
UNIVERSITY OF MINNESOTA

Office of the General Counsel 360 McNamara Alumni Center
200 Oak Street S.E.
Minneapolis, MN 55455-2006

Offce: 612-624-4100

Fax: 612-626-9624

August 25, 2009

The Honorable Charles E. Grassley
United States Senate Committee on Finance
Washington, DC 20510-6200

RE: Dr. David Polly Conflict of Interest Investigation

Dear Senator Grassley:

This correspondence responds to your letter to President Bruininks dated July 24, 2009.
Your correspondence expresses your interest in assessing "the implementation of financial
disclosure policies at the University of Minnesota." You also inquire about Dr. David Polly's
consulting relationship with Medtronic, whether he has complied with the University's conflict
of interest disclosure policies, and whether he has disclosed his consulting relationship with
Medtronic when appearing before external bodies and organizations.

We are pleased to provide responses to your information requests in this letter and
attachments thereto. As you know, in my prior correspondence dated August 2, 2007 and

November 20, 2007, responding to your previous information requests, we expressed our shared
concern regarding financial relationships between physician faculty and the pharmaceutical

industry. Recently, President Bruininks wrote you to express support for the Physician Payments
Sunshine Act of 2009, which you introduced earlier this year together with Senator Herb KohL.
The bil provides for important disclosures by drug, device, and medical supply manufacturers of
payments made to physicians, and would provide much needed transparency to these
relationships. We wish you success in obtaining passage ofthis important legislation.

We offer the following specific information in response to your questions.

I. The University of Minnesota's Conflct of Interest Program

The Board of Regents adopted an Individual Business or Financial Conflict of Interest
policy in 1994 and an Institutional Conflct ofInterest policy in 2005. The policies and related
procedures have University-wide application and are implemented though a committee structure.
Information regarding actual or perceived conflicts of interest is forwarded for conflict of interest
review and management through several avenues which include annual reporting requirements
and ongoing coordination with various University units. (Copies ofthe University's institutional
and individual conflict of interest policies and procedures are included with the attached
supporting documentation.)
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On an anual basis, the University initiates a formal conflict of interest disclosure
process, using two separate reporting mechansms. Approximately 9,000 employees are required
to complete a Report of Exteral Professional Activities ("REP A") for the purpose of disclosing
professional activities and business and financial interests. Updated REPAs must be filed
whenever a change in circumstances occurs regarding an individual's financial interests and a
relationship exists between the outside interest and the individual's University responsibilties.
Our theshold for reporting is based on the definition of signficant financial interest ($10,000 or
5% equity) in the Public Health Serice regulations. In addition to the completion of a REP A,
approximately 240 university officials, as defined by policy, are required to file a financial
disclosure statement anually.

University employees also are required to make conflct of interest disclosures when
submitting a proposal for a sponsored project or when seeking review of a study 'by the
Institutional Review Board, the Institutional Anmal Care and Use Committee, or the
Institutional Bio-safety Committee. In addition to these requirements, University employees who
have appointments of at least 75% are required to report outside. consulting arangements and to
seek approval for those consulting activities when t~ey exceed a paricular number of days of
commitient per year.

The University reviews and manages conflct of interest matters through a three-
committee process. One committee reviews, evaluates, and manages conflcts of interest that
arse at the institutional leveL. Two committees review, evaluate and manage conflicts of interest
that arse in the context of individual employees. Details regarding the composition and
operation of these committees are provided below in the University's response to your second
request for information.

The University approaches identified conflicts of interest in a number of ways.
Management plans are developed to define the mechansms that must be imposed to eliminate,
reduce or manage identified conflcts. In some instances, a determination is made that a conflict
does not currently exist, but it is likely that one wil exist in the near future. In those
circumstances, guidance letters are prepared. Where there is a finding that an employee has
failed to comply with a management plan or with University policies'and procedures, a corrective
action plan may be developed or discipline may be imposed.

In its efforts to continually improve our conflct of interest-related processes and

procedures, the University recently has implemented a database that wil enable the Program to
more consistently monitor management plan compliance as well as many other aspects of the
conflct of interest process. The University also is utilizing information available on the website

of the Minnesota Board of Pharacy, which reflects consulting income University faculty have
received from industr, to evaluate the accuracy of information reported on individual REP As.

Finally, the University is in the process of evaluating its curent conflct of interest training
program. We anticipate that, within the next year, the University's training program wil be
expanded and etianceâ~ and will Ìncorporate attacking component:
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II. Responses to Your Specifc Inquiries

We have contacted appropriate University units to gather relevant data and records
responsive to your specific requests. Based on those inquiries, we provide the following

responses and supporting documentation: .

1. REQUEST: For each grant received by Dr. Polly, please confirm that he reported to
the University's designated official "the existence of (aJ conflcting interest." Please provide
separate responses for each grant received for the perod from Januar 2004 to the present, and
provide any supporting documentation for each grant identified.

RESPONSE: Dr. Polly has sered as the Principal Investigator (PI) on two sponsored
grants at the University and has paricipated in a non-PI capacity on two other sponsored grants.
Dr. Polly disclosed a potential conflct of interest in connection with each of these four grants.
Attached is a char showing each grant, Dr. Polly's role, project dates, amount of funding,
whether a conflct of interest disclosure was made, and where andwhen the disclosures occurred.
(Exhibit 1.1) Also attached as supporting documentation for each grant are the Notice of Award
statements issued by the University and the University forms where Dr. Polly made his conflict
disclosures, including: the Report of External Professional Activities (REP A), the Institutional
Anmal Care and Use Committee (IACUC) application and the Institutional Bio-safety
Committee (mC) application. (Exhibits 1.2 through 1.12)

2. REQUEST: For each grant identified above, please explain how the University
ensured "that the interest has been managed, reduced, or eliminated." Please provide an
individual response for each grant that Dr. Polly received from Januar 2004 to the present, and
provide any documentation to support each claim.

RESPONSE: The University addresses conflct of interest by its employees though a

system of required internal online reporting, a screening review at the administrative . level, and
referal to an appropriate conflct review committee for determination on how to manage, reduce
or eliminate the identified conflct. The review committees are comprised principally of faculty
and include exteral members, representatives from regulatory, compliance and research units at
the University and a legal advisor provided by my offce. Our oversight strcture and the
obligations imposed on University employees and officials with respect to conflct of interest are
outlined in a set of policies and procedures on Individual Business or Financial Conflict of
Interest, and Institutional Conflict of Interest, attached as Exhibit 2.1 (a and b). With respect to
Dr. Polly's involvement on research grants, the University addressed his reported conflcts of
interest as follows:

a) Medtronic Master Research Agreement~Dr. Polly was designated the Principal

Investigator for a master research agreement executed between the University and Medtronic in
2005. No funds were awarded under this agreement. Rather, it was set up as an umbrella
agreement for-future research . projects to be fuded by Medtronic. . Ðr;- Polly disclosed his
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potential conflct of interest related to the Medtronic master agreement on his 2005 REP A. After
corresponding with Dr~ Polly in November 2005 and ascertaining that no projects were slated for
funding yet, the conflct of interest program determined that no conflct of interest existed at that
time. (See Exhbit 2.2) However, Dr. Polly was advised to inform the program immediately if

there was funding, as it would be necessar then to review his relationships for a potential
conflict of interest. (Id.)

b) Deparent of Defense (DOD) Study on Bone Formation in Rat Femur-As

Pricipal Investigator on this DOD fuded study, Dr. Polly disclosed a potential conflct of
interest related to the study on his 2006 REP A and 2007 REP A, as well as his research
applications to the IACUC and mc. Although the study was not funded by Medtronic, Dr. Polly
disclosed a potential conflict because of his consulting relationship with Medtronic and the use of
a Medtronic product in the study. The Academic Health Center Conflict Review and

Management Committee reviewed Dr. Polly's conflct at a meeting on December 5, 2006 where
Dr. Polly appeared to provide his perspective and answer committee questions. The Committee
deterined that Dr. Polly's conflict could be managed based on several mitigating factors, and

developed a conflct management plan which is attached (and was provided to you earlier in
November 2007). (See Exhbit 2.3)

c) Medtronic O-An Imaging Study--Dr. Polly proposed to serve as Co-Investigator
(Co-I) for this study and disclosed his potential conflct on a REP 

A submitted in April. 2008.
Because this study (unlike the DOD funded study above) involved humans and was sponsored by
Medtronic, the COI program advised Dr. Polly it was unlikely the conflct could be managed if
he served in a leadership role (pI or Co-I) on the study. After Dr. Polly agreed to relinquish the

role of Co-I and fuction instead as a surgical advisor on the project (similar to the other
surgeons listed on the project), the ARC Executive Conflct Review Committee developed a
conflct management plan for Dr. Polly's involvement in this project. Among the several.
elements of the plan, Dr. Polly was not allowed to paricipate in data collection or data analysis.
for the research. The management plan and related correspondence are attached as Exhbit 2.4.

d) Medtronic Iliac Screw Fixation Study-This grant was for a short ter study

(less than one year with total fuding of $29,000) where Dr. Polly indicated involvement in a
non-PI capacity. He received no salar support from this grant, as noted under iteni 3 below.
Due to the timing of Dr. Polly's conflct of interest disclosure on the 2008 REP A and the
reporting periods covered in the REP A forms, the study ended before the conflct was disclosed
and addressed. This matter was one of several fies designated by the COl program this summer
for fuher assessment and the issue wil be examined as par of the review process referenced in
item 4 below.

3. REQUEST: For each grant identified above, please provide the amount of money paid
directly to Dr. Polly for "salar." Please detail this information by grant supporter, grant title,

grant topic, year, and salary amount.
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RESPONSE: Of the four grants identified above involving Dr. Polly, he received a small
amount of salar support from two grants ($7058 and $528 respectively on the DOD grant and
O-An imaging study) and no salar support from the other two grants (Master agreement and

Iliac screw study). Attached is a char outlining the requested information for each grant.

(Exhibit 3)

4. REQUEST: Please provide an update on any reports and/or findings of research
misconduct or reviews of the discrepancies in disclosures by Dr. Polly, including what action, if
any, the University wil consider. The time span of this request covers Januar 2004. to the
present.

RESPONSE: There are no reports or findings of research misconduct by Dr. Polly.! The
University, through its Offce of Institutional Compliance and my office, has initiated a review
into Dr. Polly's compliance with his conflct of interest management plans and adherence to
University policies and procedures on conflct of interest. and outside consulting. University

policies provide a range of possible sanctions that may be imposed against a University employee
if a violation of conflct of interest or outside consulting rules is found. See Evaluating and
Managing Individual Conflict of Interest Disclosures, included in Exhbit 2.1 above. Any
actions taken under this policy or the outside consulting policy wil follow applicable University
employment rules and provide due process to the individual under review.

5. REQUEST: Please report whether a determination can be made as to whether or not
Dr. Polly violated guidelines governng clinical trals and the need to report conflcts of interest
to an institutional r~view board (IRB). Please respond by naming each clinical tral for which Dr.
Polly was the principal investigator, along with confirmation that the conflcts of interest were
reported, if possible. The time span of this request covers Januar 2004 to the present.

RESPONSE: We are aware of no evidence that Dr. Polly violated guidelines governg
clinical trals and the need to report conflcts of interest to the IR. Attached is a char showing
the clinical trals for which Dr. Polly has. been the Principal Investigator since 2004.2 (Exhbit
5.1) Of these seven studies, Dr. Polly reported a potential conflict of interest on the IR
application form in five of the studies. Dr. Polly reported no conflict of interest on the two most
recent IR applications for clinical. trals. Based on the description of these studies and other
information in the IR applications, however, we have no reason to believe these disclosures
were inaccurate. Also attached as supporting documentation are the seven IR clinical tral
applications submitted by Dr. Polly. (Exhbits 5.2 through 5.8)

i We presume that your reference to "research misconduct" means fabrication, falsification or plagiarism in research

as defied by Public Health Service regulations on research misconduct, 42 CFR Part 50.
2 Dr. Polly has also served as 

the Pricipal Investigator on a large number of non-sponsored retrospective records

revit:~ studies that were _griltedeJCeinptions from IR review. These studies are not included in the attched char
of clincal trals. - -- - --_.
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6. REQUEST: Please provide any notifications and/or communications to the NIH
regarding conflicts of interest and research by Dr. Polly. This request covers the period of 2004
through the present.

RESPONSE: Dr. Polly has not had any NIH funded research at the University of
Minnesota. Therefore, the University has sent no communications or notifications to the NIH
regarding possible conflicts of interest related to his research.

7. REQUEST: Please provide a total dollar figure for all NIH monies annually received
by the University. This request covers the period of2004 to the present.

RESPONSE:

NIH Awards Per University Fiscal Year (July l-June 30)

$224,719,056
$237,283,745
$226,125,276
$269,072,047
$259,276,664
$228,662,675

FY2004
FY 2005
FY 2006
FY 2007
FY 2008
FY 2009

8. REQUEST: Please provide a list of all NIH grants received by the University. This
request covers the period of 2004 through the present. For each grant please provide the
following:

a. Primary Investigator;
b. Grant Title;

c. Grant Number;

d. Brief Description; and

e. Amount of Award.

RESPONSE: We have been advised by your staff that we do not need to respond to this
request at this time.

Please do not hesitate to contact me if you have any questions related to this matter.

Mark B. Rotenbérg
General Counsel

MBR/ls
Attachments


