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Introduction

Managed care has changed the United States health care system with a renewed emphasis on access, cost, quality, and outcomes. Scientific research initiates change in health care delivery parameters. This paper delineates how the field of clinical research has been molded as an integral part of the metamorphosis of the modern health care system.

The rise in healthcare expenditures of the nation had major deleterious effects on the profession of medicine. The increase in technology has lead to the phenomenon of moral hazard; we as a society expect no stone be left unturned to cure our ills, irrespective of cost. With the scientific breakthroughs, and phenomenally high costs, also has come a depersonalization of medicine. Society has come to hate the very profession, which is responsible for their cure. It is now a faceless evil that brings an often-bankrupting cost. (Thompson, 1996) 

Historically, academic medicine and research have been paid for by substantial private and public endowments. With the onset of managed care, these companies have taken those very monies, and have not continued to sponsor the research and researchers responsible for these technological and scientific advances. If these trends continue, many in the field believe this will lead to the continued demise of our great academic and research centers. (Thompson, 1996)

The idea of managed care was born nobly by the medical profession, with a renewed emphasis on the health care system on access, quality, and outcomes with built in economic responsibility. The insurance agencies in the form of managed care organizations (MCOs), concentrated on the cost efficiency parameters, to the detriment of the system. Now physicians are rewarded for withholding care. The MCOs have transferred the billion dollar business to their bank accounts. Without managed care, health care in the U.S. will bankrupt the nation. (Ellwood, 2002)  

Can we mold it into what it needs to become to allow medical research to metamorphose into a future benefit for the nation? We must fashion the best of both skill sets to build a fiscally responsible, yet scientifically and clinically medical research forum for the future. 

The crux of the dilemma appears to be the dichotomy of the two leaders in healthcare, and their differing philosophies on what scientific and clinical research should be. The MCO research is based on fiscal responsibility. Its premise is built on treatment as opposed to research protocols, with cost effectiveness and disease management as its pillars. Conversely, academic medicine has built scientific and clinical research on the scientific method, irrespective of cost. It is science for science’s sake, valid and reliable studies often left for subsequent historical review to apply it to clinical practice.   

This has had the ripple effect of forcing the academic medical centers to coalesce to counteract the sharks of the  cost constrained environment. Rather than being eaten alive, they have climbed on the Noah’s Ark of preservation. Unfortunately, the Ark was only of sufficient size to bring the centers together in small two by two increments. The faculties have suffered significant famine in professorships, research grants, and students. Once the flood waters regressed and the sun came out, only the tallest of the medical centers remained. Many inner city hospitals, giant training centers for our great medical schools, did not survive the managed care holocaust.          

This treatise will review the effects that this paradigm shift in medical care has had upon medical research, mostly as a result of the metamorphosis it has brought about in the academic medical centers of this great nation. We will begin with the historical and economic basis of scientific and clinical research, describe what has been the result of managed care on this aspect of medical care, and project what the future may hold. Through each phase discussed, the negative as well as the positive effects of managed care on research will be addressed, through a review of the literature. 

Historical basis of research

Healthcare expenditures in this country have risen from $250 million in 1980 to $1 trillion in 1995. Healthcare expenditures have represented over 14% of our Gross National Product (GNP) in 1995, in contrast to 5% of the GNP in 1980.

Medical and surgical research have made outstanding contributions in the healthcare field in the past 50 years, revolutionizing how we care for patients and treat diseases. This revolution has been costly. Not only have we paid for the increasing costs of equipment, medicine and hospital costs, but the elite training required to practice academic and advanced medicine and surgery and perform research in this age, has become very expensive. 

Generalists vs specialists

    Research has historically been funded by cost shifting, the transfer of fees from the indigent and research to those with insurance. 

Managed care brought this practice to a screeching halt. As managed care swept through the health care system, several key performance measures were emphasized. Access to care is one of the most elemental benchmarks of the new managed care system. This term is often equated with the democratic notion of a universal healthcare system, with maximum accessibility. The oxymoron is that when too many are served, the resources remain limited. This is best demonstrated in examining access to specialty high dollar care, or procedures. Rationing of care, specifically dialysis or organ transplants have been a byproduct of managed care. It is a non-se quator of health care delivery to expect the physician to act as an economic gatekeeper, for this is against the very ethical fiber of the profession. 

A major source of our scientific and biomedical research today is based at our academic medical centers. At these centers of excellence for the biomedical and health sciences, the faculties house the greatest scientific minds and researchers of our modern day. There the faculty have traditionally divided there time between their professorial role of teaching medical students, research, and their clinical practice.   A survey was conducted at 117 U.S. medical schools, which polled 3,804 faculty members concerning their research practices. The research team was based at the Institute of Health Care Policy, at Harvard Medical School. The research revealed faculties in the most competitive health markets were experiencing a decline in their basic science and patient oriented research. The amount of time the faculty spent on their patient care duties was significantly related to the likelihood of their reduction in research. ( Campbell, Weissman, Causino, & Blumenthal, 2001)

A review of the cancer clinical trials at 15 medical centers in the southeastern United States revealed that managed care may be negatively affecting the number of patients entering cancer protocols. This study revealed of the 2,339 patients enrolled in clinical cancer trials, protocol care was covered for 80% of the patients by fee for service insurance. These clinical trials are paramount in the development of new cancer therapies. 

 One result of a decrease in the number of patients introduced into clinical trials could be the delay of new cancer treatments into community practices. (Klabunde, 1999)

 John Eisenberg, administrator for the Agency for Health Care Policy and Research (AHCPR) is one of the founding fathers of the managed care ideal. He was one of the Jackson Hole think tank who developed the notion of its purest principals. His center sponsors and conducts research about health care.  The agency concentrates on access for all Americans, effectiveness, and outcomes of medical care. Quality of health care delivery is of paramount importance. Fiscal responsibility in health care delivery is promoted. Dr Eisenberg has redefined quality to include not only delivering health care as a summary of expert views, but as evidence-based approaches to defining quality. The AHCPR has 12 evidence based practice centers around the country that analyze and synthesize the best research available. This reduces redundancy of effort, reduces variations of practice, and lead to improved patient outcomes.    The center trys to answer the questions of its funding agency, the U.S. Senate, who asks, “How will research efforts translate into improved health?” (Inglehart, 1998) 

 In Minnesota the Mayo Clinic, 18 medical groups, and HealthPartners  have formed the Institute for Clinical Systems Integration (ICSI). The clinicians have collaborated with their managed care organization for the purpose of implementing clinical practice guidelines by measuring clinical outcomes for improvement purposes. Metrics are selected as they matter to external parties, outcome data on complication rates or costs of care. In addition to health care guideline development, it evaluates population health, medical technology, health care information systems and training in the improvement methods. Its director makes a sharp distinction between the outcomes measurement for improvement vs. for clinical research. For research, the results have to be tested for validity and reliability, all variables are controlled, including the subjects of the research. These procedures add costs. This working group identifies counter distinctions with clinical research, but it represents how outcome measurement is used to effect clinical practice.   ( Solberg, Mosser, & McDonald, 1997) 

This is the bridge from research to clinical practice, from managed care to managed research. 

Dr. Bellin at the Albert Einsein School of Medicine has designed a set of guidelines to meld the two. It is the ethical duty for the medical community to monitor its quality of care. If quality outcome studies are sent through the Institutional Review Board, this would be a way to monitor patient autonomy and safety, through informed consent. It would allow a systems approach for outcome delineation and follow-up.  (Bellin & Dubler, 2001) 

This is important in HMO decisions to assign therapy and explore outcome. It is accomplishing this by formulary restrictions, and is performing research in this regard. The patients must be aware of the expected consequences of therapy, and the reasons for the research, even if the point is to find the most cost-effective remedy.(Bellin & Dubler, 2001)  With vast medical information systems in place that can measure patient care, we can bridge the divide between isolated physician and treatment groups to report mitigate care and outcomes thereof. Informed consent must be the promise to the patient base if our medical society is to continue to serve the public for which it was designed. 

Conclusion

The scientific and academic world must remain the patients advocate and not let managed care or uninsured patients be omitted from medical care in general or cancer protocols from the National Cancer institute. 

Current trends in research in the managed care arena have revealed a staggering effect on our academic centers and research grants. Many in the biomedical world believe no evidence exists that MCOs sponsor major clinical research. (Smith, 2001), (Maguire, 1998) 

Advocacy groups encourage lay support for research, and for particularly the National Institutes of Health (NIH), and other federal agencies that support it such as the Centers for Disease Control and Prevention (CDC), the Agency for Healthcare Research and Quality (AHRQ), the National Science Foundation(NSF), the Veteran’s Administration Hospital(VA), and the MHS. Their emphasis is now that research support dollars exceed $25 Billion, our mantra is to report what those dollars are doing in support of present and future health. ( Merenstein, Bowdy, Paul, & Woolley, 2001)   

Is our medical community to become a mediocre cream of wheat body of dilettante generalists, the        of many, and the master of none?  Will our technological advances raise the bar of medicine to such heights that all will be foreseeable and curable, but rationed by the individual’s strata in society? Will we go to universal health care and become as Canada and England, in a medical ethical morass? Will we merely replace the former opulence of private practice fiefdoms with million dollar CEOs?

It is said that how well a society takes care of its elderly, so it reflects the care it will take in the preservation of its future. Thus, we should reflect that how we nurture our halls of scientific and clinical research will determine our ability to fight disease for the generations to come. As we watch our academic centers of research writhe and choke in a fiscal torture chamber, our society must commit to their solvency. 

For in their future, be it success or ultimate demise, so lies our ability to maintain our push to cure the existing clinical plagues of our society, and the hope for the medicinary protection of generations to come.  
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