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Honorable Members, Senate HELP Committee 

Senate Hart Building 215 

Washington, DC 

  

Public Comment Submitted To Full Senate HELP Committee Members For Hearing of June 11, 2009 

  

Re: Need For Clear Definition Of The Term “Evidence Based” In The American Health Choice Act. 

  

Honorable Members of the Senate HELP Committee, 

  

     Thank you for your combined efforts to provide effective and cost efficient healthcare for all US citizens. You hard work is to be commended.  Clearly, this is a monumental task that must be undertaken for the future health, both physically and financially, of the American people. With chronic illness on the rise at an alarming rate, factors causing these illnesses need to be mitigated in an organized, systematic manner.  As such, treatment protocols and preventative measures need to be based on the best, most effective evidence available. 

  

     What is the definition of the term “evidence based” as it is used within the health reform bills? What is the burden of proof required that constitutes best and effective evidence? How does the standard of proof used impact the advancing or deterring of the understanding of illnesses? 
  

     In determining what the definition of the term “evidence based” means, Committee Members should be aware that Evidence Based Medicine (EBM) does not hold the same meaning to all people or all organizations. While EBM has offered much benefit to us as a society, it also has a dark side that must be protected against in an effort to assure best medical practices for the benefit of public health. The term needs to be clearly defined in the health reform bills. 
  

     In some instances, EBM has been used synonymously with the term “Sound Science”.  Sound Science is a term that originated with Big Tobacco and has been used to cast doubt on causation of illness to the detriment of the public. In this context, the term Evidence Based means that if one cannot prove causation of illness beyond a reasonable doubt in a courtroom setting, then there is not sufficient evidence to acknowledge a particular chemical or exposure may possibly be the root cause of the illness. 

  

     While this interpretation of EBM may be appropriate for the courtroom when determining liability for causation of illness or lack there of, it is not appropriate for teaching physicians of practices and protocols that assist to stave off exposures thought have contributed to the increase in chronic illnesses. This courtroom standard interpretation of the term “EBM” is not appropriate to be used to train physicians they should not even consider a potential causative agent when determining their treatment protocols and practices. 

  

     As an example of the above misapplication of the term “evidence based” when establishing health policy through private sector medical associations, clinics and teaching hospitals; I offer the highly contentious and highly litigated mold issue.  For five years I have been researching how medical information and evidence regarding these illnesses moves from clinic to courtroom to public policy and back to the clinics with the aid of government funds through ATSDR, NIOSH and the EPA. 
  

     Primarily, the private sector clinics that we fund to advance the understanding of environmental illnesses such as those caused by mold are the Association of Occupational and Environmental Clinics (“AOEC”).  AOEC oversees the funding for the Pediatric Environmental Health Specialty Units (“PEHSU”).  A network of these clinics are located at various teaching hospitals throughout the country. PEHSU is meant to provide education and consultation to health professionals regarding children's environmental health. Several crossover governing members of both the AOEC and the American College of Occupational and Environmental Medicine (ACOEM) are involved with this program which influences the direction of environmental health research, teaching, and distribution of government funding. 

  

     As stipulated in the reform bills, billions of dollars in public monies are to be allocated to the private sector organizations such as AOEC to advance the understanding of illness. AOEC/PEHSU also receives funding from the private sector and universities. Rigorous government oversight will be required to assure that outsourcing the funds management and responsibilities of advancing the understanding of environmental illnesses are not misdirected or misused by these organizations; or that the term “evidence based” is misconstrued to mean that our tax dollars are to be used as a method of denying the causation of the exact illnesses we seek to better understand in the name of evidence based medicine. 

  

     The problem of inherent conflicts of interest in government funding private Occupational and Environmental clinics with the intent of advancing understanding of environmental illnesses begins with the ambitious attempt to somehow meld Occupational Medicine and Environmental Medicine into a single medical specialty. 
     
     Historically Occupational Medicine serves industrial interests, as this medical specialty is often called upon to limit the financial risks to employers and insurers that arise from workplace injury and illness.[1] Environmental Medicine is designed to serve the public interest by increasing understanding of the causes and treatments of illness without any particular regard for industrial concerns. But all too often, the same physicians who advance the interests of employers also serve as experts in environmental health matters. [2] The blurring of the divide between the two specialties with AOEC (occupational) controlling the funding for PEHSU(environmental), also leaves Occupational Medicine in a position to leverage its association with Environmental Medicine into a key public health role beneficial to industry. 

  

     In 2001, the Association of Occupational and Environmental Clinics (AOEC) obtained federal funding under cooperative agreements with the Environmental Protection Agency (EPA) and the Agency for Toxic Substances and Disease Registry (ATSDR) for a network of Pediatric Environmental Health Specialty Units (PEHSUs). Each PEHSU is based at an AOEC member clinic or at an academic center.[3] AOEC distributes the funds to its affiliated clinical centers without a requirement to undergo public competition for support. The Pediatric Specialty Units are to provide education and consultation for private and public health professionals and others on the topic of children's environmental health. Millions of taxpayer dollars are now invested in this project.[4] Soon to be billions.[5] 

  

     However, the arrangement for achieving these goals is severely compromised because the government funding first passes through organizations that have inherent bias favoring industry’s concerns about financial risk.[6] The conflict of interest is concealed as it operates through a collection of long-running business relationships between industry, professional organizations, individuals, government agencies, and public hospitals and universities.  
  

     A brief history of the ACOEM “Evidence Based” Statement on Mold is presented as an example of the need to clearly define the term “evidence based” when private sector organization are government funded to advance the understanding, prevention and treatment of environmental illnesses in children. 

  

    Some of the medical associations which now present themselves as both occupational and environmental experts have created very serious problems for a large group of environmental patients in recent years. This was accomplished by promoting misinformation regarding “evidence based science” of environmental illnesses caused by microbial contamination in damp indoor environments. The misinformation campaign was carried out with a bias that favored industry’s financial liability, taking its toll on the affected environmental patient population.[7], [8], [9] 

  

     Historically, one of the most effective ways to limit financial risk for industry is to outright deny that a pollutant or chemical is the cause of an environmental illness.[10] That was the pattern employed in the campaign to deny these particular illnesses. [11] The authors of the ACOEM Statement on Mold translated their purportedly unbiased and scientific evidence based findings into common language for further publication by the U.S. Chamber of Commerce stating, “Thus the notion that ‘toxic mold’ is an insidious secret ‘killer’ as so many media reports and trial lawyers would claim is ‘Junk Science’ unsupported by actual scientific study.” [12] The “junk science” slur has been used repeatedly by industry and its paid medical and scientific experts to obfuscate legitimate health concerns.[13] It is a tactic borne in Big Tobacco science. 

  

     Specifically, in 2002, ACOEM produced its “evidence based” policy statement regarding mold-induced illnesses. Experts for the defense in mold litigation were brought in with the intent that they were to author that position statement.[14] The ACOEM Statement on Mold claims that it has been scientifically proven that it is “highly unlikely at best, even among the most vulnerable of subpopulations, that humans could inhale enough mycotoxins within an indoor environment to cause symptoms indicative of poisoning.” The ACOEM Statement on Mold, and the method by which it was developed and distributed, was the subject of a front page Wall Street Journal article in January of 2007 entitled, “Court of Opinion, Amid Suits Over Mold, Experts Wear Two Hats.” 5 

    
     Many ACOEM and AOEC members, and thus PEHSU members appear in court as expert witnesses to testify that human illnesses indicative of poisoning from indoor microbial contaminants “could not be possible” based on the “evidence based” policy paper provided by the ACOEM.[15],[16] A past president of both AOEC and ACOEM and now former director of the leading AOEC and PEHSU at George Washington University, Dr. Tee Guidotti, staunchly defends ACOEM’s statement on mold as being evidence based. [17] In his February 2007 rebuttal to the WSJ article on behalf of ACOEM written while he was President of the organization, Dr. Guidotti wrote, “ACOEM is not alone in its interpretation of the evidence”. [18] 

  

     Contrary to Dr. Guidotti’s rebuttal to the WSJ article, the ACOEM Statement on Mold is at odds with current accepted science as is established by the Federal Government Accountability Office Report, Indoor Mold: Better Coordination of Research on Health Effects and More Consistent Guidance Would Improve Federal Efforts 

GAO-08-980 September 30, 2008[19] 

. 
     So what safeguards do we have that in the future, these private sector clinics do not use our government funding to interpret their own meaning of the term “evidence based”?  Much like the bailout money for AIG going for employee bonuses, what safeguards are in place to assure governments funds will not be misused by the private sector to advance the interests of industry over that of the American public? 
  

     What are the implications for the advancement of understanding environmental illnesses when a leader of AOEC and PEHSU has clearly chosen to promote the concept that the term “evidence based” is meant for the promotion of limiting commerce liability as opposed to advancing the understanding of illnesses? 

  

     As it stands today, when an employee is injured or made ill at work by mold or other environmental exposures, the employee may be sent to an AOEC clinic by the employer or insurer for evaluation.[20] These evaluations are known as Independent Medical Examinations (IMEs).[21] The term ‘independent’ as applied to contracted examinations suggests that they are unbiased in comparison with the opinions of personal physicians. 
  

     However, the IME is connected financially to the employer/insurer and not the patient. Unlike a second opinion intended to confirm another physician’s findings and assist in establishing treatment protocols, an IME is not likely to be performed unless the insurer or employer is already seeking to deny or minimize an existing claim. The IME physician is typically discouraged from treating the patient clinically or from making any treatment recommendations. The patient is usually cautioned that the insurer will not pay for any such recommendations or treatment resulting from an IME. 
  

     As a result, the IME arrangement is strongly biased toward minimizing the recognition of occupational and environmental illness and disability rather than diagnosing or treating it. If the worker attempts to challenge the IME medical finding, these same physicians, located at clinics that we government fund, may then generate additional income as expert defense witnesses on behalf of the employer or the insurer should their conflicting opinion lead to legal action on the patient’s part.[22]  
  

    With regard to symptoms of poisoning from mold exposure, many injured workers’ claims are denied by the IME physician who cites the ACOEM Evidence Based Statement on Mold which asserts that evidence is established proving mold does not cause these symptoms.[23] When the expert witness IME physician is also associated with a college or university, much of the funding received for the denial of illness through expert witness testimony goes directly to the educational institution.[24] The rest of the witnessing fees, depending on the contractual arrangements, is paid directly to the physician or the physician’s employers. How does this arrangement of universities generating income from the denial of causation of illness impact the usage of government funds meant to advance the understanding of causation of illness? 

  

     AOEC physicians serve as IMEs at many medical centers around the country. These payment incentives can place teaching universities in the position of profiting from denial of environmental illnesses for which they have been funded and charged with advancing understanding, as is the case with PEHSU. How far that bias and financial opportunism are carried is both a matter of pervasive commercial influence over occupational medical practice and personal ethics.[25] 

  

     The mere fact that both insurer-funded IMEs and taxpayer-funded public health research and treatment can be, and sometimes are, carried out by the very same institutions should present a red flag to those determining the funding methods for the entire PEHSU project and the need for clearly defining the term “evidence based”.[26] 

  

     Potential conflicts of this nature, whether individual or organizational in origin, would reasonably be expected to be reported prior to any resulting research publications, and should be reported and examined thoroughly when the public health may hang in the balance or when public funds are being used.[27] Most times they are not and those that dare to challenge the direction of the private sector definition of evidence, often face retribution for speaking out.[28]  
  

     In addition, some physicians at AOEC/PEHSU clinics may simultaneously be employees of environmental risk management companies whose specific function is to limit financial liability for industry.[29] When examining the environmentally ill, these physicians can play an even more conflicted role – that of the government-funded and purportedly unbiased clinic physician examiner on one hand; and on the other, risk manager for an industry client and willing to be compensated for providing testimony against the patients they examine. 
  

     As an example of this is a physician from the AOEC and PEHSU at the University of California, Irvine (UCI), Dr. Marion Fedoruk. A California court ordered the evaluation of a teacher made ill from mold exposure in a mobile classroom. The teacher was directed to an Independent Medical Examination at the UC Irvine AOEC, where Dr. Fedoruk, an AOEC physician also was a risk management employee of the private consulting firm, Exponent. Dr. Fedoruk’s independent status was questioned by the court. “It is unclear as to whether Dr. Fedoruk was providing an ‘independent’ examination as a representative of the government funded AOEC, or as an employee of the risk management company, Exponent, and on behalf of a client in litigation.” [30] 

  

     Physicians from the AOEC and PEHSU at the University of California, Irvine participated in its second annual mold conference in February of 2008.[31]  This seminar provided continuing medical education credits for physicians and other health care professionals who attended.  The host of this seminar was Dr. Phillip Harber, Director of Occupational Medicine for the University of California, Los Angeles (UCLA) Division of Occupational and Environmental Medicine.  Dr. Harber is an ACOEM member who was a peer reviewer of the ACOEM Statement on Mold.[32] This government-funded AOEC and PEHSU educational seminar was reported to be for physicians to learn how to recognize and treat mold-induced environmental illnesses in both workers and children. The physician education conference featured a mock mold trial, complete with plaintiff and defense attorneys. Dr. Marion Fedoruk was a key presenter at the AOEC Mold Conference, speaking on illness brought on by mold toxins. Dr. Fedoruk is also an ACOEM member, and like Dr. Harber, was a peer reviewer for the ACOEM Mold Statement.[33] 

  

     The production of a mock civil trial and presentations at an AOEC - PEHSU event by expert witnesses sometimes paid to testify against members of the public removes any speculation that the lines between public health and the medicolegal industry have become blurred in establishing healthcare policies. It removes any doubt that the term “evidence based” has been used to promote the concept that a courtroom standard burden of proof must be established before clinicians are being taught to acknowledge potential root causes of environmental illnesses.  This standard of proof of evidence adversely impacts appropriate treatment protocols and the advancement of understanding of environmental illness. 
  

     In some instances, the activities of AOEC and PEHSU centers openly defy the stated mission of the very federal agencies which fund the AOEC clinics, “The Centers for Disease Control and Prevention (CDC) serves as the national focus for developing and applying disease prevention and control, environmental health, and health promotion and health education activities designed to improve the health of the people of the United States.” [34] Any remaining question as to whether or how AOEC and ACOEM play a direct role in disseminating industry-favored positions to physicians regarding illness connected to mold toxins appears to have been answered. 
  

     The award of CME credits for attending a mock civil trial is an event which could not possibly take place in the absence of a pronounced conflict of interests between industry and patients, or “the people of the United States” that funding was provided to serve. While a usual teaching practice in law school, mock trials are a bit of a stretch in teaching medical practices meant to advance the understanding of environmental illnesses. It seems unwise and disingenuous that medical universities and clinics receive funds from expert witness fees paid for denying the possibility of the exact same illnesses they are being publicly funded to advance as areas of research and teaching.  
  

     With healthcare reform, will our billions of tax dollars that are to be given to the private sector be used to educate physicians in how to recognize, diagnose, and treat environmental illnesses; or will they continue to be used to groom expert witnesses who will deny the possibility of causation of environmental illnesses in our children, based on applying their interpretation of the term “evidence based medicine”? 

  

     The inherent conflict of interest of the matter is deeply seeded. AOEC and ACOEM have been sending representatives to sit on committees of the National Institute for Occupational Safety and Health (NIOSH's) National Occupational Research Agenda (NORA) program since its beginning in 1996. Now over ten years into the relationship with NORA[35], AOEC has gained significant influence over the distribution of millions of taxpayer dollars. This is, at least in part, a result of their past and present leaders sitting as liaisons between the CDC and the private occupational medicine community that advises the CDC on needed research agendas in occupational medicine. 
  

     According to the NIOSH website, NORA was developed to “promote dissemination of research on the National Institute for Occupational Safety and Health (NIOSH) National Occupational Research Agenda (NORA) priorities, including: traumatic injury (unintentional and intentional); occupational health services research; exposure assessment; musculoskeletal disease syndromes; organization of work”. 
  

     Very little has been done in the way of unbiased further research into environmental illnesses related to mold toxins during those same years, although millions of taxpayer dollars have been poured into the clinics. Ultimately, the situation has functioned to the detriment of the public and to the benefit of industry.[36] And, where industry’s interests might very well involve environmental medicine at some points, they are, after all, industry’s interests and not particularly symbiotic with the interests of the public at large – most particularly children, who do not participate in industry at all. 
  

     None of the foregoing is good reason to dispense with the contributions of occupational medicine. Over the years, occupational medicine has assisted in establishing several safety and health protocols that have protected workers from occupational injury. However, there is a long history of industry’s desire to limit financial risk and liability from environmental exposures by influencing the setting of public policy.[37] The mold issue, the ACOEM Evidence Based Mold Statement and the manner in which it has been interpreted and promoted in AOEC/PEHSU clinics as evidence of absence of causation of illness, demonstrates that more rigorous government oversight is required to assure that research and treatment for environmental illnesses are not stymied by those who place concern for the financial risks of industry over that of the individual citizens who are the American public. 
  

     In summary, it is only logical that efforts meant to advancement of the understanding of chronic illness in our children should be based on the best evidence available. Government oversight is required so that any interpretation of the definition of “evidence based” medicine may not be misapplied by the private sector to the detriment of advancing the understanding of illness. Therefore, if we are to base the future of health care on evidence based medicine; we must first clearly define what the term “evidence based” means to our government. 

  

     I thank the Senate HELP Committee for their consideration of this serious matter. 

  

                                                                     Sincerely, 
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                                                                      Mrs. Sharon Noonan Kramer 
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