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 CHAPTER ONE 

 
FAILURE TO OBTAIN CONSENT 

 
FOIA Documents: Cardiac Surgeon Implanted Experimental Devices without Consent 
 
A years-old case involving non-FDA approved heart valve repair rings is back in court due to 
newly released records indicating a Northwestern Memorial Hospital cardiac surgeon and others 
may have fraudulently concealed evidence.  
 
The documents re-ignite questions about whether Dr. Patrick McCarthy, who implanted a device 
he invented into hundreds of patients, was simply recording outcomes after standard procedures 
or conducting a human research study/implanting investigational devices without their consent.  
 
Maureen Obermeier, of Chicago, is asking for a new trial, based on records recently released 
under a Freedom of Information Act request. She alleges that the head of cardiac surgery at 
Northwestern and others withheld evidence critical to her original lawsuit, which was dismissed 
in 2016.  
 
Obermeier’s former cardiologist, Dr. Nalini Rajamannan, submitted a FOIA request for various 
documents that previously had not been released, including an FDA inspection report. She 
received those documents in December and has compiled a comprehensive report on what she 
believes to be a sweeping case of experimentation without patients’ consent.  
 
By the time the FDA approved the Myxo ETlogix heart valve ring, Model 5100 in 2009, the ring 
had been implanted into 667 patients. 
 
Rajamannan was practicing medicine and doing research at Northwestern in 2006 and 2007, 
including work on McCarthy’s Myxo ring study. She was told that the patients enrolled in the 
study at Northwestern University and Northwestern Memorial Hospital in 2006 were receiving 
full consent to participate in the study.  
 
One of the study patients told Rajamannan in 2007 that she hadn’t given consent to test that 
heart valve. The patient needed a second heart surgery to remove the prototype device. 
Rajamannan immediately removed herself from any participation in the study. She has reported 
her concerns to the university, the FDA and Congress.  
 
That patient and others suffered permanent damage to their hearts after their surgeries.  
 
Obermeier contends that Northwestern did not tell her she had suffered a heart attack during a 
surgery to have her valve ring implanted in 2006. She later received a surgically implanted 
pacemaker and defibrillator and filed suit against McCarthy, Northwestern, Northwestern 
Medical Faculty Foundation and Edwards Lifesciences. Obermeier claims she had no idea 
McCarthy had invented the ring he implanted in her and that he might have had a financial 
incentive to use it on his patients. 
 
McCarthy contended he didn’t know the valve he was implanting didn’t have FDA approval. The 
FOIA documents indicate that McCarthy originally had applied to do a retrospective (back-
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looking) review of his patients through June 2006, which did not require their consent.  
 
Later, he applied to do a study of later patients who received the valve ring, but the Institutional 
Review Board wrote that expanding the study would be prospective (forward looking) and 
therefore would require different protocols and patient consent.  
 
McCarthy wrote that he had decided not to pursue the extended study and was terminating. But 
the FOIA documents show he continued to study patient outcomes on the valve at least through 
November 2007, as published in a 2008 report.  
 
Obermeier’s request for a new trial is pending in Cook County Circuit Court. A status hearing is 
scheduled on the petition for May 2, 2019 in the Circuit Court. 

ONGOING VIOLATIONS OF NORTHWESTERN UNIVERSITY FDA HUMAN SUBJECT 
PROTECTIONS UNDER THE FWA 0001549 

1)   Not giving consent to patients 

2)   Northwestern University “1532-003” IRB protocol to enroll patients in a database, which 
allowed the surgeon to perform secret human experiments to test his inventions without FDA 
oversight and without patient consent and without HHS Medicare pre-authorization, funded 
under the Bluhm Institute. 

3)   Northwestern University waives patients’ rights to know they were being tested upon at 
least for the first few months under the IRB study protocol 1532-004. A failure to inform the 
patients by using the expedited HIPPA waive, and failure by Northwestern University IRB to 
determine the FDA status of the Model 5100 at the time of the study dates. 

4) Dr. McCarthy requests another waiver in 2007, but this time the University IRB recognizes 
the prospective future study of the Myxo Ring, and then issues a cease and desist order to test 
the device and to test the measurements. 

5) Dr. McCarthy and colleagues continued the research trial after the cease and desist without 
consent for another 5 months and enrolled 75 more patients without the University IRB 
approval. 

6)   Dr. McCarthy and colleagues published the study in July 2008, failing to mention the 
serious adverse events reported to the FDA on December 19, 2018. 

7) Northwestern University leaders refuse to meet with the patients despite the harm, injuries 
and ongoing loss of life secondary to the experimental protocol. 

8) There are 667 patients who received the Model 5100 prior to the recall of the device in 
December 2008, who have not been informed of the status of the model 5100 at the time of 
their open heart surgery. 
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CHAPTER TWO 
 

2-1401 PETITION 
 

 
On February 22, 2019 the plaintiff in the case 08-L-012426 Obermeier versus Northwestern 
Memorial Hospital, Northwestern Memorial Faculty Foundation, Edwards Lifesciences and Dr. 
Patrick McCarthy filed a 2-1401 Petition in the Circuit Court of Cook County.  
 
Below is the public court record of the petition. 
 
The petition incorporates the facts as revealed in the FDA FOIA critical in the case of Obermeier 
versus Northwestern Memorial Hospital, Northwestern Memorial Faculty Foundation, Dr. Patrick 
McCarthy and Edwards Lifesciences, LLC. 
 
Facts which were never disclosed as evidence during the court proceedings, motions and court 
trial. 
 
Evidence only revealed in the case as filed in the petition 2-1401 on 2-22-2019 in the Circuit 
Court of Cook County, Chicago Illinois by the plaintiff Obermeier. 
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CHAPTER THREE 

 
NORTHWESTERN MEMORIAL HOSPITAL, ETC RESPONSE FILED ON MARCH 27, 2019 
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Missing from the Defense attorney’s response to the court is the fact that Northwestern 
University Human Subjects Protections Board terminated the protocol to study the Myxo 
ETlogix Model 5100 device as of June 2006. 
 
 The termination agreement was between Northwestern University and the surgeon Dr. 
McCarthy. The doctor requested to terminate the study instead of filling out the IRB 
regulated paperwork needed to study the device prospectively and legally. 
 
The defendants’ brief fails to mention the fact that 1532-004 was terminated for failure to 
submit proper paperwork to Northwestern University’s IRB human subjects’ office. 
 
The defendant’s brief fails to mention the fact that Dr. McCarthy agreed not to study the 
Myxo ETlogix patients after June 2006, and that any use of the device during surgery was 
unauthorized under Northwestern University’s Federal Wide Assurance 00001549. 
The surgeon continued to perform the experimental surgeries until November 2007 and 
published the study in July 2008, trying to claim that the study protocol 003 was enough 
to publish the test results, despite his agreement with the Northwestern University’s 
federal office of human subject protections not to publish the study. 
 
The Federal Termination contract signed on July 13, 2007, is posted in the next two pages 
of the Myxo Report. The termination contract and other exhibits were produced as part of 
the FDA Freedom of Information Disclosures on December 18, 2018 on the eve of the FDA 
meeting at the Minneapolis District office on December 19, 2018. 
 
 
Finally, the investigators failed to follow Northwestern University’s IRB cease and desist 
order for the study as of June 2006, and continued to perform the study until November 
2007, as published in the final scientific publication. 
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CHAPTER FOUR 
 
 

I began this journey when I first heard from a patient in 2007, that while she developed 
complications from her experimental surgery conducted by Dr. Patrick McCarthy, she was not 
given the opportunity to give consent to participate in the clinical trial to test Dr. McCarthy’s 
unapproved medical heart valve device (The Myxo ETlogix heart valve ring, Model 5100) 
which was invented by him.  
 
From 2006-2007, I had witnessed a clinical trial on patients who received a “first in human 
use”   prototype heart valve. I was told by the senior investigators that the patients enrolled in 
the study at Northwestern University and Northwestern Memorial Hospital in 2006 were 
receiving full consent to participate in the study. One of the study patients, Ms. Vlahoulis, 
confirmed in May 2007, “ that I did not sign a consent form”  to participate in the testing of the 
valve ring called the Myxo ETlogix heart valve ring. This patient needed a second heart 
surgery to remove the prototype device. Since that moment, I removed myself from any 
participation from the study and anything to do with the human experiments without consent.  
 
In July 2008 after myself and the patient reported to the FDA of the clinical study to test the 
unapproved Model 5100, the FDA acknowledged in a short email to the patient that the 
"McCarthy myxoetlogix annuloplasty ring 5100 model" device was "not FDA approved". 
 
From December 2008 to March 2014, I reported to the United States Senate Judiciary 
Committee and Senate Finance Committee. Senator Grassley(IA) began an investigation of 
the University, the hospital and the FDA by sending letters requesting answers. Northwestern 
University responded to the Senator's investigation and the most recent response April 2014, 
is attached. 
 

STATEMENTS TO THE PRESS TO CONCEAL THE TRUTH 
 
The Press tried, tried, and tried to get at the truth in several stories published to date including 
a front page story by the Wall Street Journal (WSJ): 
The Wall Street Journal quoted Northwestern University on December 29, 2009,while calling 
the issue " a doctors’ spat" reported the following quotes: 
 
“The university says it didn't convene a review board or ask for special patient consent 
because there was no clinical trial.” 
 
"Dr. McCarthy says it is common for surgeons to try out tweaks to devices without going 
through the whole clinical-trial process. Asked whether he thought he should have asked for a 
review board, he said: "Not even remotely." 
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THE HISTORY OF FAILING TO CONSENT PATIENTS 

 
THE BATISTA PROCEDURE 

 
In 2002, Office of Human Research Protections (OHRP) cited the Cleveland Clinic Institutional 
Review Board (IRB) for similar violations for a study performed at the Cleveland Clinic: 
 
Partial left ventriculectomy and mitral valve repair for end-stage congestive heart failure. 
 
The final statement of the investigation of the Cleveland Clinic’s IRB was that Dr. McCarthy 
and colleagues did not give consent for the prospective clinical trial as published in the above 
paper. 
 
"OHRP finds that the above-referenced publications described prospective, nonexempt human 
subject research that was conducted without being reviewed and approved by the Clinic’s 
IRB."  
 
Dr. Michael A. Carome, Director, Division of Compliance Oversight  
 
This is the Letter downloaded from the OHRP website. 
Dr. Michael A. Carome now works for Public Citizen as a patient advocate. 
 

 
RECIDIVISM? 

 
ATRICURE 

 
In 2005, the Wall Street Journal reported on another device, the Atricure, and the conflict of 
interest as it relates to the surgeons' failure to disclose the conflicts at the Cleveland Clinic. In 
2006, the Journal of Thoracic and Cardiovascular Surgery (JTCVS) editor, Dr. Andrew S. 
Wechsler, published an editorial on the Atricure failure to disclose conflicts of interest. JTCVS 
is the same journal which published the prospective clinical testing of the Myxo Ring and the 
calipers Model 1155, testing the experimental measurements in patients without 
consent and without an IDE. Furthermore, In 2010, the Department of Justice DOJ had 
indicted Atricure for 3.76 million dollars to resolve Medicare Fraud. 
 
The FDA confirmed to Ms. Vlahoulis in a 2009 FDA letter that the device was experimental, as 
reported by the Project on Government Oversight in 2011. The narrative would be different 
if only the patients, the DOJ, and the Press had the FOIA.  
 
 

FOOD AND DRUG ADMINISTRATION 
 

From 2008-2019, I have reported to the FDA of the unauthorized testing of the Model 5100, 
the Myxo ETlogix ring. I learned from the United States Senate Finance Investigation, there 
was not one but three versions of the design of the heart valve ring, the model 5100. The first 
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version was a prototype version, the McCarthy annuloplasty ring, Model 5100 tested in 
patients and in the research laboratory of Edwards Lifesciences, from February 27, 2006 to 
November 20, 2006 without an Investigational Device Exemption, the second version was the 
Myxo ETlogix ring, Model 5100 which was also tested in patients from November 20, 2006 to 
November 19. 2007. 
 
Edwards Lifesciences, LLC, Irvine CA, reported to the United States Senate Finance 
committee of their analysis in November 2006, entitled FMEA number 6989, version C, Failure 
Mode Effects Analysis. In this document, the company disclosed over 120 failure modes in the 
prototype version of the device which required modifications of the prototype version to 
improve the safety and efficacy of the second version of the Model 5100. The second version 
of the device was sold on the US market sometime in 2007 as confirmed in disclosures by 
Edwards Lifesciences to the Security Exchange Commission.  
 
In 2018,  the FDA provided confirmation of an inspection of the IRB at Northwestern University 
dating back to 2008. This inspection occurred shortly after the FDA learned for the first time of 
the existence of the non-registered, non-approved significant risk device the Myxo ETlogix, 
Model 5100. 
I requested the report from the FDA through a Freedom of Information Act (FOIA). The report 
included records of the inspection report and exhibits from Northwestern University IRB, the on 
campus FDA Office of Human Subject Protections. All of the exhibits arrived on December, 18, 
2018, on the eve of an investigative meeting with the patients, their representatives, myself 
and the FDA investigators. 
 
The records from the FDA’s FOIA, reveal that there was no informed consent to test the Myxo 
ETlogix device in patients for the first time for safety and efficacy from 2006 to 2007. There 
was a HIPPA waiver 1532-004 to publish the date from March 2006 to June 2006, but no other 
approvals from Northwestern University’s IRB office of human subject protections. 
 
The most important exhibit is the request to the University's IRB senior coordinator Ms. Tasha 
Osafo by the inventor and senior investigator, Dr. Patrick McCarthy, to continue the ongoing 
testing, research and scientific publications of the Model 5100.  
 
In the request, Dr. McCarthy specifically included in the protocol to use the specially designed 
calipers to measure for the first time valve leaflet heights. These measurements were 
important for the study of the newly designed ring the Model 5100. His hypothesis was to 
develop a novel specialized sizing technique (Model 1155) to be used in experimental surgical 
protocols for patients who had varying sizes of valve leaflet heights. 
 
The inspection also revealed that there was not one IRB study protocol 1532-003, but a 
second IRB study protocol 1532-004. This discovery is contradictor to what Northwestern 
University reported on the record to the Wall Street Journal in 2009. 
Finally, the most important revelation was that Northwestern University IRB coordinator, Ms. 
Tasha Osafo, determined that Dr. McCarthy’s renewal for his protocol to measure the heart 
valve heights and to test the model 5100 was “prospective,” meaning that it was an ongoing 
future clinical trial to include more patients to test, to study the device and to publish test the 
future test results.  
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Northwestern University IRB then requested from the inventor/surgeon to submit the proper 
federal paper work under HHS/NIH/FDA Common Rule to document the change in the status 
of the study. 
 
Again Ms. Tasha Osafo allowed the investigator to terminate all experimental protocol 
measurements and device testing on July 13, 2007as long as the investigator agreed to cease 
and desist any future inclusion of patients, no new analysis of data, and no more scientific 
publications. 
 
The surgeon signed the termination agreement on July 13, 2007 agreeing to cease and desist 
the protocol 1532-004. 
 
Instead of ceasing the protocol, the surgeon and co-investigators at Northwestern University 
continued the study until November 2007, and the study was actually published in July 2008, 
despite agreeing to stop all protocols from being published after 2007. I requested from the 
FDA the Freedom of Information documents which arrived via email. The FOIA included 
records of the inspection report and exhibits from Northwestern University’s IRB the on 
campus FDA Office of Human Subject Protections. 

REPORTING TO NORTHWESTERN UNIVERSITY OFFICIALS 

Since 2007, I have reported my eye-witness account of the clinical testing to the Dean’s office 
for Northwestern University Fienberg School of Medicine, the general counsel, the President’s 
office, the Board of Trustees and to the various entities responsible for the human subject 
protections of the patients who received the experimental prototype device. 

I continue to inform all influential leaders at Northwestern University, and government officials 
in the USA and regulatory bodies including FDA, HHS OIG, FBI, DOJ to try and get help for 
the patients. The Northwestern University Board of Trustees, the VP for research, have been 
given notice of the exhibits, the injuries, and the death of the patients. 

The University IRB, the VP for research, Dr. Jay Walsh, who is also the Institute Officer, 
Northwestern University President Shapiro, and the Board of Trustees have been informed of 
the harm, injuries and deaths for 12 years.  

The VP for research, Dr. Jay Walsh has refused to meet with the victims and their families as 
per an email dated January 4, 2019 citing the statement: 

“First, you mention two Northwestern University research studies. Study 1532-004 was a 
retrospective chart review (a historical look back at medical records to assess outcomes 
following certain standard of care surgeries) that was voluntarily closed by Dr. McCarthy in 
2007. Study 1532-003 was an outcomes registry (a database relating to outcomes of certain 
standard of care surgical procedures). There were no research interventions, device testing, or 
experimental surgeries done as part of either of those studies. " 

Dr. Walsh fails to mention in his email to the patients and myself, the fact that Northwestern 
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University’s own IRB terminated the study and any future publications of the study results after 
June 2006 according to the FDA Inspection report. 

 

REPORTING TO THE FDA 

Since July 2008 I reported to the FDA the violations of the Human Subject Research 
Protections. In August of 2008, the FDA inspected Northwestern University human subject 
research files related to the study.  

On December 18, 2018, the FDA released a Freedom of Information Act documents for the 
Inspection of Northwestern University. 

On December 19, 2018, myself and several patient representatives and one patient testified to 
the FDA in Minneapolis Minnesota of the results of the experimental testing of the Model 5100 
and the calipers during open heart surgery. The cover of this book is a photo of the FDA office 
taken by myself before entering the meeting. 

EVIDENCE FOR PROTOTYPE TESTING: 

On October 13, 2005, Dr. Patrick McCarthy and Edwards Lifesciences engineers met at 
Tommy Bahama’s restaurant, New Hope Beach, CA.  During the dinner meeting, Edwards 
Lifesciences engineers presented several “prototype models” and Dr. McCarthy chose the 
sample he would test in the first ten patients on or after the end of February 2006. 

Edwards Lifesciences engineers also presented to Dr. McCarthy the specially designed 
calipers Model 1155 for his novel sizing technique to measure the 6 scallops of the front and 
back mitral valve leaflets. 

The first in human use clinical testing began in March 2006 without FDA, and Northwestern 
University approval to test the prototype in the patients. 

The second version of the Model 5100 was filed in the internal records of Edwards 
Lifesciences on November 20, 2006 after several modifications were made to the device 
during the design verification process to develop the model 5100, after over 120 design 
failures were identified during the human testing in 2006, as reported to the United States 
Senate Finance Committee by Edwards Lifesciences. 

The Freedom of Information act exhibits which arrived via email on December 18, 2018, 
confirming these facts. The FDA met with myself and several patients to hear testimony of the 
ongoing use of protocol 1532-004 which was terminated in July 2007. The termination 
agreement clearly states no studies after June 2006 can be analyzed nor published in any 
future scientific publications. 
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The Northwestern evidence from the FOIA, validate my reporting to officials for 12 years, trying 
to help the patients. The exhibits concurrently confirm through an independent FDA 
determination by NU IRB officials working on behalf of the federal government under the FWA 
at Northwestern University. Furthermore, there was not one but two IRB's approved by 
Northwestern University, 003 and 004. The surgeon continued the study despite the 
termination of the contract by Northwestern University human subject research protections 
officer to stop the study. 
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CHAPTER FIVE 

 
FOOD AND DRUG ADMINISTRATION 

HHS INSPECTION REPORT PERFORMED ON AUGUST, 8, 2008 OF NORTHWESTERN 
UNIVERSITY HUMAN SUBJECT PROTECTIONS FILES AND INTERVIEWS OF 

NORTHWESTERN UNIVERSITY IRB LEADERS INCLUDING MS. TICE AND MS. OSAFO 
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Dr. Nalini M. Rajamannan’s Background 

 

The primary purpose of this book is to make public the willful negligent actions of Dr. Patrick 
McCarthy of Northwestern University who implanted a heart valve ring into patients that were 
not FDA approved and did so without receiving consent from his patients in a clinical trial which 
was then later published without the University Office of Human Subject Research Protections 
Approval. These facts are confirmed in December 2018, as they are revealed in an FDA report 
obtained through the Freedom of Information Act (FIOA). The fact that in 2007 Dr. Patrick 
McCarthy agreed to stop testing the novel experimental protocol on patients and agreed to no 
longer publish the study. This did not happen. As a matter of fact, evidence shows the use of 
the experimental protocol continued until at least 2014.  

 

Other federal violations and misconduct by Northwestern University discussed in this book 
include:  

• Unauthorized Human Experiments 
• Failure to follow-up on the outcomes of the Human Experiments 
• Failure to provide proper health care for the victims 
• Failure to report evidence to the Senate Finance, and Senate Judiciary Committee of 

the evidence 
• Failure to report evidence during the court proceedings as related to Obermeier versus 

Northwestern Memorial Hospital, Northwestern Faculty Foundation, Edwards 
Lifesciences, and Dr. Patrick McCarthy. 

 

My name is Dr. Nalini M. Rajamannan, and I am a heart valve expert in the field of 
cardiovascular medicine. I was born and raised in the great state of Minnesota. I have been 
researching heart valve disease for 31 years after I receiving my undergraduate science pre-
professional degree from the University of Notre Dame, my Medical Doctorate from Mayo 
Medical School and my post-graduate training in Internal Medicine and Cardiology at the Mayo 
Clinic. I also worked at the Mayo Clinic as a staff consultant in Internal Medicine. For 19 years, 
I have held a visiting scientist position in Biochemistry and Molecular Biology at the Mayo 
Clinic. I was also an adjunct professor at the University of Notre Dame in bioengineering. I 
practice consultative medicine specializing in Cardiac Valvular Heart Disease at Most Sacred 
Heart of Cardiology and Valvular Institute, WI. 

During my time as a witness to these events, I was recruited to Northwestern 
University in 2000 and I worked as a cardiologist at Northwestern University as a 
National Institute Health funded K08/R01/ARRA researcher in the molecular 
biology of valvular heart disease, VA Echo Lab Director for five years, and the 
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Northwestern Valve Director from the years 2006-2011. I continued working at 
NU before removing herself  from this study and anything associated with the 
study once I learned that the inventor/surgeon was not giving informed consent 
for the testing of his invention. An invention which he would receive future 
Royalties as revealed to the Senate Finance Committee during Senator Charles 
Grassley(IA). 

 At the time of my termination from Northwestern University in 2011, I was funded 
under the American reinvestment and recovery act grant from the NIH which 
provides me with lifelong protections under the federal whistleblower laws. I has 
been working in Sheboygan, WI as a heart valve specialist since 2010, and I 
have been a clinical valve researcher at Corvita for the past 2 years. 
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For the past 12 years, as part of my commitment and federal legal 
obligations as a medical doctor, I have been advocating for patients who 

have been enrolled in unauthorized human experiments since at least 2006 
at Northwestern University. As a doctor, it is my sworn duty to bring this 

information to light and to help these patients and their cause. 
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