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P R O C E E D I N G S


MS. TANDEN:  I want to thank you all for coming in today on this somewhat rainy day.  We appreciate your participation.  We want to welcome you to the second Listening Session of the Federal Coordinating Council on Comparative Effectiveness Research.  Thank you for participating, and thanks, in advance, to the panelists for the advice and guidance you will provide to us.



Let me just take a minute to describe what our Council is and what it's about.  Basically, the Congress has invested a fair amount of resources in comparative effectiveness research through the stimulus plan.  There's $400 million through National Institutes of Health, $300 million through AHRQ, and then $400 million through a new program or a new pot of funds in the Office of the Secretary.



And this council, which is made up of experts throughout the Government, is thinking through how to best advise the Secretary on how to invest those resources.



And so the concept here is really to provide guidance and views, and that's why it's been so important to us to have stakeholders, and really get outside of the Beltway to hear people's views on how this important research can be done.



And let me just say, we think of comparative effectiveness research as a means by which we can provide the best information on what works, what protocols, drugs, medications, et cetera, work best for individuals.  And so it's a way of informing providers and patients about their own health care.



And so we think of it as an important step, an important element of the President's health reform efforts, and as those get underway, this has been an area of important interest, and so we welcome your advice and guidance and welcome people here.  And I need to say that the President is committed to transparency and an open process, so that's part of the reason why we're holding this meeting here, in Chicago, and other sessions in Washington.



But we also want to know who's speaking with us.  So please identify yourselves as members of the panels who are providing information to us, but also, if you are a lobbyist, please let us know that you're a lobbyist.



And so let me also hand it over to Caroline Clancy who runs AHRQ, and is a critical partner in this research.



DR. CLANCY:  Thank you, Neera, and good afternoon, everyone, and let me add to Neera's thanks.  I was saying as we were gathering earlier today, that if I was to ask any members of my extended family, and there's a whole lot of them, what they think about priorities for comparative effectiveness research, I'm sure they would say that sounds like something geeky that you do at work and that's all I need to hear about it.



This is all by way of saying that thinking about priorities, and the kinds of recommendations that the Council might make is going to be an ongoing dialogue.  So we particularly appreciate your being here, and we very much appreciate, as well, being joined by Dr. James Galloway, who's an assistant U.S. surgeon-general and acting HHS regional director, and regional administrator for Region V, to say a few words of welcome.



DR. GALLOWAY:  Thank you very much, Dr. Clancy.  I just wanted to say that we're really honored that you all have come to Chicago, and would like to welcome you here.



I would like to state that the Federal Council's choice of Chicago really reflects the rich diversity and array of health and health care communities in Chicago.  Certainly, we have providers here, academic institutions here -- a special thank you to UIC for helping host this --national associations, insurers, and corporations.



We are very pleased to have you here and look forward to a very informative and enjoyable time together, as we work together to make a big impact as we move health reform along.  Thank you.



DR. CONWAY:  Thank you, Dr. Galloway.  My name's Patrick Conway.  I'm executive director of the Federal Coordinating Council for Comparative Effectiveness Research.



Before I go through some format, if we could just go down the council members that are representing their organizations today, that would be great.



DR. HUDSON:  I'm Lynn Hudson and I'm from the National Institutes of Health.



DR. VALUCK:  I'm Tom Valuck from the Centers for Medicare and Medicaid Services.



MS. TANDEN:  Neera Tanden, Office of the Secretary.



DR. CLANCY:  Carolyn Clancy from AHRQ.



DR. CARY:  Margaret Cary, Veterans Health Administration.



MS. HANDLEY:  Elizabeth Handley, the Food and Drug Administration.



MR. PACHECO:  Guadalupe Pacheco, Office of Minority Health, and I'm representing Dr. Garth Brown.



DR. PARHAM hOPSON:  Good afternoon.  I'm Deborah Parham Hopson from the Health Resources and Services Administration.



DR. KILPATRICK:  Hello.  I'm Michael Kilpatrick from the Department of Defense.



DR. CONWAY: And do we have a couple Council members on the phone?  If you can identify yourself, if you're on the phone.



DR. RIVERA CASALE: I am Cecilia Rivera Casale and I work in AHRQ.  I'm the deputy.  I work with Patrick on staffing the Council.



DR. CONWAY: Thanks, Cecilia.  Sorry about that.  Are the phone lines open where the people can identify themselves. Otherwise, it's Mr. Michael Marge and Pete Delany.  Okay.  So I'm now going to talk about the format for the session.  Switch over to the slides, please.



So we will start with Panel No. 1, second panel, then a break, then a third panel, and then a time for open public comment.



As was stated, our objectives here are an opportunity to hear from a diverse set of stakeholders, to listen to ideas about how this research could inform patients and providers, and other stakeholders in the health care system, and to hear about external stakeholders from the community about our objectives and our mission.



In terms of the panels and the format, each panelist will have a strict three minutes to give public comment.  Please do try to adhere to that time frame.  I have a light to help you, that will turn yellow and then red, and then we have a lovely lady on the side who will raise a one minute time and a stop.  Please do try to stop within three minutes because it really gives the panelists the opportunity to ask you questions and for us to have a discussion.



The fourth panel is open, public panel comment.  You can register at the registration desk for that open session.



The following is the list of Council members.  We also have alternates representing the organizations.



In terms of the Council, the reporting requirements on June 30th, we have a report to the Secretary and the President outlining the current CER activities and the priorities for the $400 million of Office of Secretary dollars.



In addition, there are two other reports of note.  So the Institute of Medicine has a similar report on priorities that is going to be due June 30th as well and on July 30th, the Secretary, with the director of AHRQ and the director of NIH, will be turning in a spend plan for the entire $1.1 billion of comparative effectiveness dollars.



In terms of the listening sessions, there will be a complete transcript of today's session, and a summary will also be made available on the HHS Web site.  It's at hhs.gov/recovery, in the comparative effectiveness section.



The FCC will also be taking written public comments, at least through the end of June.  There is a Web form where you can submit comments.  There's also an e-mail.  These all go to a contractor that will collate all the comments for us and be shared with the entire Council.



We also will be posting interim products as we go along from the Council, in draft form, for people to give specific comments on things like definitions and criteria.



I also want to mention that there will be another public listening session June 10th in Washington, D.C.



So I want to thank you, once again, for being here and giving your comments to the Council.



So we'll start with Panel Number 1.  for each of the panels, we're going to start with the people in the room and then go to the phone.  So we will start with      Suzanne.



MS. ANDRIUKAITIS:  Thank you very much for inviting me here.  I'm Suzanne Andriukaitis.  I'm the executive director of NAMI of Greater Chicago.  NAMI stands for the National Alliance on Mental Illness.  I am also a licensed clinical social worker, and prior to my tenure at NAMI, I worked for 20 years on the inpatient psychiatric units here in Chicago, at the Illinois State Psychiatric Institute, doing clinical research and teaching.



And as someone who's participated in the conduct of clinical drug trials, I'm very well aware -- to develop new treatments for psychiatric illnesses.  I'm very well aware that these clinical drug trials take a lot of time, cost a great deal of money, and have little guarantee of success.



But they also have the potential -- and I've seen this firsthand -- of development extraordinary new treatments that will enable people who have these serious chronic illnesses to function effectively.  So as a clinician, and now as a mental health advocate, I see daily the dearth or lack of information that professionals have about existing effective treatments, medications and therapies.



The transfer of knowledge from the research findings to the clinical arena is a critical issue in need of attention by the Federal Coordinating Council.



NAMI, the National Alliance on Mental Illness, supports undertaking comparative effectiveness research.  It should be focused on producing research on clinical outcomes, taking into account ethnic, racial and gender differences in response to available treatments.  It should not be focused on cost-effective research, looking only for cheaper treatments and should not be the basis for national coverage decisions.



NAMI supports additional legislation on comparative effectiveness research that would authorize a federal oversight board to ensure that research is properly applied by payers and providers.  Thank you.



DR. CONWAY: Thank you very much.



So, Mr. Bendixen?



MR. VALDIVIA-BENDIXEN:  Good afternoon.  My name is Arturo Valdivia-Bendixen and I'm vice president for Programs and Partnerships at the AIDS Foundation of Chicago.  Thanks very much for this invitation to speak with you today about a body of research illuminating a cost-effective approach to better serving chronically medically ill homeless individuals.



This week, Dr. Laura Sadowski and colleagues from the Department of Medicine at Cook County's Stroger Hospital published their research findings in the Journal of the American Medical Association for a multi-year collaborative project led by the AIDS Foundation of Chicago.



In summary, the paper offers empirical evidence that treating chronically ill homeless individuals with immediate access to housing would support services, intensive case management, result in more cost-effective and rational medical utilization among this very vulnerable population.



We began the project, called the Chicago Housing for Health Partnership, as a joint initiative between three area hospitals and ten supportive housing providers, to give housing as quickly as possible to at least 200 homeless and chronically medically-ill individuals, including people living with HIV/AIDS upon hospital discharge.



Fully one-third of the study participants presented diagnosed HIV/AIDS.  Other study participants presented with diabetes, heart disease, renal failure, asthma, cirrhosis and other chronic conditions.



The project sought to scientifically measure the cost-effectiveness of providing supportive housing for this highly vulnerable and challenged population.  Thanks to the research team at Stroger Hospital, we found that chronically ill homeless participants who were provided permanent housing with case management used one-third fewer inpatient hospital-days, and one-quarter fewer emergency room visits, than their peers who relied solely on shelter or transitional housing services.



And we used a random controlled trial methodology, so it's very, very good research.



Put another way, the study shows that for every 100 homeless adults offered the intervention, expected benefits include 49 fewer hospitalizations, 270 fewer hospital-days, and 116 fewer emergency department visits.



Addressing the health needs of the homeless population is a challenge to physicians, health institutions and federal, state, and local governments.



With an estimated 3.5 million individuals in the U.S. likely to experience homelessness in a given year, this research is extremely important.  Rates of chronic medical use are high among homeless adults who are frequent users of costly emergency departments and hospital services largely paid for by public dollars.



According to the study authors, the combination of chronic medical illness and poor access to primary health care has substantial health and economic consequences.



The details of the study have been passed out to you, the actual copy of the JAMA article, so I will not go into detail.



So since I have the yellow light, now the red light, let me just conclude by saying, thank you for the opportunity to share these research findings and I hope your deliberations keep in mind the impact of nonmedical services on the cost-effective and clinical outcomes for chronically medically-ill populations.  Thank you for this opportunity.



DR. CONWAY:  Thank you, sir.



Ms. Lubin-Johnson.



DR. LUBIN-JOHNSON:  Thank you, and I apologize for my lateness.  I unfortunately had to attend a funeral 30 miles away before arriving here this afternoon.



I am Niva Lubin-Johnson. I'm a general internist and chair of the board of trustees of the National Medical Association.  Thank you for this opportunity to speak before you this afternoon.  NMA represents the over 30,000 African American physicians and the patients we serve.



Our vision is we are the conscience of society for quality in health and parity in health care.  Our mission is to advance the science of medicine for people of African descent through education advocacy, health policy to promote health and wellness, eliminate health disparities and sustain physician viability.



NMA was founded in 1895, because we were not allowed to join AMA.  This led to health disparities because we could not join the medical staffs of a majority of hospitals until the 1960s.  



The Flexner Report, commissioned by the Carnegie Foundation and AMA in the early 1900s, led to the closure of several African American medical schools, subsequently leading to more disparities because of the decreased numbers of African American physicians educated.



Now at a time when the possibility exists for decreasing disparities with President Obama's plan for universal health care coverage for all Americans, we are concerned that disparities will continue to exist if comparative effectiveness studies have results that do not allow access for the necessary testing and treatment for the population that we serve.



African Americans, as well as others of color, have rarely been represented in clinical trials in numbers that's representative of our numbers in this country.  So if some of the comparative effectiveness data is retrospective, this data is flawed to our detriment.  If we are not sought out for the studies to come in the future, the data will be flawed, again, to our detriment, so that disparities will continue to exist, if not accelerated.



We know that with $1.2 billion appropriated in the stimulus bill for comparative effectiveness research, that it is already here.  So our hope is that the Secretary and the staff give consideration to our concerns and use suggestions I will present today. 



With research in the past for our community, the problems with clinical studies have included a lack of transparency in funding, conflicts of interest with principal investigators, and policies developed from research findings, to name a few.  Evidence-based research has led to conclusions that are not necessarily relevant, undesirable outcomes created or unfair payment systems to physicians and other persons of color.



So transparency must be evident.  Eliminating disparities must be a focal point of expanding coverage, by ensuring that the research is relevant to populations and sub populations, balance cost with effectiveness, have some relation to chronic disease management, and take into account the human genome for targeting therapies.



We recommend that there be collective decisions by stakeholders regarding comparative effectiveness research, that there be oversampling of the population, like prostate cancer occurs four times more in African Americans, have for times more African Americans in that study group.  There be community-based research and patient-centered effectiveness.  NMA has a long history of being an advocate for the disenfranchised with our support for creation of Medicaid and Medicare in the sixties, when other professional medical organizations did not.



We have also been trying to solve the problem of those in research with our Project Impact, to train our members to enroll patients in their practices, to participate in trials in their offices, or to refer them to other centers to participate in studies.



We have also begun development of our cultural competency program, with a CME program on Medscape, a primer and a tool kit for physicians to be released this summer also.



We believe that with the growing diverse populations, our physicians must be trained to better communicate with patients, possibly leading to more willing participation in research, and, in addition, to improved outcomes because of better adherence to recommended care by physicians.



Once again, thank you, and I look forward to answering any questions to follow and any opportunity to work with HHS in this area or any other in the future.



DR. CONWAY:  Thank you.



DR. GIGER:  I am Maryellen Giger.  I'm a professor of radiology in the Committee of Medical Physics at the University of Chicago.  I'm also president of the AAPM, the American Association of Physicists in Medicine.  My statement today is being given on behalf of the AAPM.



The AAPM represents over 6,700 medical physicists and its mission is to advance the practice of physics in medicine and biology by encouraging innovative research and development, disseminating scientific and technical information, fostering the education and professional development of medical physicists and promoting the highest quality medical services for patients.



Medical physicists contribute to the effectiveness of radiological imaging procedures by ensuring radiation safety and helping to develop improved imaging techniques, for example, mammography and MRI.



Medical physicists contribute to the development of therapeutic techniques such as stereotactic radio surgery.  They collaborate with radiation oncologists to design treatment plans and monitor equipment and procedures to ensure that patients receive the prescribed dose of radiation to the correct location.



The Department of Health and Human Services states that comparative effectiveness research provides information on the relative strengths and weakness of various medical interventions.



Please note that various alternative medical procedures and/or technologies may be capable of achieving a given medical intervention.  Thus it is necessary to compare these medical procedures for specific groups of patients to optimize the benefit.



For example, earlier detection of cancer and screening procedures, or improved targeted dose delivery in radiation therapy, and minimize the cost and/or risk.  For example, reduced radiation dosed in diagnostic procedures and minimization of dose to normal tissues and critical organs in therapeutic procedures.



Means to perform such comparative assessment studies may include clinical evidence-based outcome evaluations that require expensive and sometimes lengthy clinical trials involving a substantial number of patients to achieve statistical certainty.



However, when well-defined physical differences exist between products which do not rely on different anatomic or physiological phenomena, comparative effectiveness, can be determined by assessing technology, using quantitative metrics.  This will be particularly useful and cost-effective in situations where simple modifications of an existing medical technology are introduced, or a new technology is available that is changing rapidly in its potential for providing efficacy.



In those cases, and at those times, relatively inexpensive physical measurements may be appropriate.  Examples of ongoing and future roles of medical physics in comparative effectiveness studies include optimization of radiation dose, such as in CT.  Another example is in the comparative effectiveness of photon therapy versus proton therapy in the treatment of prostate cancer, by measuring the dose to the tumor compared to the patient's normal tissues.



In all these situations, comparative effectiveness can be ascertained without costly clinical trials or in advance of such trials.



So, in summary, it is important to realize that technology assessment studies are a subset of comparative effectiveness studies, that the reach of comparative effectiveness includes both diagnostic and therapeutic procedures and systems, and that medical physicists play a vital role in conducting these studies.



Thank you, and I have also sent in hard copies of these comments.



DR. CONWAY:  Thank you, Dr. Giger.



Jennifer Jenson.



MS. JENSON: Good afternoon.  I'm Jennifer Jenson.  I'm a managing senior fellow with Partnership For Prevention.  I've been at Partnership for a relatively short time.  Before that, I worked for more than a decade for the federal government, primarily in congressional support agencies.



Partnership For Prevention is a nonpartisan group dedicated to preventing disease and improving the health of all Americans.  We're also dedicated to making evidence-based prevention a national priority.



To achieve this end, one of the things that we do is we convene the National Commission on Prevention Priorities on which Dr. Clancy serves.  It's a prestigious advisory group which has been guiding and using comparative effectiveness research to rank clinical preventive services for years, and we are now just beginning similar work to evaluate community preventive services.



No one's going to be surprised if I sit here today and say that the Partnership recommends that the Secretary make a meaningful commitment to prevention in spending its comparative effectiveness research money.  We recommend 20 percent of the Secretary's discretionary fund, or $80 million.  That's a relatively small amount for the amount of health that you could buy with that investment, and only about 7 percent of the $1.1 billion that's allocated for comparative effectiveness research under the Recovery Act.



To help achieve this goal, we recommend that the solicitation process encourage proposals for research on prevention, and also that the review process include experts on prevention.



We've learned some things from the National Commission on Prevention Priorities.  One is that there's a demand for research on prevention.  The NCPP developed research methods that use existing data to evaluate recommended clinical preventive services, and these are services that are recommended by the U.S. Preventive Services Task Force, and the Advisory Commission on Immunization Practices.



The Commission provides information about the health value and cost-effectiveness of these services, and the findings have been widely used since around 2001, to help policymakers set priorities, to guide employers' choices in regarding health benefits, including the coverage of different services, and benefit design and cost-sharing, and also to identify priorities for performance measurement.



The Recovery Act does explicitly call for research on prevention and we hope that it will include both clinical preventive services and community preventive services.  Most people are familiar with clinical preventive services.  Community preventive services target entire populations, not just individual patients.  Some of them focus on clinical services.



For example, a media campaign to increase the use of cancer screening tests.  But others are different.  Like tobacco taxes to reduce smoking, or initiatives to influence the design of communities to increase physical activity.



I sense that these services haven't been an important part of the discussion and I encourage you to think about them.



Finally, I just wanted to say briefly, with regard to research methods, that they be practical, that you include both primary research and secondary analysis in the projects that you fund, encourage people to focus on how different interventions are actually provided in the real world, and encourage people to present results that facilitate decisionmaking.



And one final thing is that I know this has been controversial, but I note also that the language in the authorizing legislation doesn't specifically prohibit looking at costs, and I hope that you will fund projects that also look at the cost of different services.



DR. CONWAY:  Thank you.



Dr. Saliba.



DR. SALIBA:  Yes.  It is my pleasure today to talk to you about the effectiveness of heparin compared with current burn therapy.  Burns are terrible injuries.  Current treatment is inadequate and extremely costly.  Improvements are needed.  Adding heparin on the burns and inside the body produces therapeutic effects which precisely match the burn pathology and vastly improve the survival, treatment and results, at affordable costs, which are often one-tenth, or less, of the current expenses.



Heparin reduces surgical procedures, reduces medical procedures, medicines, hospital time, and healing time.  Heparin reduces to nil blood loss and transfusions, and prevents a lifetime of mental suffering with humiliating scars and contractures.  Heparin also is prompt, on-site, cost-effective therapy for thermal disasters in patients.



Hundreds of doctors in multiple burn centers, in over 20 countries, have documented the benefits of heparin in over 32,000 seriously-burned patients, reported in international meetings and in medical journals.  There is no known negative heparin treatment in burned humans.  Thus, heparin treatment is not widely used in the United States because our burn care is oriented to initial surgical removal of the burn as the dominant first treatment, and with other surgical procedures in the follow-up care.



Heparin used first, prior to surgery, is humane, affordable burn care which can be legally justified.



Our institute recommends officials gather, evaluate, compare, and recognize the benefits, cost-efficiency, and global success obtained by adding heparin, first, to burn treatment, prior to surgery, and when surgery is necessary, that surgery will be in lesser amount, under more improved conditions, and with better results.



Heparin provides all doctors with the opportunity to medically treat burned patients initially, and still appropriately reserves the necessary surgery for the surgeons.  Our institute suggests that once officials are satisfied with the evidence, they elect to help SBI disseminate the information within the United States in a definite plan.



Our institute has researched, developed and implemented this globally, and it is currently ongoing.  Information is on the Web site listed in your brochure.  You also have my comments and some photographs of patients that we weren't able to PowerPoint project.  If anyone -- if anyone expresses a negative statement regarding -- please request that they provide evidence of it.  Thank you very much.  I represent the SBI, which is a 501(c)(3) public benefit, nonprofit, IRS-approved entity.  I appreciate your comments.



DR. CONWAY:  Thank you, Dr. Saliba.



So we're now going to go to the phone.  I believe we have Leslie Fried from the Alzheimer's Association on the phone?



MS. FRIED:  Yes.  I'm here.  My name is Leslie Fried and on behalf of the Alzheimer's Association, I appreciate this opportunity to present our comments and recommendations today. 



The Alzheimer's Association is the leading voluntary health organization in Alzheimer's care, support, and research.  In 2009, it is estimated that there are as many as 5.3 million people living with Alzheimer's disease in the United States.



Alzheimer's disease is the seventh leading cause of death for people in the United States and the fifth leading cause of death for those over the age of sixty-five.



A recent reported showed that in 2004, Medicare, Medicaid, and all other payment sources, except HMOs, paid more per person for people age 65 and older with Alzheimer's and other dementias, than for other people without the disease.



Given that there's currently no disease-modifying treatment for Alzheimer's, our four recommendations focus on clinical effectiveness, identification, and appropriateness of care for individuals with the disease.



First, conduct a systematic review of the research on the effectiveness of physical, occupational and speech therapy for individuals with chronic conditions, including Alzheimer's disease, to identify therapy approaches that seem to be most effective for these individuals or particular subgroups thereof.



In using the results of this review, conduct randomized clinical trials to compare and determine the most effective approaches to maintain maximum possible functional abilities and to slow or prevent functional deterioration.



Second, compare medical and care coordination approaches for older people with serious medical conditions plus dementia.  Substantial proportions of individuals with congestive heart failure, diabetes, and other serious medical conditions also have dementia.



Their dementia complicates the care of these medical conditions.  Usual medical care practices for these conditions must be adapted to accommodate coexisting dementia, including adaptations that recognize the person's likely inability to follow treatment recommendations and to benefit from patient self-management approaches.



Third.  Compare approaches to improve difficult transitions for individuals with Alzheimer's disease, particularly from home or nursing home to the hospital and back.  Two substantially different transitional care models, the Care Transitions Program, which is Eric Coleman's model, and the Transitional Care Model which is Mary Naylor's model, are widely cited.



A randomized clinical trial should be conducted to determine which of these models works best for people with Alzheimer's disease or related dementias.



And finally, compare the different approaches to increased identification and recognition of dementia in older hospital patients, in order to reduce complications, rapid declines in function, delirium, falls and lengths of stay for patients with Alzheimer's and other dementias during hospitalization.  Thank you for your time and attention this afternoon.



DR. CONWAY:  Thank you, Leslie Fried.  Is Thomas Wilson on the phone?



DR. WILSON:  Yes, I am.  Thank you.  Again, my name is Thomas Wilson.  I'm an epidemiologist speaking on behalf of the American Board of Quality Assurance and Utilization Review Physicians, the American Health Information Management Association Foundation, the Case Management Society of America, the Institute of Health and Productivity Management and the Population Health Impact Institute.



To make comparative effectiveness research useful and understandable to health care consumers and providers, taxpayers, business purchasers and the government, we wish to stress the central role of transparency of methods in reducing bias and rebuilding trust.



The disclosure of possible bias because of a researcher's potential conflict of interest, common in peer review journals, is obviously important, but a more serious form of bias is related to the admonition of the 17th Century founders of the Royal Society of London, which became its slogan.  Nullius in verba -- don't take anyone's word for it.  It is essential that the public understands that biased results can result from methods employed in the research. Confirmation and reproducibility are keys to ascertaining the truth.



The tried and true way forward is to provide detailed, timely, and clearly written disclosures of the methods used.  This will enable the users of CER findings to trust but verify.  Our concern is that the traditional reliance on expert and anonymous peer review to ferret out these problems is not working.



The peer-reviewed literature itself has revealed that results in more than one-third of articles in major peer review journals were later overturned or mitigated.



Only 8 percent of scientists said it works well as it is.  While self-criticism shows the eventual positive role of peer review, we need to take action now to enable the public to trust the system.



The newly expanded CER endeavor must signal the start of a new system that should include the following six points.



One.  Leaders should state that most, if not all of science, will have strength as well as weaknesses, biases and shortcomings.  We recommend that CER researchers should pledge to reduce bias.  It will rarely, if ever, be totally eliminated, and to prominently state, in clear language, the usefulness as well as the limitations of their findings.



Two.  Researchers should show results prior to adjustments, as well as adjusted results.  If the journal refuses to publish details, researchers should make these available on the Web.



Three.  Research papers should disclose, in detail, the methods and metrics used, deceptions behind statistical tests, the extent to which exceptions are met or not met, and the comparability of populations compared.



Four.  Funders should allow for an open peer review process in a timely fashion at the beginning, middle and end of a study.



Five.  HHS should consider compensating official conflict-free peer reviewers at a rate that is competitive with rates paid to those conducting the research.



Six.  A structured approach to method disclosures, such as that developed by the Population Health Impact Institute, phiinstitute.org, should be considered.



I thank you for this opportunity to comment.




DR. CONWAY:  Thank you, Mr. Wilson.



So we'll now open it up for questions from the Council members to the panelists.



MS. TANDEN:  Thank you.  I had a question for Suzanne Andriukaitis.  You talked about, you discussed not taking into account cost in terms of comparative effectiveness research.  



Are you saying that we shouldn't ever use cost-effective or that it shouldn't be the primary motivation of comparative effectiveness research?



MS. ANDRIUKAITIS:  Okay.



MS. TANDEN:  I mean, the only question I have is we have some evidence and some research saying that patients want to know cost-effective as well.  So I wanted to just drill down on that point a little bit.



MS. ANDRIUKAITIS:  Okay.  Thank you.  My concern in that area is that too often people look only at cost in one silo and not the net effect in other--for example, here, in Illinois, we've had big issues with our Medicaid people around drug utilization and limiting access to some of the more expensive antipsychotic medications, some of the newer ones that are more effective, frankly.



Because they cost a lot of money, they've made all kinds of procedures and prior authorizations, and fail-first policies, and all these kinds of things.



The net effect of that for many individuals has been that they haven't gotten access to those more effective drugs, they have wound up in the hospital, okay, which is much more effective, much more costly than, you know, $250 for an injection, for example.  A day in the hospital costs more than $250.



Some individuals have wound up incarcerated.  A day in jail costs a good 70- to $90.  It's just not cost-effective to just look at let's come up with something that's cheaper than what we have without looking at the down-the-road costs.



MS. TANDEN:  I totally appreciate that point.  So it sounds to me like what you're saying is that cost shouldn't be the primary motivation in comparative effectiveness research.



MS. ANDRIUKAITIS:  That's exactly the point.



MS. TANDEN:  Thank you.



DR. CLANCY:  First, thanks to all of you.  My hand is getting a little tired, trying to take notes here.  Dr. Lubin-Johnson, you did make one statement.  I just wanted to ask if you could say a little bit more about--referring to your recommendation, that collective decisions be made by all stakeholders.



Can you say a little bit more about that.



DR. LUBIN-JOHNSON:  Sure.  My comment in terms of decisions, collective decisions by stakeholders, meaning that that should include those who the research is being done on, in some form, i.e., you know, community.  That those who have to administer the treatment for the research, i.e., physicians.  Those who have to administer the dollars to cover it, i.e., insurers and hospitals.  So that's what I mean in terms of, you know, stakeholders, and anyone else I may have left out.



DR. CLANCY:  So this would be both about the conduct of the research and the use of the--its application?  Or is it you would focus more on doing the research?



DR. LUBIN-JOHNSON:  This is the decision both about the research that's done.  You know, I think it needs input from all those parties because it affects also all those parties.  So both ends.



DR. CLANCY:  Thank you.



DR. CONWAY:  Please jump in, counsel.  I can't see everybody.  So by all means.



MR. PACHECO:  Jennifer Jenson.  On prevention, I think we spend what? 90 percent I think on treatment and maybe 10 percent on--I mean, 90 percent on treatment, 10 percent on prevention.  Based on your work, what kind of models can you share with us, especially dealing with multicultural kinds of populations in terms of prevention strategies.



MS. JENSON:   Sure.  You know, one thing that the NCPP is doing is it's improving its analytic methods, to use data differently, to better account for the different effects of use of services in different populations.



When the NCPP first started its research on clinical preventative services, it did population-wide estimates, and it's now going back and it's developing Markoff models that offer the opportunity to get different estimates for different populations, of the effectiveness and the use of different services, to the extent that that data's available.



So, actually, we're currently in the middle of the process of changing our research methods, where we can find the data to better account for disparities and differences in the use of services.  How often you use them, differences in the communities in which the services are provided.



So I guess I would say that we're cognizant of that and we're doing everything that we can to improve our research methods, and that when we have a new set of recommendations on clinical preventive services, in particular, that come out in 2011, that we'll account for that much better than we have in the past.



And as we develop the work on community preventive services, the staff are actually having a interesting discussion about how to do that, now that we're going to bring to the commission in its July commission meeting, to help us think about how we can provide more useful information for people with different characteristics.  Does that--



MR. PACHECO:  Sort of.  I mean, cause most of the studies that have been done on mainstream populations, so very little research has been done on preventive strategies for minority populations.  So I was trying to see how you would address those kind of populations, if you don't have the data to kind a come up with specific strategies, from a preventive standpoint.



MS. JENSON:  Well, there is data about different burden of illness in different populations, that's relevant for our research, because when we look at different preventive services, we want to find out what the burden of illness is that you could potentially prevent, and so that data is available for different populations.



You're correct, that there is not good research about the effectiveness of different types of services for different populations, and we are constrained by the availability of data, since we do secondary data analysis.  We don't actually go out and collect data.



So I would assume that you would support efforts to collect more data in different populations, and we would too, because we would love to use it.



MS. TANDEN:  One thing, you talked a little bit about cost as well and ensuring cost-effective, Jennifer.  So I just wanted to--I realize your time was getting short, so if you could just speak for another minute or so on your views on why cost-effective is important.



MS. JENSON:  Well, one thing that's interesting.  As we are beginning the research on the community preventive services, we made it a point to reach out to different people who might use the information that we're developing, so that we can develop it in such a way that it be useful, and we have talked with state and local public health departments, and policy makers and employers, and all of them have said that they need cost information to make decisions.  That they need that information.  That they want that information.



One issue that we'll probably bring up at the NCPP meeting this summer is that in the past, the NCPP has done cost-effective based on the cost per quality adjusted life-year saved, which is, you know, scientifically sound, and very valid for determining the health impact per dollar spent, but not necessarily helpful for people who make decisions, in the sense that people want to know how much it actually costs to set up a program.



And they have more day to day budget concerns.  And so one of the things that we're going to bring to the commission is how we provide different kinds of cost data, not just cost-effectiveness data, but also budget data.  But overarchingly, I think it's important, that all of the people that we've talked with, who would potentially use the information we provide, have said that that's the number one thing that they need.



MS. TANDEN:  Thank you.



DR. CONWAY:  I had a question for Dr. Giger.  In terms of the use of imaging services and comparative effectiveness, this is an area where often, at least with the administrative data, there's lots of variability in utilization rates, etcetera, difficult from administrative data to "tease out" real effectiveness issues on overuse, misuse, underuse of imaging services.



I'd be interested in your thoughts on sort of the imaging purview.  What research could we do to think about effectiveness in imaging services, so that we can really make those connections to patient outcomes, and build the evidence base to inform clinicians and patients as they're thinking about utilization of imaging services.



DR. GIGER:  From the medical physicist point of view, in assessing which imaging procedure to use, one can approach it from, you know, what is the best clinical outcome in terms of, say, cancers detected.  However, one can also look at it if one has two types of modality that are available to a clinician, to look at the physical parameters, such as what is the resolution? what is the noise? how good of a image does the particular imaging system produce for use?



Of course in delivering imaging services, it's a combination of the image acquisition system as well as the clinician who's interpreting the image.  In medical physics, we mainly are looking at how good is the image that is produced by the system.



However, we more recently have become involved in how well does the human, and could the computer help the human in interpreting that image.  So it's a combination of preclinical evaluation of both the imaging system as well as the reader performance, the radiologist performance, combined, then, with the cost-effective in actual clinical practice.



So there's a variety of issues that no single group can assess on its own.



DR. CONWAY:  Thank you.



DR. CLANCY:  So I had one question for Tom Wilson and then one for the whole group.



So Tom, I very much appreciated your focus on the need for reducing bias in conflict of interest, and the importance of transparency of methods.



Clearly, research funders, whether they're public or private, can put in place a number of procedures and policies to try to reinforce that.



Could you just comment on the extent to which you think journal editors are doing an effective job at that right now as well.  Does that need to be within our sort of scope?



DR. WILSON:  Thanks for the question.  I think it's not so much journal editors.  I mean, I'm a peer reviewer myself, and I just think that it would be wise for HHS, and other funders, to actually pay peer reviewers to do their work.



We pay referees at basketball games.  We pay judges in the courts.  I think peer reviewers should be paid a competitive wage, and I think you would get much better peer reviews.  I also think that peer reviewers should go through some training, or at least knowledge assessment of their ability to understand the methodologies that are used in this kind of research, some of which is quite complicated.



So I would like to see the journal editors--what can they do?  Put out some money to help pay their peer reviewers.  And I think what can the Federal Government do?  Put out some money and also make the research methodology available prior to the study being done, so you can get, even public review of the methods that plan to be used.  Those are my suggestions.



DR. CLANCY:  Thank you very much.  When you started to say that we should pay peer reviewers, I was thinking we do do that.  But then you said competitive wage.  I got stuck on that part.



So I had a question for everyone on the first panel.  So we've heard really a range of perspectives which are incredibly helpful, some talking about prevention, acute illness in the case of burns, others talking about chronic illness.



One of the issues that the Council is going to have to struggle with in terms of making recommendations, one of many issues, is how much do we think about infrastructure broadly?  Now that could be infrastructure for developing better data sources, as Jennifer Jenson was talking about, or infrastructure for, say, transforming how we do clinical trials so they're cheaper in the future, and so forth, training people, all of that.  But it could also include dissemination.



How do we get the findings from this work out in a way, so that good, reliable information is almost impossible to avoid?



But we're also going to have to make some cuts around acute versus chronic illness.



So if you were to think about buckets, acute chronic infrastructure very, very broadly, do you have any--Jennifer did get us out of the gate, giving us a number of prevention--but do you have any sense of what those proportions ought to be?



Well, if this feels hard, you're actually reflecting just how we feel about it too, so--



MS. ANDRIUKAITIS:  Yes.  That really is a very, very difficult question.  When it comes to serious mental illnesses, and I mean things like schizophrenia, bipolar disorder, major depressions, that kind of thing, we know for sure, that the earlier treatment is initiated and the earlier intervention, the less difficulty down the line, the less ill the individual becomes. 



A large part of the problem that we have in the field of mental health is lack of access to care, period.



Then we of course have the problem of lack of insight on the part of the individual who doesn't want to go to care.  So if you've got a person who doesn't want to go to care and the care is hard to find, and once you get there, you're, you know, shoved into the back room to wait for five or six hours to see someone, you know, all of these hurdles make it more and more difficult for someone to get the care that they need as early as possible.



So I think if I had to put my quarter in a bucket, I'd put it in the one of the acute and the early intervention.



DR. WILSON:  This is Tom Wilson.  Can I comment?  I think if you look at the public health model, which is all about prevention, primary prevention, secondary prevention, tertiary prevention, some of the secondary and tertiary are actually called treatments by other people.



So I think a lot of this is prevention of future problems, and one thing that I personally work on is in health plans and employer groups, the actual--I'd like to see research done on the operational aspects of primary, secondary and tertiary prevention.



What's the best method of delivery of the uncontroversial treatments and preventions that we do?  I'd like to see is it phones, is it home visits, is it hospitals, it is pharmacists?  These kinds of things.  Comparative effectiveness around that stuff, regardless if you call it treatment or prevention.



DR. CLANCY:  Thank you.



MS. FRIED:  This is Leslie Fried.  I also wanted to comment, just to say that people with Alzheimer's and other dementias are most often hospitalized for treatment for their coexisting medical conditions, and they're almost always preventable  hospitalizations.  So that if a treatment plan, for example, for their heart disease, or diabetes, etcetera, if the treatment plan is designed to meet the needs of someone who is cognitively impaired, you're avoiding hospital costs that are often more expensive and longer than for people without Alzheimer's disease.



MR. BENDIXEN: If I could attempt to maybe answer your infrastructure bucket question by some comments, I hope I can do some justice to your question.  But I know, in dealing with the systems, the AIDS Foundation of Chicago tries to bring systems to work together.



We can tell you that the homeless system knows there's a lot of homeless people out there living with chronic illness, including HIV/AIDS, who are frequent users of medical care services, and we know from the doctors we work with, that they're billing Medicaid all kinds of money for these individuals, and maybe the element that's missing is a home for these individuals, and again our data begins to show that give these individuals a home, you'll reduce the data, the expense that Medicaid is putting out.



So maybe for the systems to talk to each other, especially the data systems.  We would love to have some of our homeless data and Medicaid data in the State of Illinois be able to talk to one another, so that we could then find these individuals, get them housed, and I think we'll show tremendous cost savings to the public and for the taxpayer.



DR. LUBIN-JOHNSON:  I would like to answer the question but it is difficult to answer a question such as that when you represent an organization who represents physicians, and the patients who have so long been underserved, about how much do you cut, where.  I almost venture to say that for me to answer the question probably borders on unfairness because of that, and I would hope that in terms of whatever decisions are made, that that is taken into account.



That, you know, there's this huge segment of the population that's had a significant amount of disparities, that is increasing in numbers, but also increasing in the disease burden also.  And I understand the struggle that you have in terms of the decisions you have to make.



But I would hope that those things would be taken into account also.



DR. CLANCY:  So could I just reframe the question a little bit, cause I didn't mean it to sound like cutting, and I may not have been very clear.



What I was trying to say is--so thank you for that response.  What I was trying to say is I think there's considerable sentiment in the administration and the Congress, that this kind of work is very, very important if we're going to bring science to practice for all Americans, that it becomes a routine part of what goes on between clinicians and patients as opposed to the way we practice now, which is often in a relevant, evidence-free zone, for all kinds of reasons.



But the challenge we have is just trying to think about how do we get started.



So I wasn't actually asking about how to cut.  It's just given a dearth--a surplus of opportunities, should we be thinking about how to do studies more efficiently and faster, so that we'll, you know, be able to do them more rapidly in the future?  That's what I was calling infrastructure.  Should we be thinking about acute illnesses or chronic illnesses?



I mean, on some level, this is a hypothetical question, but I'm just trying to get a sense of how you all think about the scope of the opportunity before us.



DR. LUBIN-JOHNSON: And I would hope that part of this process is looking at how to do studies more effectively and faster to get the results that we hope will come out of them.  I would also say that, you know, if there's some way to discern those acute illnesses, that in a short amount of time, do a significant amount of harm, or produces significant disease burden to a population, to see what can be done to help prevent that from happening.



You know, for example, we know that we're getting some downward trends, some better numbers in terms of cardiovascular disease, heart disease, specifically.  But when it comes to stroke, you know, that's an acute illness that can happen frequently.  I don't think we've made the same strides in that area.  So maybe that's an area to look at.



But I think you also have to have, take into account the need to do some research into how do you deliver care in a means that helps patients get that care, or want to get that care.  How do we deliver care, or get care to patients, so that they are increasing adherent to proposed treatment regimens to prevent some of the untoward effects of some chronic disease later?



DR. GIGER:  I would like to make a comment on the infrastructure request.  APM is actually very much interested in the infrastructure, in expediting and determining which systems for either screening, detection, treatment, to expedite the transfer of those to public care, and what APM has actually done in the past month is propose a Technology Assessment Institute that would pre-evaluate systems prior to them going for clinical trial, and actually also work with clinical trial cooperative groups such as "Akron," and others.



Many systems potentially could be eliminated from a clinical trial, if you're comparing, say, three of them, and if you can show from physical, quantitative measures, that one is not going to--is not ready for public use, why put in the expense for a clinical trial?



Our country really doesn't have an independent Technology Assessment Institute, other countries do, and this might be useful.



DR. CONWAY:  I want to thank everyone on panel one.  We're going to, unfortunately, have to move to Panel 2, due to timing.  Thank you very much for your comments.



So people on Panel 2, we're doing the switching of the name cards but if you can begin to come up and take your place, that would be great.



Okay.  We're going to start with Naomi Aronson, please.  Thank you.  Welcome.



DR. ARONSON:  I'm Naomi Aronson.  I'm executive director of the Technology Evaluation Center at BlueCross and BlueShield Association, and I'm speaking on behalf of the BlueCross and BlueShield organization, which collectively ensures one in three Americans.  We've had a long commitment to evidence-based medicine.  Our Technology Assessment Center, TAC, has been in existence since 1985, has supported health plan decision making, is now available to the public on our Web site, and we're proud, since 1997, to be one of AHRQ's evidence-based practice centers.



We have recommendations for priority in research.  These are based on principles, including the potentially large populations affected, recognized gaps in the evidence, known disparities in outcomes, need for evidence specific to sub populations, and the need for evidence to inform patient preferences in selecting among treatment alternatives.



The first priority we recommend to you is management of chronic stable angina, coronary heart disease is a leading cause of death, and a major cause of disability in the U.S.  Specifically, we call for research that compares optimal medical management, percutaneous coronary interventions, coronary artery bypass grafting, and I will mention that in each of those categories there are variants.



And we will submit our comments.  We have also submitted this to the IOM Committee on Comparative Effectiveness Priorities.



We want to know what works best in specific sub populations, whether these be bi-gender women, racial and ethnic patient sub groups, the elderly, diabetics, individuals with comorbid conditions, and, for example, the exercise-impaired.



The second priority we would like to recommend to you is treatment of localized prostate cancer.  One in six men will be diagnosed with prostate cancer.  African American men are disproportionately affected as has already been raised here.  I think it's notable that a recent AHRQ systematic review, comparative effectiveness review, comparing treatments for localized prostate cancer, found no studies that reported separately on outcomes in African Americans.  So this is a true gap in the evidence.  And no study that stratified the evidence and outcomes by race.



So there's really a notable lack of evidence comparing many of these strategies for localized prostate cancer.  So we are concerned with active surveillance, radical prostatectomy, surgery, and the variance thereof.



For example, robotic or conventional surgeries, and radiotherapy in which there is actually quite an array of techniques, including conformal therapy, brachiotherapy, proton beam therapy and intensity modulated radio therapy.



Outcomes of interest are overall survival, quality of life, adverse effects, and costs.  Specific variables examined should include race, age, and of course tumor characteristics.



Our third priority is cross-cutting, that is, how to translate knowledge of what works into care that will work.



What interventions can improve clinician and patient adoption and use of evidence-based care?



When it is more effective to target change at the organizational level, the community level, the individual level? 



What approaches and incentives to dissemination and adoption are most effective, and under what circumstances we want to know, we must know, have knowledge of what works, can be translated to health care that does work.



So, in closing, I want to thank you for the opportunity to share our priority recommendations with you.  



DR. CONWAY:  Thank you very much.



James Cappleman.



MR. CAPPLEMAN:  Good afternoon.  I'm James Cappleman, a research manager and licensed clinical social worker at Access.



Access is the nation's FQHC organization, caring for 215,000 low- and moderate-income patients across the greater Chicago area in over 50 health center locations.  Access has a role to play in advancing comparative effectiveness research, particularly in advancing knowledge for effectively reducing racial and ethnic health disparities.



The NIH Roadmap Initiative challenges the nation's premier clinical research institutions to better translate new knowledge from bench to community practice.



However, investment in community organizations has been insufficient to build an ongoing research infrastructure.  Access maintains its organizational commitment to teaching and research, including significant investments in building capacity to collaborate on studies, to inform and reduce racial and ethnic health disparities.



Access is currently the only FQHC to engage a full-time director of Research Programs, who has no other academic affiliations.  Access is registered as a practice-based research network and works with multiple institutional review boards.



Access is currently engaged in a dozen or more investigations and studies funded by NIH, AHRQ, state contracts and foundations.  Access is a CTSA community partner for the University of Chicago Medical Center and Northwestern University.



To support research infrastructure that transcends project-based funding, Access has purchased and is installing an electronic health record system, Epic, that will contribute to the quality and depth of research.  Access will also be creating a health center of the future, research to provide adequate space for investigations within the community setting, which is currently challenging in many health centers.



Access is seeking direct funding to enhance these ways so investments can serve our partnerships with external investigators, creating the opportunity for further design and implement translational research projects within communities.



Success will depend on developing genuine partnerships in which community organizations acquire the capacity to assume real responsibilities in planning and implementing protocols and disseminating results.



One key element of this preparation includes recognition of the funding requirements of community organizations to support translational research, including comparative effectiveness studies.



The success of community-engaged comparative effectiveness research with the reach and sophistication to address racial and ethnic health disparities, will ultimately depend upon community organizations possessing the infrastructure and capacity to support translational sciences expanded programs of research and discovery in the service of improved community health.  Thank you.



DR. CONWAY:  Thank you.



Shepard Hurwitz.



DR. HURWITZ:  Thank you, Mr. Conway, and thanks to the Council.  The American Board of Orthopedic Surgery appreciates the opportunity to comment on the value of comparative effectiveness research.  I'm Shep Hurwitz.  I'm their executive director.



Founded in 1934, the American Board of Orthopedic Surgery provides a two-step process for certification of candidate orthopedists and is responsible for the recertification process in orthopedic surgery, hand surgery and sports medicine.



As part of our dual mission to serve the public and the profession, we have ingrained specific elements of ethics, professionalism, and evidence-based practice in multiple areas of our process.



We believe that this process, so developed by the American Board, has added high value to the diplomate and serves to protect the public.



Though a small percentage of physicians, orthopedic surgeons, provide a high volume of cradle-to-grave medical care to nearly 25 percent of the population, as such orthopedic care is a high priority to the public.  The direct cost for musculoskeletal care and rehabilitation is now on the order of $800 billion a year.  



In 2004, HHS identified the care of arthritis and joint disorder as conditions of special significance, and were among the first to be addressed in the effective health care program.



The ABOS recognizes the need for effective health programs in arthritis management, nontraumatic joint disorders, and in the care of the injured patient.



ABOS also believes that continued evaluation of practice patterns of orthopedic surgeons gives it the unique opportunity to report on and to improve aspects of patient care.



As demonstration of the board's commitment to this process, ABOS has partnered with the Dartmouth Institute of Health Policy and Clinical Practice, to design, executive and publish a number of articles that are based on orthopedic practices that we have observed using our proprietary database of information on current orthopedic practicing.



The ABOS is supportive of comparative effectiveness research.  It's been useful for optimizing orthopedic treatment in the United States.



We recognize that comparative effectiveness research is one arrow in the quiver of shared decision making.  Constructively employed, work of this type will give physicians and patients a better understanding of the ramifications of personal medical and surgical decisions.



When properly done, comparative effectiveness will stimulate innovation and not stymie progress.



Our board will continue its independent work in this area for the benefit of the profession and for added value to the public.



We are eager to work with the Department of HHS and other interested agencies in furthering evidence-based guidelines and developing new educational formats that provide instruction in safe, effective treatment while conserving the resources available for health care.



New projects that partner health care agencies within individual specialty boards will yield the next generation of performance improvement in the specialty of orthopedic surgery and will have translational benefit in the related fields of surgery and in all of musculoskeletal health.



We thank you for this opportunity.



DR. CONWAY:  Thank you.



Brett Kilpatrick.



DR. KILPATRICK:  My name is Brett Kilpatrick and I'm here today to speak for the nation's frail elderly, who can benefit from comparative effectiveness research.



I want to thank you for making this opportunity available to provide some brief comments her.  There are currently 1.5 million patients residing in 16,000 certified nursing facilities in the United States.  Their goal is to give the residents the best possible care which will lead to improved quality of life.



The challenge is great due to the special needs of the elderly.  The facility frequently deals with residents with comorbidities, diminished ability in activities of daily living, and psycho-social decline.



By way of background, my company, AnalytiCare, has worked closely with Sava Senior Care, a large multifacility chain of nursing homes, to test the efficacy of treatments across the geriatric population.



We recognize that the flow of health information between all providers, laboratories and pharmacies over health information exchange, holds a great potential for enhancing the quality of efficiencies of care.



I want to spend a moment talking about how the use of massive amounts of timely and evidence-based data can be used to achieve desired patient outcomes in cost savings in our health care sector. 



The nursing home industry is unique, in that there is a federal mandate to assess all residents on an ongoing basis by the use of a standard assessment instrument called the minimum data set or MDS.  This instrument contains rich and unique sets of clinical elements from conditions to response to treatment.



Today, the resident in a skilled nursing facility receives an average of eight medications daily, but there's been very little comparative effectiveness research  that specifically tests the total effects of medication on the frail elderly.



The work being done by Sava and AnalytiCare to utilize advanced software-based discovery engines to comparatively analyze patient data and outcomes contained in the MDS, joined with pharmacy, laboratory and other data sets.  The findings are used to inform prescribing physicians on a range of what works best, and what does not, for patients with various complex conditions.



As a result of this research, rehospitalizations and falls have been reduced, weight loss was stopped in certain residents, when the evidence revealed that some medications prescribed to stimulate appetite and promote weight gain were having exactly the opposite effect on the frail elderly. 



It was also discovered that long-term residents using pain medication with an antidepressant actually had significantly lower incidence of pain frequency and intensity than the residents treated with pain medication alone.



These, and other findings, have led to measurable enhanced quality of care and quality of life outcomes for Sava's residents.  The evidence-based discoveries have also contributed to the reduced cost of health care.  The comparative effectiveness research that Sava's doing now is reproducible to the 16,000 nursing homes nationwide.  The benefits of such a study could be huge as our nation works to reform the health care system. 



We hope you will consider such proposals closely in your review of funding applications, and please do not forget the frail elderly in your discussions.  Thank you very much.



DR. CONWAY:  Thank you.



Steven Mersch.



Mr. MERSCH:  My name is Steven Mersch.  I'm a physicist and president of a small company that designs and manufactures custom devices for the health care industry.  My comment is a specific suggestion to aid in the quality of the CER outcome.



It is clear that the patient is the key source of data for CER.  The patient's response to a therapy, after all, determines the therapy's effectiveness.  However, the point I would like to make is that the actual behavior of the patient, outside of the clinic, with regards to the prescribed therapy, is a huge variable that is seldom accounted for.



For example, if the effectiveness of different compression devices for minimizing scarring is being evaluated, then it's important that the patient's true compliance with the doctor's orders regarding how long to wear the device each day, that has to be part of the data.



This data, showing the extent to which the patient complied with the doctor's orders, is simply critical to evaluating the orthotics effectiveness.



Another example is a patient given orders to take medication at a prescribed time and volume.  The data on how well the patient complied with these orders is critical for evaluating the effectiveness of the medication.  It is simply not acceptable, as doctors well know, to ask the patient how well they followed their orders, for their answer is sure to err on the side of full compliance.



Our recommendation, or our solution is to bring technology to the problem.  Technology now makes it possible to place low cost, miniature, unobtrusive, compliance verification devices within the orthotics, medication dispensers, and therapies under CER study. 



The compliance verification technology can be designed and programmed to record actual on-patient time orthotic devices.  To record the actual dispensing time and quantity of a prescribed medication.  To record time and proper administration of a therapy, such as an inhaler or a DVT pump.



To store this record until downloaded is part of the CER data.  To notify by wireless communication when compliance is not occurring, so that corrective action can be taken, potentially salvaging an otherwise compromised study.  And finally, this technology can evolve into a product that will enhance therapeutic effectiveness, improve home-based therapies.  It can reveal fraud and lower health care costs by promoting and monitoring compliance.



It is our position that the time is right, and the opportunity is now, to invest in the development and standardization of medical compliance verification technology.  This investment will pay immediate dividends in the quality of CER by providing the critical patient compliance data.  It will pay future dividends as it evolves to a product that monitors and promotes patient compliance and communicates in real-time with the primary care physician.



We ask that the Council consider funding the development of compliance verification technology, and using the data provided by these devices in future CER studies.  I'd like to thank you for the opportunity to comment on this for your consideration.



DR. CONWAY:  Thank you.  



Elsa Schafer. 



MS. SCHAFER:  Thank you so much, Council, for being in Chicago as well as Washington.  And for listening as well as accepting our submissions.



I'm Elsa Shafer.  I'm the CEO of Health Metric Systems which owns the software which has been used for five years at the Palo Alto Medical Foundation, which has 800 physicians, in Northern California.



We also give this software free to safety net clinics so it has also been used with Ochin, which Deborah Hopson may know -- smile -- in the northwest -- they have 250 safety net clinic sites.



And this software uses a tiny fraction of EHR data in order to present outcomes based on hundreds of metrics which have been refined actually over 30 years -- a combination of 20 years at Stanford and ten years at Palo Alto.  And it also helps create chronic disease patient registries for patient population management.



The measurement tools have been used to both improve quality as well as to improve efficiency, read cost and increased practice management effectiveness.  They have supported initiatives whether medical home initiatives or what we call primary care redesign or variance reduction initiatives or arming the frontline physician in individual clinics to set up a three-doctor let's drill down on blood pressure control for our diabetes patients.



And one example that one physician recently told me about was being able to control their panel, moving it from 40 percent to 70 percent within a year of which it went from 40 percent to 60 percent controlled within four months.  I love that.



I also am here representing, though, a consortium of clinics that go from that northern California through the northwest geography which are very interested in being able to create and come with a plea to you to help create a national interoperable data exchange platform which can allow all of us to deposit information to it as well as to access information so that we can benchmark, so that whether we are in a large Palo Alto clinic or whether we are a small rural physician in a solo practice, be able to access information that will allow us to spread best practices as well.



We have several thoughts on this front.  We would love to have you come to California sometime to have whether it is a listening session or a visit.  And I know Zeke Emanuel is coming out either later this week or early next week.



If any of you would like to come with him to look at this combination of the public/private support base that we would really like to recommend, we suggest you could have a turbo-charged first example there which would be efficient to fund, we think, way less than the 60 to 65,000 -- sorry -- that you're thinking of or that you are giving to physicians to adopt EHR.



And we suggest you also consider a non-EHR example within that since so few people -- so few clinicians do have access to EHR now.  We think there are some other ways that could be tested that are less expensive.



Thank you so much for your thought.  Anything you can do for that national infrastructure would be so appreciated.  Thank you.



DR. CONWAY:  Thank you very much.



So we're going to move to the phone.  I believe we have Ron Manderscheid.



DR. MANDERSCHEID:  Yes.  Thank you very much.  And good afternoon.



My name is Dr. Ron Manderscheid.  I'm the Director of Mental Health and Substance Use Programs at SRA International and also an adjunct professor in the Department of Mental Health at Johns Hopkins University.



I'm here to speak on behalf of the 107 mental health and substance use prevention and treatment organizations that comprise the Whole Health Campaign.  We strongly support national health reform efforts and have prepared a series of policy analyses that address key reform issues, including comparative effectiveness.



We'd like to make three very brief points today.  First and most important, the Federal Comparative Effectiveness Research Enterprise must be guided by consumer and family input.



Consumers and families have the direct lived experience of major health problems as well as direct experience with successful and failed interventions.  They can provide important and needed advice on priority setting and ongoing operations.



Second, to Dr. Clancy's question, the Federal Comparative Effectiveness Research Enterprise must build infrastructure and train researchers.  Currently the mental health and substance use prevention and treatment fields lack the infrastructure and trained personnel to actually undertake comparative effectiveness research and bring needed innovations to practice in the field.



I know of only two comparative effectiveness studies done for either field.  It is critical that the mental health and substance use fields not only become a forward-looking aspect in comparative effectiveness but also that we support the efforts of the panel to move this agenda on infrastructure.



We do know that a person cannot have good health without also having good mental and addictive health.  Hence, developing appropriate infrastructure will be very important to the entire health enterprise.



Third, the Federal Comparative Effectiveness Research Enterprise must be designed broadly.  Specifically, it must span treatment, prevention, promotion, and health-determinant interventions designed both for persons and for populations.



To achieve better balance in expenditures on persons and populations, we recommend that at least one-quarter of Federal Comparative Effectiveness Research expenditures be devoted to population interventions.



Also, comparative effectiveness research must span traditional research boundaries.  For example, we need to be able to understand the joint effects of targeted depression and diabetes treatments since these conditions very frequently co-occur together.



Failure to consider such joint effects in the past has resulted in the situation where public mental health clients die 25 years prematurely.



In closing, the Whole Health Campaign looks forward to dramatic improvements in mental health and substance use interventions as the result of comparative effectiveness research.  We want to support the council in any way that we can because we recognize the vital importance of your work.



Thank you very much for the opportunity to testify.  And I will provide a written copy of this testimony.



DR. CONWAY:  Thank you very much.



Is Meredith Mitchell on the phone?



MS. MITCHELL:  Yes, good afternoon.  Thank you.



My name is Meredith Mitchell.  I am product manager with M2S.  And we're located in West Lebanon, New Hampshire.



Thank you for the opportunity to comment today.  And I appreciate the willingness of this committee to seek public input with regard to comparative effectiveness research.



The focus of this statement is on the utilization of a clinical technology organization to effectively facilitate comparative effectiveness research.  M2S is a clinical technology organization that offers services across the health care continuum.  This includes image management for clinical trials, advanced image analysis, and clinical registries designed to provide long-term evaluation of treatment outcomes, benefits, and costs.



As a clinical technology organization, M2S focuses on increasing operational efficiency, reducing total costs, and maintaining or enhancing clinical quality by utilizing best-in-class technology and continuous quality improvement processes.



As funds are allocated for CER and health services research, it will be critical to utilize a CTO and the primary benefit is that data can be pooled from disparate sources into a unified dataset for both reporting and analysis.



This process must work within the health care organization's established workflow and not be disruptive.  Equally important is to rely on a CTO that is knowledgeable in comparative effectiveness research initiatives and capable of delivering that today without having to build this infrastructure.



A CTO is powerful when actively used in a clinical pathway as it pertains to patient care as well as for research initiatives such as CER.  Properly employed, a CTO is agnostic throughout the process with the goal of providing clean, combinable data that can be used for clinical decisions.



M2S recognized the need for CER as it relates to endovascular aneurysm repair beginning in 2001.  M2S has a patient evaluation and management system and it is the largest combined radiological and clinical footprint in the world, relied upon by highly respected physician investigators.



This is a database of 150,000 patient entries providing CER FDA-approved aortic stent grafts.  The service has been broadly adopted by health care advocates in both practice and industry, having recognized the impact that this vast and valuable repository of data has on quality improvement.



In the past, comparative effectiveness studies have evaluated a particular therapy only against itself.  M2S evaluates the full scope of information, including the patient health record, radiologic, and laboratory information with patient input.



This model is unique, highly effective, and patient centric.  And has direct impact on the quality of patient care.



M2S believes that simplifying the workflow facilitates summarization of comparative data and enhances a clinician's ability to make informed treatment decisions.  An effective CTO collects the data simultaneously as fields are populated by the institution or electronic medical record.



Data collected is validated with point-of-entry error tracking.  The flow of data provided for comparative analysis is an aggregated risk-adjusted evaluation reported on by an independent panel of physician file leaders.



We all agree that the goal of comparative effectiveness research is to enhance patient care.  A web-based integrated clinical technology platform is a key component in the success of these projects.



A fully communicative web front end is a critical component to ensure proper utilization of the clinical data and, when appropriate, pool adjunctive information to include radiologic images and patient-reported outcomes.



Health care organizations are striving to make better use of clinical informatics to enhance, validate, and support comparative effectiveness.  Involving a CTO early in the planning phase will streamline this process, reduce costs, and facilitate better data aggregation reporting and understanding with one successful portal for all relevant information.



I think you for your time and consideration.



DR. CONWAY:  Thank you very much.  I want to thank all of the panelists on Panel 2.  And we'll turn it over to the Council for questions.



DR. CARY:  Dr. Mersch, just a clarification, is the verification device, does the patient know that that is in?



DR. MERSCH:  Currently, there's two trains of thought on that.  One is to let the patient know and actually display on the device so that it promotes them to comply, you know, more accurately.  The other is not to have them know in a sense that they will not try and trick the device, you know, so that there's two trains of thought there.  So there is an argument both ways.



DR. CARY:  Thank you.



DR. MERSCH:  Yes.



DR. VALUCK:  For Naomi Aronson, how do the Blue Cross and Blue Shield health plans use the comparative effectiveness research information?



DR. ARONSON:  They use it in a variety of ways.  Consistently our own evidence-based technology assessment program has supported medical policy decisions, which are the building block -- not the driver because there is benefit design of coverage decisions.



I believe that comparative effectiveness would support benefit-designed decisions.  I believe that beyond payers, employers are extremely interested in value-based benefits design.  It is extremely complicated to put into practice.



We have seen tiering in the drug benefits but even some of our pharmacists believe that that tiering is more cross driven than value driven.  And the challenge of how you write the value in there, I will give you a concrete example.



Because of the cost of oncology drugs, particularly for advanced cancers, particularly in the salvage setting, has been quite prohibitively expensive.  It has been a concern to some employers of the affordability.  And they have tended to be somewhat circumscribed for some employers, not all.  I'm just describing a problem in how they write benefits and the tiering around those drugs.



And, you know, the consequence of that could be to create disincentives around the benefit design for the inflammatory arthritis drugs, which do have evidence of long-term benefit.



So those are some examples.  We also, as Blue plans are very invested in the local community and sees as part of their role understanding and dialogue with the physician community, the hospital community so that there is really an understanding of how to deliver best care.



MR. PACHECO:  This question is for Dr. Ron Manderscheid.  Is that correct?



DR. MANDERSCHEID:  Yes, I'm here.



MR. PACHECO:  You talked about training future researchers --



DR. MANDERSCHEID:  Right.



MR. PACHECO:  -- or the importance of building the pipeline.



DR. MANDERSCHEID:  Right.



MR. PACHECO:  Do you have any specific strategies for increasing the representation of minorities -- minority researchers for CR?



DR. MANDERSCHEID:  Well, I think, you know, there's -- as an example in this area, I'm very familiar with a program that SAMHSA has operated to increase the number of minority clinicians who work in the behavioral health field.  And this has been done through very small seed money to the national associations to work with the respective disciplines to identify promising people who can work in this area.



And I think a similar model could work with respect to researchers in comparative effectiveness.  I'd be glad to get you additional background information on that if you are interested.



MR. PACHECO:  Thank you.



DR. CONWAY:  Dr. Hurwitz, I had a question.  You mentioned the specialty database in orthopedics.  I'd be interested in your thoughts if the federal government decided to fund further development analysis of specialty databases such as the ABOS database.



How do you think the specialists would respond to that in terms of being -- given open access to their data?  And also could it also be a mechanism to disseminate results so that, you know, the patients and providers could use the results, you know, demonstrated from CER analysis of a specialty dataset?



DR. HURWITZ:  As I understand, you are asking two questions really.



DR. CONWAY:  Yes.



DR. HURWITZ:  Starting with the first, I can't speak for all the diplomates out there but I feel that the response so far has been very positive about contributing their data on a periodic basis.  We're looking to make that a more robust database by doing something more like what the thoracic surgeons are doing, which is an annual reporting of cases with indications, complications, and first fly-by of outcomes.



That would be available for public scrutiny and review as long as we can maintain confidentiality which, so far, we have been able to do.



Now the second part of your question is we obviously can't use the database to show results but in some shape, fashion, or form, we would like to make results available for best practices which come from the information that is analyzed from case collection.



Now we'd like, as I said, to have a more robust database than we have now.  But we feel we're second only to the thoracic surgeons now in creating this database.



We've also shown some best practices that have developed from it.  And those have been in peer review journals.  They're not in media publications yet.  But we have no problem with communicating with the media to get it out to the public.  And we will also put it on our website when it has been validated.



Thanks for the question.



DR. VALUCK:  To continue along the line of questioning regarding orthopedic databases, CMS and, I believe, a couple of our other sister agencies in the Department, have been approached by the orthopedic community to consider funding for orthopedic joint registries.



DR. HURWITZ:  Correct.



DR. VALUCK:  If you could comment on that please as a potential basis for comparative effectiveness research among other things?



DR. HURWITZ:  I can speak from the vantage point of my organization, the Board of Orthopedic Surgery.  That really is an enterprise that has been started by the trade organization, the American Academy of Orthopedic Surgeons.



And I have to draw a little distinction here because I don't wear the hat of the other organization.  Surgical registries are a very powerful movement in order to gain information on an ongoing prospective realtime basis to see how the results are with implanted joint replacement.  And that is not the full spectrum of orthopedic surgery but that's the nuts and bolts of the registry.



Our board is very much in favor of that.  We feel that there will be areas where our database and the registry will overlap and complement one another.



The registry will be much more comprehensive as to the exact indication for the procedure, the technique that was used, the implant device, problems that were noted at surgery, from that point forward.  And then there will be metrics that will be devised for following both patient-oriented evidence and disease-oriented evidence.



The board would be interested in best practices because we're more concerned with the ethics and professionalism as to was a certain procedure indicated and are our diplomates following those guidelines.  So the guidelines that will come from the registry will be specific to those joint implants and replacements.



The database that we have will be for the whole spectrum of orthopedic surgery.  It will be used to guide our oral examinations and some of our computer-based examinations on why people are doing what they are doing, do they have the evidence to back what they are doing, and are they following their patients in a prospective guideline fashion?



I hope that answered your question.



DR. VALUCK:  Thanks.



DR. RIVERA CASALE:  I have a question for Mr. Cappleman.  There has been a lot of interest in using the safety net providers in comparative effectiveness research because that is where a lot of the minority patients that we want to make sure that are included in the research because they have been traditionally under represented.



What would it take to give support to the safety net providers so that they could be full participants in CER?  I know your organization is already there.  But there are many of your counterpart organizations that are not.



MR. CAPPLEMAN:  I believe the difficulty has always been that these smaller medical health care centers don't have that infrastructure.  And so it is really dependent upon them with linking up with some other organizations that are going to help them get through that.



DR. RIVERA CASALE:  What does that look like?



MR. CAPPLEMAN:  I can't speak to that.  I can speak to the way Access has done it.  And it is through just a lot of collaboration.  Access is still a relatively new organization in the last ten years.  And we've rapidly grown.



And we're hoping that other places throughout the country can look at what we're doing and start implementing some of those same things because I think it is crazy that a lot of the health care clinic settings just don't have that support to really initiate best practices.



DR. CLANCY:  If I could just follow up on that --



MR. CAPPLEMAN:  Sure.



DR. CLANCY:  -- because I think it is a very important question and it is a little much to put you on the spot, I recognize that.



MR. CAPPLEMAN:  I've been there three-and-a-half months, too.



(Laughter.)



DR. CLANCY:  So just to build on that --



MR. CAPPLEMAN:  Yes?



DR. CLANCY:  -- to the extent that you can summarize some lessons learned from the experience of your organization, what made this work, and get that to us in written form, I think would be just incredibly helpful.  I think none of us want to see an academic partner with a community-based organization of any stripe in a sort of colonial approach, if you will.



But the question is how might we jump start it at other sites if I understood Dr. Casale's question.



MR. CAPPLEMAN:  I can speak to a particular project I'm working on.  And that is the lab testing.  We're finding that there are multiple numbers of health care clinics that don't have a clear systematic way of doing lab testing from the time the physician orders the test to follow up.



And so we're creating a toolkit that we are now -- in June, we'll be going out to ten different clinics to assess how effective these toolkits are to helping these clinics utilize best practices and standardized approaches.



And then from that, we want to be able to disseminate that information to health care settings all across the country.  That helps.



MS. SCHAFER:  If I could offer one thought on that to both of you, I think the current EHR cost infrastructure is so expensive it just tends to kill the safety net clinics, even those who get discounted rates to adopt them.  And so I really suggest that this panel consider funding a few experiments with where are the EHR lights that could be useful, particularly for the diagnostic information, and/or where, and how can you use diagnostic information from practice management systems in order to at least start those safety nets on the way?



And I think there is an incredible amount that the safety net clinics that someone else mentioned who are so much closer to understanding broad public health than any of the project clinics are.



They can lend so much to inform that transformation of health care for everybody coming from both sides so that if you can end up with this national platform which can take just that diagnostic data, not the whole nine yards of EHR data, but just the diagnostic from whatever sources, and allow some people to gradually get toward the EHR or there are many other EHRs coming out now that aren't just the current expensive, encumbered systems, over time to be able to adopt the important diagnostic end of that, I think is the way forward not only for them but for the 81 percent of clinicians who don't have EHR right now and just can't afford it.



Thank you.



DR. CONWAY:  So we want to thank Panel 2, unfortunately, thank you very much.



We're going to take a short five-minute break and then reconvene for Panel 3.

(Whereupon, the above-entitled matter went off the record briefly.) 



DR. MARUCHA:  Good afternoon.  I'm Phil Marucha from the College of Dentistry.  I'm that Associate Dean for Research where we provide nearly 100,000 patient visits to a predominantly under-served population of patients every year.



There are four major oral conditions or diseases that impact quality of life of Americans.  One in 600 births results in a child with a cleft lip and/or palette.  There will be 30,000 new cases of oral cancer this year and 7,000 deaths resulting.



Dental caries is one of the most common childhood diseases affecting five times as many children as asthma.  By the age of 15, half of all children are affected by caries and caries is a preventable disease.



Between four and 12 percent of adults have advanced periodontal disease and 25 percent of adults over 65 have lost all of their teeth.



According the 2006 AHRQ medical expenditures panel survey, Americans spend approximately 76 billion dollars on oral health visits every year.  This is compared to heart conditions at 78 billion dollars, trauma-related disorders at 68 billion, and cancer at 58 billion.



And since 44 percent of dental visits are paid out of pocket by Americans, oral diseases are a significant economic burden to the families.  And this burden is not shared equally.  For example, substantially higher rates of caries are found in Mexican-Americans where the rates approached double the general population.



Here in the City of Chicago and specifically at UIC, we find that caries is rampant among children in the city and over half our adult patients in our dental clinics have advanced periodontal needs.



We don't have the information we need to be sure that we are providing the most efficient care for our patients.  If we focus just on caries, we don't have solid data on the most effective prevention, how to deliver this preventative care to a culturally-diverse population, and whether these therapies work equally across all populations.



In the treatment of caries, it is unclear whether conservative treatment of early caries using new materials is as effective as more traditional filling materials in high-risk patients.  Changes in the way that we treat high-risk patients can have a dramatic effect on treatment costs as well as the quality of life.



By the way, we can also impact on the employability of individuals in these under-served populations who suffer early tooth loss and cannot afford replacement.



There is emerging evidence that oral health impacts upon a number of systemic diseases.  Simply tying a small piece of silk around several teeth to cause periodontal disease in a diabetic-susceptible mouse accelerates the onset of diabetes and increases insulin resistance in that mouse, showing that oral inflammation has an impact on systemic disease.



Other studies have linked periodontal disease to heart disease, preterm labor, and kidney disease.  And these are all areas where we should determine whether oral health care, especially in high-risk populations, should be part of their overall treatment.



Therefore, it is imperative that prevention and treatment of oral disease conditions be considered as part of the consideration for comparative effectiveness research.



DR. CONWAY:  Thank you very much.



DR. MARUCHA:  Thank you.



DR. CONWAY:  Dr. David Meltzer?



DR. MELTZER:  Thanks, I'm David Meltzer.  I'm a general internist and economist from the University of Chicago.  And I'm grateful to be here.



There are three points I'd like to make briefly.  First, I'd like to suggest that you consider explicitly using value of information principles and tools to prioritize comparative effectiveness research.



As you may or may not be familiar, these approaches begin with ideas such as burden of illness and then turn to quantitative assessments of the likelihood that practice will change as a result of the research that is done.



These approaches are theoretical constructs but have actually been applied quite frequently in places like the United Kingdom by the National Institute for Clinical Excellence.



And although some people view them as too technical for use, I think the principles really can be used.  And there are, indeed, examples of how the science can be advanced to bring a scientific basis to the task you are charged with.



The second point that I'd like to bring up is about the importance of viewing the resources that you are allocating and setting priorities for public incremental spending on comparative effectiveness research.  I emphasize this first of all to contrast it to private spending.  So if comparative effectiveness research were to be done by the private sector, there isn't a need to do that.  You should be focusing on what they would not do.



Secondly, I'd like to emphasize that this is incremental public spending.  In other words, funding that has already been going through NIH and other places and institutes should not be crowded out by this.  And so thinking carefully about that is important.



And I'd particularly like to emphasize that if you think about the traditional organization of NIH, into what is primarily disease-oriented institutes, comparative effectiveness research that is localized in a single disease may be less of a priority for this group than questions that cross over diseases which, of course, has been studied more often by AHRQ but with very limited funding.



And then finally, I'd just like to emphasize the importance to all of you that despite some pressures you may feel in other directions, please do consider costs.  There's no question that if we don't consider costs, we will have to give up something.  And that something we give up may be something we'd value very much in terms of health benefits.



Thanks.



DR. CONWAY:  Thank you, Dr. Meltzer.



Lana, I'm not going to try your last name.



MS. VUKOVLJAK:  All right.  I'm Lana Vukovljak.  I'm Chief Executive Officer of the American Association of Diabetes Educators.  And I appreciate the opportunity to share our comments and recommendations.



As senior officials responsible for the nation's principle health agencies, you are well aware of the devastating impact of diabetes in America.  Fortunately, with the right medical care and self care, diabetes is manageable for the vast majority of patients.



Even better, patients at risk of Type 2 diabetes can dramatically reduce the chance of developing the disease and other complications with appropriate lifestyle modifications.  So the key is diabetes education.



Diabetes education is strongly aligned and supportive of other top priorities for improving the effectiveness of the U.S. health care system patient-centered care.  By focusing on the patient's knowledge of, comfort with, and confidence in their ability to make lifestyle changes, diabetes education places the patient firmly in control of their self-care and encourages team-based delivery of care.



Chronic care management, because diabetes is a chronic illness that requires a significant number of behavior modifications on the part of the patient, diabetes education and self-management training fits naturally with chronic care management initiatives.



Reduction of racial and ethnic disparities, diabetes education strives to be culturally sensitive and takes into account the patient preferences and ethnic influences.  Education helps reduce disparities by empowering the patients and helping facilitate access to appropriate care.



Improved access to primary care, the patient education and self care expand the reach of physicians and help reinforce their recommendations.  Diabetes education significantly increases the effectiveness of clinics and allows physicians to see more patients.



Information to support patient and physician decision-making, the new federal investments in comparative effectiveness research and health information technology are ultimately about supporting decision-making by patients and clinicians.  The diabetes educator model is expressly designed to improve the knowledge of patients and support patients' compliance with medical guidance.



Given the positive experience and growing evidence base for diabetes education, we recommend that the Federal Comparative Effectiveness Research Program study the best models of organizing and delivering care to patients with or at risk of chronic conditions, particularly diabetes.



In particular, we recommend studies to first, compare current, more traditional models of chronic care delivery with genuinely team-based patient-centered models of care that include patient education and self-care as an integral component.



Second, identify the most effective ways to encourage the adoption and active use of the diabetes education model, particularly in federal and state health programs, employer-sponsored plans, and health systems in under-served areas.



Third, assess the expansion of the diabetes education model to other high priority chronic conditions.



And, fourth, identify appropriate ways to incentivize patients for healthier behaviors.



Thank you.  Thank you for the opportunity to share our comments.



DR. CONWAY:  Thank you very much.



MR. WALLACE:  Thank you.  I'm Scott Wallace, a Batten Fellow at the University of Virginia.  My comments are my own and not delivered on behalf of any entity.



Comparative effectiveness offers the opportunity to transform care by enabling learning and innovation.  At the same time, the U.K. and others have demonstrated that comparative effectiveness can have the unintended consequences of further segmenting care and stifling innovation under a thick blanket of bureaucracy.



Health care has seen many good ideas morph into new mechanisms of administrative control.  Capitation under managed care is an infamous example.



At present, some programs described as evidence-based medicine or pay-for-performance focus on process control and ignore health outcomes.  Like capitation gone awry, these have added to the administrative burden of health care, negatively impacting the art of medicine without a concomitant benefit in outcomes or in cost.



It doesn't take a sinister bureaucrat's machinations to distort a genuinely good initiative into needless overhead, micromanagement, and destructive control.  America needs safer, more effective medicine, not more health care administration.



Our research in care innovation indicates that the most effective comparison efforts use improvement and health outcomes as the measure of effectiveness.  They also compare comprehensive care protocols and teams outcomes, not individual medications or isolated procedures.



Two examples demonstrate the value of success from a comparative effectiveness.  Pediatric cancer programs around the country have dramatically changed the prospects for children diagnosed with leukemia, bone, and other cancers.  These improvements in health outcomes resulted from comparing the effectiveness of full treatment protocols delivered by multidisciplinary teams.



Similarly, the life expectancy of a person born with cystic fibrosis nearly doubled between 1966 and 2003.  As with pediatric cancer, teams treating CF have compared comprehensive programs of treatment.



Through these ongoing efforts, the median life expectancy of a CF patient has gone from 18 to 33 years while patients in the most effective programs can now expect to live to at least 47.  In CF care, the upper end of the curve has been extended as the median has improved.



As the country begins implementing electronic health records, the role of health registries enabling comparative effectiveness and improving the cost and quality of care is noteworthy.  In the U.S. and Europe, health outcomes have been dramatically improved by creating disease and treatment registries that allow researchers to ask clinically meaningful questions about how teams deliver effective care.



In addition to focusing on health outcomes and comparing comprehensive treatment protocols, I would urge this council to include comprehensive health registries in any comparative effectiveness program.



Thank you.



DR. CONWAY:  Thank you very much.



James Webster?



DR. WEBSTER:  Good afternoon.  I'm Jim Webster.  I'm a professor of geriatric medicine at the Feinberg School of Medicine at Northwestern.  And for six years, I was President of the Chicago Board of Health.



I would like to tell you that CER funding, in my opinion, is crucial to reforming the practice of medicine to increase the quality, safety, cost benefits, and effectiveness of what providers bring to patients on a daily basis.



National hospital practice data, such as from the Dartmouth Group, shows that tremendous cost variations occur across the country with no positive effect on outcomes.  More care is sometimes worse care.



Further, data from other investigators shows that best practices in ambulatory care are used in only slightly more than half of patient encounters.  Use of coumadin for atrial fibrillation is a classic example.  The reality is that multiple inappropriate medication schemes, questionable orthopedic surgery -- or not orthopedic but surgical procedures are routinely carried out.



Dissemination and implementation of what is already known is crucial.  As the saying goes, in God we trust.  All others should bring data.



CER presents a great opportunity to change the culture of medical care delivery so that we are data driven and not doing things back when I was a resident.  Preserving interest and certainly in no one's interest and sending ineffective and inefficient treatments to the trash bin is both medically and cost effectively appropriate.



I can assure you that younger providers are quite turned on to the goals, strategies, and objectives of CER and will look forward to the implementing and crafting such knowledge into their local environments and sharing the best practices that made it happen where these providers practice.



In my opinion, this is not an effort to do rationing, especially when you consider that currently health care is rationed on the basis of insurance status and ability to pay.



I believe, again, that the vast majority of providers look forward to using the findings from CER to improve practice outcomes in terms of safety and quality.  In my opinion, translation and implementation are the most crucial aspects to change the culture of medical care delivery.



We certainly cannot afford to ignore the reality that we are in danger of bankrupting both the health care system and the country.



Thank you.



DR. CONWAY:  Thank you, Dr. Webster.



We're now going to move to the phone.  Is Cynthia Reilly on the phone?



MS. REILLY:  Hello.  Yes, I am.



DR. CONWAY:  Please go ahead.



MS. REILLY:  Good afternoon.  My name is Cynthia Reilly and I am Director of the Practice Development Division at the American Society of Health-System Pharmacists.



ASHP represents 35,000 members who practice in hospitals and health systems.  I am not a registered lobbyist.



ASHP is a member of the Alliance for Better Health Care, which advocated for funding for comparative effectiveness research, or CER, within the American Recovery and Reinvestment Act.



This society is also publisher of AHFS DI, a highly respected drug information resource that is recognized as an official compendium by Medicaid and Medicare.  AHFS DI could serve as the foundation for drug information to support CER.



Today, ASHP requests that the council consider three CER recommendations related to health care delivery systems.  These are optimal practice models for delivering patient care, strategies for using IT to provide CER, and best practices for disseminating and implementing CER.



The quality and cost of care is inconsistent across geographic regions with much of this variability attributed to differences in the care setting and the health care professional that provides the service.



Pharmacists provide medication therapy management services, including creating drug treatment plans, monitoring patients' response to therapy, and identifying and preventing medication-related problems.



Research has shown that pharmacist management of drug therapy significantly improves patient outcomes and reduces overall health care costs however there is limited research that directly compares this practice model to models in which this care is provided by other health professionals.  ASHP strongly recommends comparing models of care as a research priority.



A critical element of CER is ensuring that research findings reach the bedside.  Technologies can provide access to point-of-care information however their use is currently limited as described in a recent New England Journal of Medicine study, which found that two percent of hospitals -- only two percent of hospitals have fully implemented an electronic health record with clinical documentation, lab results, and decision support software.



Decision support technology has great potential but strategies for creating and using these programs are not well studied.  ASHP encourages the council to support research that compares approaches for using clinical decision support to implement CER.



Finally, other effective CER dissemination and translation techniques are needed.  Many strategies can be used to enhance and rate an extent of adoption of evidence-based practices, including clinical guidelines, continuing education, patient education tools, and academic detailing.  However, the effectiveness of these approaches is not well studied.



ASHP encourages the council to support research that compares the benefits and limitations of each approach to determine the strategy or combination of strategies that facilitates use of CER.



In conclusion, thank you for considering these recommendations.



DR. CONWAY:  Thank you very much.



Dr. Kevin Volpp?



DR. VOLPP:  Hi, I'm Kevin Volpp.  I'm the Director of the Center for Health Incentives at the Leonard Davis Institute and a staff physician at the Philadelphia VA.  I'm on the faculty at the University of Pennsylvania School of Medicine and the Wharton School.  And I speak only for myself.



What I wanted to do is just briefly touch on some thoughts on the scope of comparative effectiveness where I want to highlight why I think it is really important that we not be thinking about just medication A versus B or device A versus B but really thinking more broadly about both behavioral interventions and system interventions as part of the mix.



And I think there are several reasons for this.  So thinking about the behavior issues first, we know that in many cases, health behaviors are the proximate cause of disease and the need for medical treatment.  So we can think about that in the context of smoking.  We can think about that in the context of obesity.



And obviously if we have patients who are diabetic, if they are able to lose weight, you can often reduce or eliminate the use of medications for these ailments.



So if we're going to do a comparative effectiveness study on how to improve outcomes among diabetic patients, it makes sense to think about testing behavioral approaches to weight loss reduction as well as medication-based approaches to improving outcomes among diabetics.



And one very nice example, I think, of this was the diabetes prevention program which you are probably familiar with, which showed that over a mean follow-up period of 2.8 years, that intensive lifestyle therapy was significantly more effective than metformin in preventing the incidence of diabetes among non-diabetic people who, on enrollment, had both elevated fasting and postload plasma glucose.



And basically what the lifestyle intervention did was it reduced the incidence of diabetes by about 58 percent whereas metformin only reduced the incidence by about 31 percent.



In some of our own work, we found that financial incentives for smoking cessation are highly effective.  We had a paper that was published in The New England Journal a couple of months ago in which we showed among a population of smokers at G.E., that smoking cessation rates were tripled at nine to 12 months and even after discontinuing incentives, quit rates were 2.6 times as high as the control group at 15 to 18 months.



And what we did is we looked at the data that had been generated from a variety of meta analyses on various pharmacologic aids for smoking cessation using the same primary endpoint of continuous abstinence at 12 months and found that the incentive-based approach was at least as effective as any of them and arguably it is more cost effective because you only pay the incentives if people quit whereas you use medicines on a lot of people on whom they are not successful for smoking cessation.



In terms of the system issues, I think a lot of recent developments in areas like resident duty hours and patient safety, the proliferation of electronic medical records, issues of staffing in hospitals on weekends and overnight, lots and lots of studies have highlighted how important this is in terms of the health of populations and the type of care our patients receive.



And I think it is very important that we think about considering these as part of comparative effectiveness.  One example that I think is also worth highlighting is there is some very nice work that is being done now in behavioral economics, looking at asymmetric paternalism and the use of defaults as a way of changing the choice architecture behind health delivery.



So, for example, in western European countries, there is some interesting data about organ donation and the scarcity of organ donation and how it differs between countries in which there is an opt-out approach versus an opt-in approach.  The opt-out countries typically have organ donation rates of greater than 90 percent.  Opt-in countries typically have organ donation rates of five to 15 percent.



So it is hard to imagine that any non-policy-based approach could achieve those kinds of differences in rates.  And so I think whether we're talking about smoking and excise taxes or any number of regulatory, legislative, economic approaches that could be used in terms of combating obesity, we really need to think broadly about not only medications but behavioral treatments and system-level interventions.  Thank you.



DR. CONWAY:  Thank you, Dr. Volpp.  I appreciate it.



DR. VOLPP:  Sure.



DR. CONWAY:  Lastly on the phone, is Clifton Shannon on the phone?  I believe Clifton Shannon is not on the phone.  So that concludes Panel 3.



We now have questions and answers for both the folks in the room and the panelists on the phone.  Any questions from the council?



MS. TANDEN:  Dr. Meltzer, you talked about, as one of the criteria that we should look at is the likelihood that it will be applied.  And we are definitely looking at impact.  And obviously an incredible part of impact is use.



And I wanted you to speak for just another minute or two, if you could, about what you mean when you say likelihood it will be applied.



DR. MELTZER:  Yes, I guess what I meant was the likelihood it would change practice.



MS. TANDEN:  Right.



DR. MELTZER:  And so there are a number of steps in that.  So when you do a study, you've got some probability before that it is going to come out one way and some probability it is going to come out another way.  And you are presumably doing one of those two things now.



So if there is a one in a thousand chance that the study is going to come out a way you don't expect, that's not going to be a very useful study to do because almost all the time it is not going to give you valuable information.  So that's just the first step, of course, right?



MS. TANDEN:  Right.



DR. MELTZER:  You can have a study that something is a great idea but you can recognize that no one will do it or we don't have the infrastructure to do it or it would be prohibitively expensive or a whole set of other barriers.



But that first step is figuring out what is the likelihood that you are going to get a result that would potentially be useful and then what's, in fact, the likelihood it would be useful.



And so the point is that what you should do is try to take those factors into account as you think about what you are going to fund.  How likely is it that we would get new information?  And then how likely is it that that information, in turn, would change practices?



And those are the types of things that these value of information techniques help you think about.



MS. TANDEN:  Right and so, I mean, are you driving towards basically a push towards high impact?



DR. MELTZER:  Yes.  And you can think about impact as having two components.  What's the probability it won't have impact?



MS. TANDEN:  Right.



DR. MELTZER:  And what's the magnitude of that impact if it has it?  And these are formal approaches that allow you to think about that.



MS. TANDEN:  Good.  Thank you.



DR. CLANCY:  So, Dr. Meltzer, you knew I would have to ask this question, so have these models been validated?



DR. MELTZER:  Well, validation is a complicated concept here because you never know how they are going to turn out, right, there's uncertainty about it.



So you can only validate at an expected value, right?  You could do many, many studies and see whether, in fact, on average research guided in this way turns out to be more valuable than research guided based on just judgement alone.  And so the answer is, in that sense, no.



On the other hand, they have been used.  And they have provided insight.  The way I like to think about this is it is like a power calculation but for the significance part of a grant.  Okay?  So we could do grants without power calculations.  We could guess how many subjects to put in and, you know what, occasionally it would be right but we don't do it that way.



Instead, what we do is we use modeling to describe what are the likely outcomes of the study and we use modern tools to do this.  This is the modern tool for the significance section.  And, in fact, other countries are using it so there is some evidence that it can be done.



I'm not saying that this should the criterion.  It's hard to apply.  But it is something we should move towards.



DR. CLANCY:  Well, I guess what I heard was that it is both a way to prioritize now but also a way where we might actually need more research on that method.



DR. MELTZER:  Absolutely.



MS. TANDEN:  Thank you.



DR. HUDSON:  I'd like to ask Drs. Webster, Meltzer, and Marucha, since you represent some of the finest educational institutions in the Midwest, how are you going about training the next generation of clinicians, nurses, dentists, family practitioners, to carry out CER?  And do you think training should be a priority for us to consider as we look at how we prioritize our CER research?



DR. MELTZER:  So training people to do comparative effectiveness research is incredibly important.  And there is a tremendous shortage of people to really do it effectively.



I see this particularly in one the areas where I work which is medical decision analysis.  And there is just an incredible dearth of people.  And we know this because we have trouble hiring them to even work with us on research.



So we're working in a number of ways to try to train people.  First of all, we have a CTSA grant.  And within that, I'm in charge of what is called the Committee on Clinical and Translational Research.



And within that, we're developing a program to try to train people to do comparative effectiveness research.  We also have some support from AHRQ through a T32 grant.  And we train M.D. Ph.D. students to try to do this.



We are working to try to expand our medical scientist training program to incorporate more Ph.D.s in the social sciences.  Those are the types of things we're trying to do.  They are all very small scale.



There would be, I think, tremendous opportunities for centers doing it to expand the numbers of trainees they have and for many other centers to begin programs.  This is a tremendous need.  We see it when we try to hire people to do this research.  They will find jobs.



(Laughter.)



DR. WEBSTER:  I would just say that our activities are quite similar.  Phil Greenland, who is the Dean for Translational Research, just tears his hair out because he can't get enough people to really take this on.



But I think this will happen.  It just is like everything else that we're talking about here today.  It's very, very slow.  As the psychiatrists say, it is a process.



But I think that the sort of stuff that you are talking about today is absolutely crucial.  And the more visibility that you have the better it is going to work.



And finally, the idea of implementation is a concept that is alive and well among the young generation of residents and students that I see.  They are looking for data.  It's not like the old days.  They really want this sort of information.



And are happy. And are very good at assessing it.  The kind of critical analysis that the students and house staff can make now is just mind boggling.  It took me about 15 years to get where they are today.



PARTICIPANT:  At UIC and other places, I think part of it is developing pipeline.  And the pipeline has to start early.  We're developing a pipeline all the way back to high school so that we engage students fairly early on in thinking about research.



And then there also has to be multiple points of access so these K-30, K-12, all of these training programs have to be able to be flexible enough to allow people to come in at various points along their career.



Because some people may not find out until later on that this may be an area of interest to them.  And so we need to find a way to get them into the program and relieve that, et cetera, some of the barriers that they have for staying in the programs.



The second part, it was touched on a little bit, is the culture.  We have to build a culture not only in the research community but in our clinical training programs generally to make research and evidence-based practice the norm rather than the exception.



So we've got to focus on that rather than some of the other issues that are part of the clinical training program.



DR. MELTZER:  Can I add one other thing, particularly with Carolyn here, I could be remiss if I didn't mention that we have support from an AHRQ-funded CERT, Center for Education and Research in Therapeutics.  And that allows us to do a very small amount of short-term training for a few trainees.



One of the reasons it didn't come to mind immediately when I responded is that it doesn't have enough funding in it to really do substantial long-term training.  And that would be one example of a type of program where if you wanted to add substantial training elements, that could be a great way to do it because the research infrastructure is there but the substantial long-term training opportunities aren't currently.



DR. CONWAY:  I think we have a few council members on the phone.  Do please speak up if you want to ask a question.  Anybody else in the room or on the phone that wants to ask a question?



(No response.)



DR. CONWAY:  All right.  Thank you very much, Panel 3.  We appreciate all your comments.



(Applause.)



DR. CONWAY:  So we now have the open public comment period.  The folks we have are Margaret Davis, Todd Lee, and Beth Zupec-Kania, if you can come forward please?



Is it Margaret Davis?  Excellent.  We'll start with you, ma'am.



MS. DAVIS:  My name is Margaret Davis.  And I'm a masters-prepared nurse.  And I work as the Advocacy Director of the Health Care Consortium of Illinois.



Our organization is a partnership of collaboration that deals with advocacy action and one of the things that we try to do is to be a voice for the community.  And as we relate to comparative effective research, you know, we just want to talk about five areas that we feel that is important to the community.



The first one is in terms of where should we spend the money.  I think that we should spend the money with a methodology that is community friendly such as community participatory research.  Here you have researchers who often work in the community.  The community can be a co-PI.  And many of the indirect costs can go to community-based organization to deal with capacity building.



As far as infrastructure, you know, I sit on a committee in Illinois for health care reform.  We spent two years and I traveled to 20 counties.  And in these 20 counties, we have 1.7 million individuals that are uninsured.  And they don't have access.  There's no dentist so there can be no orthopedic surgery.  You know, many children do not have pediatric service and obstetrics is very limited in our state.



So we have to build an infrastructure in order to have the type of research that will address the disparities as it relates to people of color.



Someone asked about models for people of color.  Now we have a lot of models but they are not being replicated.  And one is in HIV-AIDS.  Jamont, the researcher with HIV in Youth, she used nurses.  They found good outcomes with that.



We have a HRSA-funded programs, such as Healthy Start.  It's been around for ten years.  And it has been doing some incredibly good things over the years.



And we have the CDC Reach 2010 Projects that can be replicated for people of color.  And lastly is Place Matters.  It is a Kellogg-funded program where people like in King County have done very good work as it relates to asthma in housing development, making affordable, you know, very least allergic houses so that asthma will be greatly reduced.



Quality assurance is another area that I think that we need to be focusing in.  I'm glad to see Medicare and Medicaid there because when you talk about compliance verification, we may not get good outcomes on that because many people, especially low SES, often are not compliant based on many of the inequities that they are facing as it relates to activities of daily living.



But we do know that as providers, there should be some things done for these individuals.  And this is where we can monitor that such as did they get their hemoglobin A1c?  Did they get their vision?  Did they -- podiatry?  Get their kidney screening?  Because we're seeing an inordinate amount of complications in people of color communities yet we see great access of these same people.



So trying to get best practice translated into clinical practice has to be monitored by the government as it relates to funding.



And then there's just a few more areas that I think that we need to pay attention to.  And those areas are in infectious disease.  We just had an outbreak of swine flu.  And, you know, making sure that people of color have the same information and the same protocols that are conventional with the wider society.



End of life, you know, we're dying disproportionately.  Yet we average only maybe a few days in hospice care.  And hospice could really benefit many of the people of color.



And the other area is in terms of our elderly.  Our population is getting older yet, you know, the lobbyists from the nursing home industry, many of the elderly cannot stay in their homes.  It's kind of like with daycare 20 years ago, you know, you can get care for your parent only for four hours a day.



That doesn't allow you a time for working.  So you --



DR. CONWAY:  Thank you, Ms. Davis.



MS. DAVIS:  You just put the stop sign up.



DR. CONWAY:  Oh, I apologize.  Thank you very much.



MS. DAVIS:  I just want to then conclude by saying that everything that you do has to be related to the variety of ethnic people in our communities.  Thank you.



DR. CONWAY:  Thank you very much.



Mr. Todd Lee?



DR. LEE:  Good evening.  My name is Todd Lee.  I'm an associate professor here at UIC in the College of Pharmacy.  Welcome to UIC.  Thank you for holding this listening session here at our institution.



My statement reflects the views of myself and my colleagues at the Center for Pharmacoeconomic Research here at UIC.  The Center for Pharmacoeconomic Research is part of the UIC College of Pharmacy.  And is affiliated with the UIC Institute of Health Research and Policy through the Center for Health Services Research.



Importantly, the UIC Center for Pharmacoeconomic Research is the coordinating center for the Chicago-area DEcIDE Center.  And has been actively involved in comparative effectiveness research for several years.



Researchers associated with the UIC Center for Pharmacoeconomic Research conduct studies evaluating the comparative effectiveness and cost effectiveness of medications and other medical technologies.  Too often, new drugs are approved and marketed in the U.S. without sufficient evidence available to understand the relative benefits and risks compared with existing therapies.



Pharmaceutical companies rarely have incentives to compare their agents to reasonable therapeutic alternatives.  Yet this is exactly the type of information and studies necessary for patients and providers to make informed treatment decisions when considering treatment alternatives.



Given its unique position to facilitate research for the public good, it is imperative that the federal government take the leading role in supporting the generation of new evidence that directly compares relevant treatment alternatives just as AHRQ has through their EHC, or their Effective Health Care Program.



While the work conducted by AHRQ to date in the area of comparative effectiveness has been noteworthy, we feel that there should be a greater consideration of economic factors in future comparative effectiveness research.



Incorporation of costs is an integral part of informed decision-making.  And as such, understanding of the cost implications of therapies should be a central element of comparative effectiveness research.



The relevance of costs is highlighted by the current budget pressures faced by U.S. health care payers and likely will need to become one of the explicit criterion by which policy is guided as U.S. health care, as currently structured, becomes unsustainable.



Information about costs allows us not only to understand the direct differences in terms of clinical benefit but also about the value of interventions and whether or not they represent efficient use of resources.



We would note that existing infrastructure that is currently in place through AHRQ's EHC Program has begun to set the groundwork for comparative effectiveness research.  But it would likely benefit from continued infrastructure building.  And that would likely have a very good return on investment.



We feel that comparative effectiveness research should use a variety of study designs to generate evidence about comparative effectiveness, comparative safety, and cost effectiveness.  Observational studies, pragmatic clinical trials, and other study designs offer complimentary information with varying research requirements.



We believe that it is important to continue to take advantage of a broad array of study designs as well as to examine new ways to collect and organize data and conduct these analyses.



Finally, we would support a broad agenda for future comparative effectiveness research that focuses on the evaluation of important new medical technologies, interventions, and programs.  Not only do we need to understand comparative effectiveness of treatments for particular diseases but we also need to understand the value and impact of preventative health care interventions, medication management therapy, diagnostic technologies, and disease management programs.



Not only is the generation of this evidence important but its uptake into practice is critical.  And new approaches for dissemination and translation of comparative effectiveness research will be essential to inform and change practice in health care and balance the interests of all stakeholders.



Our funds represents an unprecedented opportunity to expand the important infrastructure already developed by AHRQ to conduct comparative effectiveness research.  In doing so, we can usher in a new era of evidence-based decision-making in the U.S. health care system that will benefit all Americans.



MS. ZUPEC-KANIA:  My name is Beth Zupec-Kania and the focus of my statement is on a medical diet treatment for children with epilepsy.  I am here on behalf of the Charlie Foundation, a non-profit organization that represents this therapy.



I have a brief story and then I'd like to make three points.  Charlie, for whom this foundation was named, began having seizures at age one.  And soon after was diagnosed with difficult-to-control epilepsy.  Over the course of one year, doctors tried seven anti-seizure medications and he had one brain surgery.  But his debilitating seizures continued.



His father found out about a medical diet treatment in a doctor's library in California.  And he found out that there was an institution on the East Coast that had many years of experience with this therapy.  So Charlie was placed on the diet and one month later, all of his seizures stopped.  And he was removed from his three anti-seizure medications.



The three points that I would like to make are the following:



Number one, there are 300 children diagnosed every day with epilepsy in the United States.  And 100 of these will have difficult-to-control seizures like Charlie requiring specialized education, occupational therapy, physical therapy, and mental health services.



Point number two, in 1998, Blue Cross and Blue Shield published a meta analysis of this therapy and reviewed 19 studies, including over a thousand children.  Fifty-six percent of these children had a significant improvement in their epilepsy.  And many of them became seizure-free like Charlie.



My final point is that despite this evidence, less than 100 hospitals in this country offer this therapy.



And in summary, comparative effectiveness research would allow this medical diet to be offered as an option, along with standard drug therapy, and in my 16 years of experience as a health care practitioner, I believe it would save health care dollars and improve quality of life in many children.



Thank you.



MS. TANDEN:  I want to thank you for your comments.  We very much appreciate them.



DR. CONWAY:  It's now open for questions or comments.



DR. CLANCY:  I guess I would just make one comment and acknowledge -- and we've talked a lot about transparency.  Some folks are actually trying to get a flight at seven o'clock so I hope you might cross your fingers for us.



We came here to hear voices that we wouldn't hear in Washington.  And we did that.  We heard you.  And I, speaking for myself, would say we will go back to a huge amount of work newly re-inspired.  So I want to thank all of you who testified today.



And to our very last presenter, I think we may have saved the best for last in some ways, or certainly the last three.



It's very clear that some part of this work is about identifying very effective treatments that are under-used for a variety of reasons which we don't need to go into here.  And I think your story couldn't have said it better.  So thank you for that.



MS. DAVIS:  I just want to say one last thing.  It's about breast cancer.  We're, you know, doing a lot of rearranging regarding breast cancer access for African-American women.  We have the worst indices in the nation.



And so we really would like for you to look at that research because what we are finding is that by design, communities are developed where gold standards are in the wider society's area versus the segregated black and Hispanic area.



DR. CONWAY:  Thank you very much for that.



Thank you all for coming.  We appreciate all your thoughts.



(Applause.)



(Whereupon, the above-entitled listening session was concluded at 5:16 p.m.)




