in the temporary suspension Order.’® Based upon its

%19 The Board specifically disavows, however, the ALJ’s statement, when referring to additional
issues presented in the temporary suspension hearing, “It appears that the Board did not consider
the additional issues to create a serious risk of harm as it did the direct care allegations included
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statutory authority, pertinent case law, the fully litigated record before it on the alleged, pertinent
Medical Act violations, and the agreement of Dr. Uckun and the CRC at hearing, the Board
declines to view this contested case hearing as merely a review of the propriety of the temporary
suspension.®”® The Board has the authority to issue a final order and to determine appropriate
sanctions because the Board, with its expertise and experience in the practice of medicine in
Minnesota, is in the best position to evaluate the risk to the public posed by Dr. Uckun’s conduct.
Padilla v. Minn. State Bd. of Med’l Examiners, 382 N.W.2d 876, 886-87 (Minn. Ct. App. 1986)
(noting that only Board has statutory authority to impose disciplinary remedies; allowing ALJ to
make recommendation usurps power given to the Board). The order the Board now issues
should not be viewed as precedent that the ALJ’s role is to review issues in a temporary
suspension order to determine whether it properly issued.

By Order dated March 16, 2006, ALJ Beck found that the applicable standard of proof in
this contested case hearing is the “preponderance of the evidence” standard. Order on Standard
of Proof (March 16, 2006). Dr. Uckun did not object to that finding in his exceptions to the
Board. Given this lack of objection and established case law in Minnesota, the Board adopts the
ALJ’s Order that the pertinent standard of proof in this proceeding is a preponderance of the
evidence. See In re Wang, 441 N.W.2d 488, 492 (Minn. 1989). In addition, the Board is well
aware of the seriousness of the matter before it and its obligation to rely upon evidence with

“heft.” See id. It has done so in arriving at its Order. The Board recognizes that the Committee

in its findings.” Order Limiting Issues, Mem. at 3 (March 8, 2006). The Board made no such
determination about the seriousness of the remaining allegations; it merely stated that, given its
previous findings on certain issues, “consideration of these issues is unnecessary at this time.”
Inre the Medical License of Fatih M. Uckun, M.D., Order for Temporary Suspension
[Non-Public Document] at 16.

°20 The Board continues to believe that, given the serious allegations made against Dr. Uckun
and the record supporting those charges, the standard for issuing a temporary suspension was
met when that order issued.
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bears the burden of proof in establishing its allegations and has weighed the evidence
accordingly.
1. THE ALJ REPORT AND REVIEW OF THE EVIDENCE.

The Administrative Law Judge’s report is entitled to weight and consideration by this
Board, but it is a recommendation and not a final decision. Brinkv. Minn. Pub. Utilities
Comm’n,, 355 N.W.2d 446, 452 (Minn. Ct. App. 1984). In evaluating the findings and the
evidence in the record, this Board is required to use its experience, technical competence, and
specialized knowledge, and it has done so here. See Minn. Stat. § 14.60, subd. 4 (2006); In re
the Excess Surplus Status of Blue Cross and Blue Shield of Minn., 624 N.W.2d 264, 274, 278
(Minn. 2001). Because of the opportunity that the ALJ had to observe the witnesses, and the
detailed findings which ALJ Beck prepared, the Board has given special consideration to the
ALJ’s report, particularly concerning the credibility of witnesses. Where the ALJ has drawn
inferences from testimony, the Board has greater latitude to infer differently, applying its greater
experience in the medical field.

Although the Board has largely accepted the ALJ’s findings and conclusions, it has
reviewed the factual findings and made an independent determination of whether such facts were
violations of the Medical Practice Act. Where the Board has rejected or modified a finding of
fact, conclusion or recommendation of the ALJ, it has stated the reasons for each change. See
Minn. Stat. 8§ 14.62, subd. 1 (2006). The Board believes that substantial evidence justifies its
decisions on these revisions.

In addition, the Board is aware of the limitations on discussing and relying upon findings
which, although they may bear upon the physician’s practice, are not directly related to a

violation of the Act. Doe v. Minnesota State Bd. of Med. Examiners, 345 N.W.2d 435 (Minn.
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1989). Because of the deference given to the ALJ, even where reasonable minds may have
disagreed, certain allegations have not been substantiated and thus do not appear in this public
document.®”* Their absence should not be taken as a conclusion by the Board that the allegations
were unfounded, or that the doctor’s actions in those areas were condoned. Many of the ALJ’s
thorough findings of fact have been retained because they provide the necessary background or
context in which to consider the Board’s determinations that violations of the Medical Practice
Act were committed.

1. DECEPTIVE CONDUCT AND MISLEADING ADVERTISING CONCERNING DRUG
SENSITIVITY TESTING.

ALJ Beck found that Dr. Uckun deceived his patients about the usefulness of drug
sensitivity testing and that he “was deceptive in his representations to the public at large
concerning DST.” ALJ Report, Mem. at 99-100. Dr. Uckun took exception to these findings on
a number of grounds.

Concerning representations to patients, Dr. Uckun claims that the CRC presented no
witness to testify that Parker Hughes patients had false hopes because of DST, while he
presented testimony from five patients that suggested otherwise. Fatih M. Uckun, M.D.’s
Written Exceptions to Administrative Law Judge George Beck’s Findings of Fact, Conclusions
of Law and Recommended Order (“Respondent’s Exc.”) at4-5. Dr. Uckun also claims that
testimony of Dr. Robert Thomas and Dr. April Sorrell, who both testified that he did not provide
patients with complete and accurate information about DST, should be disregarded as they did
not like him and were biased witnesses. Id. at5. Dr. Uckun further claims that Judge Beck’s

findings on drug sensitivity tests do not support his conclusion of a lack of candor because Judge

%21 Thus, ALJ Findings of Fact and Conclusions of Law that were accepted by the Board but
which supported or pertained primarily to these allegations, have been omitted from this public
decision.
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Beck specifically found that patient consent was not necessary to conduct the test or to use its
results and the record shows that some patients received drug sensitivity reports. Id. at 7.

Concerning representations to the public in general, Dr. Uckun generally defends the
advertising and promotion of DST by claiming that DST meets the minimum standard of
acceptable medical practice; that other cancer clinics advertise and that Dr. Weisenthal believes
it appropriate to advertise the use of DST. Id. at 8. In addition, Dr. Uckun presented specific
exceptions on each of four pieces mentioned by ALJ Beck in his decision, the KARE 11 story;
the Curtis L. Carlson Foundation Letter; the 2002 Quality of Life Brochure; and, a videotape that
aired at a 2002 fundraiser at the Mall of America. 1d. at 9-14.

After carefully considering these exceptions and the record, the Board finds the
exceptions to be unpersuasive. The record supports the conclusion that DST is not a generally
accepted practice in this country and that its utility in finding the most effective cancer drug in
patient treatment has not yet been established. As reflected in the testimony of Dr. Weisenthal,
Dr. Trigg, Dr. Reaman and even Dr. Uckun, as well as the disclaimer used by Dr. Uckun,®?
DST, at best, plays only a modest role in the selection of drugs for the treatment of cancer. Even
though a doctor may order DST without violating a minimal standard of practice, the ASCO
article authors stress that it is “important to specify to the patient what the treatment would be in

the absence of the assay and to be clear about if and how the information will be used to inform

%22 The Drug Sensitivity Reports state:

Ability of a given drug to kill primary tumor cells in vitro may not predict its
clinical efficacy since active drug concentrations may not be achievable at the
target tumor sites in individual patients because of unfavorable pharmacokinetics,
rapid metabolism, or poor perfusion of the target tumor. In addition, tumor
heterogeneity may result in variable site specific responses.

See, e.9., Exs. 1149-G at 3971; 1149-M at 0611.
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treatment decision-making.” Ex. 1109 at3. W.ithout such information, doctors “risk our
credibility with our patients and the public whose trust is critical to our mission.” Id.

The record shows that Dr. Uckun “oversold” the promise of DST to his patients, leading
them to believe that DST was an effective and helpful method of choosing chemotherapy. For
example, | 5SS Understood from a conversation with Dr. Uckun that DST was used to
identify “which chemotherapy agents or combinations thereof seemed to work the best to kill
[his] cancer cells.” Finding of Fact No.94. |l Was not informed that DST was not
prevailing practice. Id. Patient PO and his wife were also led to believe that PO’s tumor would
be tested to determine the best possible chemotherapy. Finding of Fact No. 95.

Dr. Uckun did not consistently explain to patients the disclaimer on the test results form
that indicated that the ability of a drug to kill tumor cells in vitro may not predict its clinical
efficacy. Patients did not see this disclaimer until after the test was administered, if at all.
_ testified, for example, that her husband’s test results were not even printed until
November 30, 1999, three weeks after his death. Finding of Fact No. 93. Evidence suggested
that DST results were not always part of patient records. Ex. 1158 at 26. Respondent attacks the
credibility of Doctors Thomas and Sorrell, but ALJ Beck, who had the opportunity to see
Dr. Thomas in person, made no such judgments about the testimony of either witness. The
record thus supports the ALJ’s finding that Respondent failed to be candid with his patients and
provide them with the best information available about the limits of DST.

The record also supports the ALJ’s finding that Dr. Uckun was “deceptive in his
representations to the public at large concerning DST” by approving the launch of “a public
relations campaign that included promoting DST as a means of distinguishing PHC from other

providers.” ALJ Report, Mem. at 100. Tom Knisely, the media specialist at Parker Hughes
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Clinic since 2001, acted according to that strategy when he explained to members of the public,
including the media, that DST was one reason that PHC was different from other clinics.
Finding of Fact No. 100.

Dr. Uckun’s general exception that every cancer clinic advertises does nothing to excuse
the misleading nature of the individual advertisements that Parker Hughes, with his specific
approval, chose to run. Moreover, Dr. Weisenthal’s testimony, when placed into proper context,
provides support for the Board’s belief that, if one chooses to advertise to cancer patients, one
must be scrupulous in doing so. Dr. Weisenthal clearly had qualms about advertising a test like
DST to patients who might misunderstand how DST impacts their treatment, stating: “[T]hat’s
the reason why you shouldn’t market to cancer patients. They are vulnerable, they will believe
anything you tell them.” Finding of Fact No. 116.

The Board strongly believes that the individual advertising efforts examined by the ALJ
were misleading and deceptive.’®> A Parker Hughes brochure used during a ten-day long
fundraiser at the Mall of America and distributed at the Minnesota State Fair in 2002 and 2003,
stated “Drug sensitivity information is obtained within twenty-four hours so that the most
effective drugs can be selectively used thereby maximizing your chance for a cure.” The
adverbial phrase “thereby maximizing your chance for a cure” clearly pertains to drug sensitivity
information, and not to the term “pharmacologically-guided treatment,” as Dr. Uckun argues.

1624

This brochure promises the ultimate in treatment, a chance for a “cure. Moreover, a

623 A unanimous Board found that these allegations of false advertising and deceptive statements
to patients had been established not only by a preponderance of the evidence, the applicable
standard here, but also by the more rigorous standard of clear and convincing evidence.

624 Dr. Uckun objected to the reporter’s use of the term “cure” in the KARE 11 video yet
approved use of it here.
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reasonable reader would interpret this brochure to mean that “pharmacologically-guided
treatment” is DST.

Similarly, the Board finds that the videotape, which was seen by thousands of people at
the Mall of America in 2002, contained a deceptive assertion. Although Dr. Uckun attributes the
misleading information to Mirielle Sarquis, Respondent’s Exc. at 13, the last statement was
provided to Ms. Sarquis by Tom Knisely, who took it from the Carlson Foundation letter that
Dr. Uckun authored. T.Vol. VI at 866, 928-29. The videotape provided: “Drug sensitivity
testing allows us to tailor treatment therapy for each individual patient so they can have the most
effective and least toxic cancer treatments.” Finding of Fact No. 107. This claim is contrary to
the disclaimer that Dr. Uckun used and overstates the ability of DST to then be used in adjusting
dose levels of particular drugs, as Dr. Weisenthal testified. See Finding of Fact No. 89;
T. 2823-24.

The exceptions Dr. Uckun makes to the findings about the Carlson Foundation letter, see
excerpts of the letter at Finding of Fact No. 110, which he authored, are belied by the plain
language of the letter’s text. Dr. Uckun also claims that the Board should ignore
Dr. Hoverman’s critique of this letter because Dr. Hoverman has a conflict of interest and is no
expert on DST. Respondent’s Exc. at 11. Even disregarding Dr. Hoverman’s expert opinion,
however, the Board finds independently, based upon evidence in the record, that the phrases that
Dr. Hoverman identified as misleading in Finding of Fact No. 113 are indeed misleading and
deceptive. The Board also notes that Dr. Uckun’s attempt to rationalize his use of the word
“random” to explain how drugs and dosages are selected in “traditional chemotherapy” was not
accepted by his expert Dr. Reaman. Finding of Fact No. 111. Indeed, Dr. Reaman characterized

Dr. Uckun’s representations about DST in this letter as “stretching reality.” Id.
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Concerning the 1999 KARE 11 video, Dr. Uckun claims that he had no control of the
editing and that everything that he told the reporter was accurate and true. Respondent’s EXc.
at 10. The Board rejects these contentions because the tape itself clearly shows that Dr. Uckun is
discussing MJ’s case to highlight Parker Hughes’ unique method of choosing chemotherapy
drugs. He states, “What we have done is we have taken her cells and we have used a super
microscope to see if her cells will be sensitive to any of the drugs that we have available. . . .
What this case is teaching us is that the solutions for problems that seem to be unsolvable, . . .
with a fatal outcome almost certain, the solutions may be very simple.” Finding of Fact 101,
emphasis added. Moreover, Dr. Uckun testified that he did not complain to KARE 11 about the
way that DST was portrayed in the story and that he was not concerned that the story had created
a wrong impression about DST. T. 1699.

In sum, the Board strongly agrees with the ALJ that these “representations far exceed the
actual potential of DST to be a factor in the selection of cancer drugs as explained by
Dr. Weisenthal and as described by Dr. Uckun himself when he testified as to how he actually
used DST in his practice.” ALJ Report, Mem. at 100. The Board believes that these
misrepresentations attracted patients to the clinic and certainly raised false hopes among people
struggling with cancer who, given the gravity of their illnesses, are perhaps the most vulnerable
of all patients. Patients and potential patients who expected to be helped -- perhaps saved -- by a
unique test, available only at Parker Hughes, suffered real harm when no test existed that could
fulfill the promises of the clinic’s advertising. False hope, even though it does not take a
physical form, is harmful in itself. Moreover, deceptive advertising brings ill repute upon the
entire medical professional. This conduct violates the Medical Act’s prohibitions on conduct

likely to deceive the public and the prohibition on misleading advertising.
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V. FAILURE TO COOPERATE.

ALJ Beck found that “Dr. Uckun’s evasiveness, his shifting explanations, and his failure
to be candid with the CRC and Board staff are sufficiently serious to be classified as a failure to
cooperate fully within the meaning of the statute.” ALJ Report, Mem. at 104. Dr. Uckun takes
“particular exception” to this conclusion, asserting that he has “done everything in his power
over the last four and one-half years to comply with the Board’s requests and respond as clearly
and as accurately as possible to all inquiries.” Respondent’s Exc. at 14.

In addition, Dr. Uckun attempts to rebut each issue raised concerning non-cooperation.
He claims, for example, that any inconsistent statements that he gave about his use of DST was
caused by confusion surrounding the issue of testing in general and he defends his use of the
term “CLIA-approved tests.” 1Id. at 17. Concerning his use of antibiotics to KB, Dr. Uckun
asserts that his position has been consistent throughout the investigation as the term
“prophylaxis” in KB’s records accords with his intent to prevent a deadly infection. Id. at 17-18.
He defends his use of the term “consultant” for aspects of KB’s care and asserts that he should
not be found to be non-cooperative simply because he provided more information than was
apparently necessary to justify his rationale for not treating KB’s VRE. Id. at 20-21. Dr. Uckun
asserts that he has a legitimate medical difference of opinion with a CRC expert about the use of
Ceftriaxone or Rocephin and that he provided each of his medical experts with all medical
records necessary to render their opinions. Id. at 21-23.

None of these exceptions taken individually, or as a whole, undermines the ALJ’S

conclusion that Dr. Uckun failed to cooperate with the Board. The Board strongly believes that
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* The record

Dr. Uckun engaged in a pattern of non-cooperation and misleading behavior.®?
shows that Dr. Uckun’s position on his use of DST varied substantially during the course of
these proceedings. Nothing in the record suggests that his conflicting testimony was because of
general confusion about drug sensitivity testing. Initially, at his 2005 conference with the CRC,
in answering questions about his use of DST, Dr. Uckun flatly stated that he was not basing
treatment decisions on DST, a position he confirmed in a December 22, 2005 written response.
Later, in the hearing discovery process he said that DST was used when no standard drugs were
available, and then, during his hearing testimony, said that it was also used when there were
multiple possible therapies. Dr. Uckun also maintained that he used DST only for determining
resistance, but numerous medical records and testimony at hearing indicated otherwise.
Dr. Uckun attempted to minimize the amount of testing being done at Parker Hughes, describing
it as “infrequent.”

In addition, Dr. Uckun attempted to defend his use of DST by asserting that his DST was
approved or certified by the Clinical Laboratory Improvement Amendments (“CLIA”). This
assertion was misleading since CLIA approves only laboratories and not specific tests.
Dr. Uckun acknowledged the distinction during his testimony before the ALJ, who found that it
“seems unlikely that the Respondent was unaware of this distinction when making the
comments.” ALJ Report, Mem. at 103. Dr. Uckun’s assertion that it is “generally known among
physicians who are engaged in laboratory medicine that tests done in a CLIA-certified laboratory

are frequently referred to as ‘CLIA-approved tests’” is unsupported. In any event, the assertion

825 A unanimous Board found that these allegations of non-cooperation were not only proven by
a preponderance of the evidence, the applicable standard here, but that the CRC’s proof was so
strong that it also met the more rigorous standard of clear and convincing evidence.
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does not counter the misleading inference that might reasonably be drawn by those who are not
routinely engaged in laboratory medicine.

Similarly, the conflicts between KB’s medical records and Dr. Uckun’s various
statements about his rationale for prescribing antibiotics to KB support a finding of
non-cooperation.””®  The Board is convinced that this issue is not merely a “labeling”
disagreement, as Dr. Uckun suggests, but evidence of Dr. Uckun’s ever-shifting rationale in
attempting to justify his conduct. The Board agrees with the ALJ that a reasonably clear
distinction exists between empiric and prophylactic use of antibiotics. ALJ Report, Mem. at 103.
While some overlap of the terms may exist in specific situations, Dr. Uckun’s argument that the
terms are more or less interchangeable is “designed to exonerate his treatment decisions.” 1d.

The Board further finds, after considering the exchange in which Dr. Uckun called
himself a “consultant,” that the doctor did so in a deliberate attempt to evade responsibility for
not having ordered blood cultures for KB. The record shows that he played a major role in KB’s
care and was the reason KB came to Parker Hughes for treatment.

Concerning Dr. Uckun’s rationale for not treating KB’s VRE bacteremia, the Board notes
with concern that no medical documentation supports any of the reasons offered by Dr. Uckun
during these proceedings as to why he disregarded the recommendation of an infectious disease
specialist. While Dr. Uckun now claims that the other medical explanations he provided were
not the factual basis for his treatment decisions in 2002, the record shows that he presented most

of these reasons as patient-specific historical fact, rather than as “theoretical” reasons not to treat

%26 Dr. Uckun indicated at times that he was treating KB empirically with antibiotics because he
suspected an infection. Finding of Fact No. 127. The hospital records show otherwise. Id.
at 126. Indeed, Dr. Uckun testified at the hearing that the prophylactic use of antibiotics, in the
absence of signs of infection, was appropriate, acknowledging that he had done so. ALJ Report,
Mem. at 103.
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the condition. See Ex. 1071 at 420-21; Ex. 1028 at 212-13; Ex. 1180 at 48 and attached Ex. 4
at 5468; Ex. 1136 at 3385-86; Ex. 1068 at 154-55 (mentioning specific concerns about
generating Linezolid-resistant VRE; not knowing the Linezolid sensitivity of KB’s VRE; not
wanting to keep KB in the hospital for fourteen days; and, musculoskeletal pain syndrome to
explain why he did not treat KB’s VRE). Dr. Uckun clearly intended the CRC and the Board to
believe that the reasons given represented his actual rationale for not treating KB’s
VRE bacteremia.

The record thus shows that “Dr. Uckun attempted to marshal every argument in support
of his treatment as opposed to candidly explaining to the Board the contemporaneous reasons for
his treatment.” ALJ Report, Mem. at 103. This behavior unnecessarily prolonged the CRC’s
investigation and casts doubt on the true motivation for his treatment decision.

The Board finds that the issue regarding Ceftriaxone is not just a difference in medical
opinion, as Dr. Uckun asserts. Rather, the record shows that Dr. Uckun made misleading
statements about his use of Ceftriaxone or Rocephin. Drs. Reaman and Maki both agreed with
Dr. Steckelberg that Ceftriaxone as a monotherapy would not cover Pseudomonas. T. 4010;
Ex. 1180 at 151, 156-57. In trying to support his position, Respondent claimed he always used
Ceftriaxone with Tobramycin, but the medical records refute this assertion. Finding of Fact
No. 125(a). Dr. Uckun also attempted to deceive the Board by citing a package insert for
Rocephin, when the insert contains no support for using Ceftriaxone in bloodstream infections
caused by Pseudomonas in neutropenic patients. Findings of Fact Nos. 158-59.

Despite Dr. Uckun’s claim that he gave his medical experts complete medical records,
the record shows that Respondent was not forthcoming with his experts concerning the blood

cultures. Dr. Maki did not timely receive two pertinent portions of KB’s records -- his Fairview
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University Medical Center records (showing that KB had VVRE bacteremia when he died) and the
United Hospital final blood culture results. Finding of Fact No. 164. In addition, the record
suggests that Dr. Uckun misled Dr. Maki about the number of positive blood cultures for KB.
Finding of Fact No. 166. The Board further believes that Dr. Uckun improperly attempted to
influence his experts by sending them extra-record materials, by failing to inform them of the
actual issues in the case, and by leading Dr. Maki to believe that the Board’s actions were driven
by a competitor of Parker Hughes. The Board has made additional findings accordingly. See
Findings of Fact Nos. 162, 163, 165, 167.

As the ALJ properly found, “Physicians are required to cooperate fully with an
investigation by the Board, including responding fully and promptly to any question relating to
an investigation.” ALJ Report, Mem. at 103. Without cooperation by doctors, the Board cannot
fulfill its statutory obligation to protect the public. These examples of non-cooperation raise
concerns about Dr. Uckun’s honesty and his ability to examine and to accept accountability for
his own behavior, raising red flags about his future practice of medicine in Minnesota.

V. APPROPRIATE SANCTIONS.

The CRC asserts in its written materials that, based upon these proven violations of the
Medical Practice Act, revocation is the only remedy that would appropriately protect the public.
Proposed Findings of Fact, Conclusions, and Order at 95. It disagrees with the ALJ’s suggestion
that the Board could monitor and supervise Dr. Uckun, calling that suggestion “overly optimistic
in light of the multiple episodes of deceptive and uncooperative conduct that occurred during the
pendency of the entire investigative, temporary suspension, and hearing process.” 1d. The CRC
flatly contends that the Board cannot monitor or supervise a physician who refuses to be truthful

or who has been uncooperative with the Board and its investigation.
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Dr. Uckun, by contrast, asks this Board for a second chance. At oral argument before the
Board, he admitted that he has made mistakes, but he assured the Board that he was a caring
physician with his heart in the right place. He and his counsel represented that he would accept
whatever reasonable conditions that the Board proposed to address any of the Board’s concerns
in reinstating his license. As set forth in Finding of Fact number 13, he proposed a number of
restrictions to address any concerns that the Board may have about reinstating his license.

The Board has carefully weighed all the evidence before it, from that supporting
Dr. Uckun’s technical competence and his high marks in patient satisfaction, to the evidence
underlying his proven violations of the Medical Practice Act. The Board is deeply troubled by
the deceptive advertising that Dr. Uckun approved concerning the use of DST and his lack of
candor during this investigation. It does not minimize the gravity of these violations of the Act
or the serious risk posed to the public by this conduct. Moreover, viewing Dr. Uckun’s conduct
before and during this proceeding, the Board has concerns about Dr. Uckun’s willingness to
accept suggestions or criticisms concerning his practice and to change his behavior when valid
concerns are raised with him.

On the record before it, however, the Board cannot conclude that revocation is the only
recourse available to it to protect the public from the real risk of harm posed by Dr. Uckun’s
previous practice and conduct. Recognizing that the Board has a duty to the professional, as well
as to the public, In re Wang, 441 N.W.2d at 492, the Board has fully considered whether less
severe sanctions than revocation could adequately protect the public. The majority of the Board
concludes that the public will be protected by the issuance of a conditional license to Dr. Uckun
containing the restrictions listed above. Noteworthy to the Board is the protection inherent in

Dr. Uckun’s agreement never to use DST with his patients again and to remove himself entirely
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from the context of clinic advertising. The Board believes that the full range of restrictions
imposed upon Dr. Uckun’s license are necessary to ensure, and will ensure, that his continued
practice will pose no undue risk to patient safety or to protection of the public in general. The
Board trusts that Dr. Uckun will take full advantage of this second chance to serve his patients by
fully honoring and preserving their trust in him and by showing an abiding respect for the norms
that govern the practice of medicine in Minnesota.

Finally, the Board has also imposed a civil penalty. In setting the amount, the Board has
conservatively counted the number of separate proven violations of the Act and limited the fine
to only a portion of its costs of the hearing, which total over $161,000. See In re Wang,

441 N.W.2d at 495-97; Affidavit of Ruth Martinez.

107



BEFORE THE MINNESOTA
BOARD OF MEDICAL PRACTICE

In the Matter of the Medical License . '
of Fatih M. Uckun, M.D. AFFIDAVIT OF
License Number: 36,852 _ SERVICE BY MAIL

STATE OF MINNESOTA )

' ) ss.
COUNTY OF RAMSEY )

Judy Fusco, beiﬁg first duly sworn, deposes and says:

That at the City of St. P’aul, County of Ramsey and State of Minnesota, on November 30,
2007, she caused to be served the Findings of Fact, Conclusions of Law, Memorandum and

Ordér, by depositing the same in the United States mail at sdid city and state, truc and correct

copies thereof, properly enveloped with prepaid first class postage, and addressed to:

- Alan C. Eidsness, Esq. - Tiernee M. Murphy

Henson & Efron, P.A. Susan E. Damon
220 South Sixth St., Suite 1800 ° Assistant Attorneys General
Minneapolis, MN 55402-4503 445 Minnesota St., Suite 1400

St. Paul, MN 55101-2131
Fatih M. Uckun, M.D.

© 12590 Ethan Avenue North

White Bear Lake, MN 55110-5963

N ?M/.&M—
JUDWUSC,O

- Subscribed and sworn to before
me on November 30, 2007.

g=qn  DIANE M. McMAHOI\
SR NOTARY PUBLIC - MINNESOYA  §

AG: #1909749-v)
Vs My Commission Expires Jan. 31, 2016






