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March 21, 2014

Via E-mail and First Class Mail

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

Dear Senator Grassley:

On behalf of Northwestern University ("the University") I am responding to your letter of
March 4, 2014 concerning the scope of the University's responses to your earlier inquiries dated
December 3, 2008 and September 30, 2009. Your letter questions why the University's
responses and document submission did not contain documents pertaining to Institutional
Review Board ("IRB") project number 1532-004.

First, I want to assure you that neither I nor the University intended to provide you or the
Committee with an incomplete response and document production. To the contrary, our
intention was to provide you and your staff with all responsive information in a timely manner.
Immediately upon receipt of your December 3, 2008, request, I spoke with Finance Committee
staff members ||| N a~d [ o clarify the scope of your request. Asa
result of my discussion, it was my understanding that the Committee’s investigation was focused
on the University's IRB approval of an "outcomes study" titled "Early and Late Outcomes
Following Surgical Intervention for Atrial Fibrillation Database," IRB project number 1532-003.
Specifically, I understood the Committee wanted to know whether Dr. McCarthy told the
University that the FDA had cleared the Myxo ETlogic 5100 Ring ("Myxo Ring") when he
requested approval for the "Early and Late Outcomes Following Surgical Intervention for Atrial
Fibrillation Database,” which was referred to as the "outcomes study" in your letters.

As my prior responses explain, the outcomes study was a registry, not a clinical trial regarding
the efficacy of the Myxo Ring. It included both retrospective chart review and the creation of a
registry of data going forward, see Response 2 in letter of January 5, 2009 (Attachment A) and
Response 2 in letter of November 4, 2009 (Attachment B). This database was established as an
effort to evaluate outcomes in patients treated surgically for atrial fibrillation. The University’s
IRB later approved the expansion of the registry to include the outcomes of all cardiac surgery
procedures, including mitral valve repair with any type of ring.

My understanding that the Committee was solely focused on the outcomes study (IRB number
1532-003) was reinforced by the fact that I was aware that Dr. Rajamannan claimed, and former
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confirmed, that Dr. Rajamannan had met with
Senate Finance Staff to discuss that outcomes study.

In sum, when we responded to your 2008 and 2009 inquiries, we believed that we were
cooperating with your staff by giving them the information they needed to answer the question of
whether Dr. McCarthy implanted an unapproved device in a patient without the patient’s

consent. At the time, and even today, it did not appear that the Mitral Valve Pathology Study
(IRB Study 1532-004) was responsive to the Committee's investigation. Dr. Rajamannan was a
co-investigator in the proposal for project 1532-0004 and she should have been aware that the
mitral valve pathology study (1532-004) — unlike the cardiac surgery outcomes registry (1532-
003) — was terminated in 2007 (NW/G000077-NW/G000082). Thus, the only relevant actual
IRB study that was responsive to the Committee's request was, and remains, 1532-003.

With that background, the University responds to your letter of March 4, 2014 as follows:

Request 1: Please provide a copy of the following documents pertaining to IRB project number
1532-0004:

a. A protocol application signed by Dr. Patrick McCarthy;

b. An Echo protocol entitled "Mitral Valve Pathology: A Quantitative Assessment Pre-
and Post Repair" authored by Dr. McCarthy;

c. A Waiver of Consent Form signed by Dr. McCarthy;

d. A cover letter dated June 29, 2006 and addressed to Dr. McCarthy from Eileen Yates
of the University's IRB, which approved IRB project number 1532-004 for the period
6/29/2006—6/27/2007 under submission accession number 200606-0680; and

e. A HIPAA Waiver of Authorization Form attached to a cover letter dated June 29,
2006 addressed to Dr. McCarthy from Eileen Yates of University's IRB.

Response 1: Enclosed please find the IRB file for project number 1532-004, which includes the
documents responsive to Request 1, bates-numbered NW/G000001-NW/G000087.

Request 2: Please provide a copy of any other documentation, form, report, email, or
memorandum regarding IRB Project Number 1532-004, including a New Project Submission
Form, that is in the possession of the University, NMH, or NMFF. This request covers the
period of January 2005 through the date of this letter.

Response 2: The IRB file included in response to Request 1 includes contemporaneous
documents, including emails, forms and documentation that were submitted to the University
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before the project was terminated in July 2007, ' see NW/G000077-NW/G000082. In addition,
the University is providing post-termination documents referencing IRB Project Number 1532-
004, which were the subject of a discovery motion in Maureen Obermeier v. Northwestern
Hospital, et al., Case No. 08, L 012426 (Cook County, 111.).2 These documents include:

1. A letter from Patricia J. Foltz to Ardwin E. Boyer, dated August 1, 2013,
requesting return of documents, protected by the Illinois Medical Studies Act
(MSA), 735 ILCS 5/8-2401, et. seq., which were inadvertently produced by
Northwestern Hospital in response to a discovery request in the Obermeier
litigation, bates-numbered NW/G000088;

2. A copy of Respondents Motion to Preclude Plaintiff From Disseminating
Medical Studies Act Information and Materials, bates-numbered
NW/G000089-NW/G000094;

3. A copy of the documents, Exhibit E 004, referenced in the August 1, 2013
letter from Ms. Foltz to Mr. Boyer, bates-numbered NW/G000095-
NW/GO000135.

Please note that many of the documents in the above-referenced production are privileged and
we request that they should be afforded confidential treatment since public disclosure “may
divulge matters required to be kept confidential under other provisions of law or Government
regulations,” see Senate Rule XXVI(5)(b)(5). We have marked the privileged documents:
"[llinois Medical Studies Act Privilege - Confidential Treatment Requested."

Thank you and your staff for extending the time to respond to your March 4, 2014 letter. If you
or your staff has any additional questions regarding this matter, please do not hesitate to contact
me.

Sincerely,

Counsel for Northwestern University

! While the timeframe for Request 2 did not allow for an exhaustive review of all University emails, we are
confident that we have provided a complete copy of the official file for IRB Project Number 1532-004.

2 The University is not a defendant in the Obermeier litigation; however, Ms. Foltz represented the interests of
University staff members who were subpoenaed to testify about the IRB process.
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Attachments
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