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Course Requirements: 

(1) Regular attendance and thoughtful participation in the discussions.  

(2) For most seminar sessions, several readings will be required.  Please try to stay ahead in the reading, as all the topics are inter-related and in some classes we may wish to include discussion of future topics on the syllabus.  The major texts are the books; they should be pleasurable to read as well as informative.  Please do not be overwhelmed by the Supplemental Readings; these are included largely as background or resources for more information, compiled in order to: (a) stimulate thinking about potential research projects, and (b) give a jump-start on the research for the student papers.  The Supplemental Readings are, in the main, suggested but not required. 

(3) One 8-10 page paper with a 15-minute class presentation, on a subject (to be approved by the course director) relevant to course material.  Please note that due to the short time frame for the course it will be useful to start on the paper and presentation right away.  Students receiving the syllabus prior to the course can also begin reading the materials and thinking about paper topics.  The instructor’s Complementary and Alternative Medicine Blog (www.camlawblog.com) contains posts on a variety of issues that also may provide background material and stimulate potential paper topics.

Course Description: 

This course introduces students to controversies in health law and policy surrounding the proposed (judicious) integration into mainstream health care of modalities that have historically been outside of biomedicine, and are generally known as “complementary and alternative medical” (CAM) therapies (e.g., therapies as chiropractic, acupuncture, massage therapy, and herbal medicine).

“Integrative medicine,” as this is sometimes known, has been steadily moving from “marginal to mainstream,” to borrow the title of Professor Ruggie’s book, with representation in increasing numbers of hospitals and pervasive interest (as well as skepticism) among clinicians, patients, and professional health care organizations.  According to the recent report by the Institute of Medicine, Complementary and Alternative Medicine (Washington, D.C.: National Academy of Sciences, 2005):

“The goal should be the provision of comprehensive medical care that is based on the best scientific evidence available regarding benefits and harm, that encourages patients to share in decision making about therapeutic options, and that promotes choices in care that can include CAM therapies, when appropriate.”  

Topics for the course will be selected from among the following: definition and prevalence of CAM therapies; theory and practice of major CAM therapies; research methodologies, state of the science, and the role of evidence-based medicine in evaluating CAM therapies; licensing and regulation of CAM providers; professional discipline of physicians offering CAM therapies; credentialing and liability management strategies by health care institutions integrating these therapies; malpractice liability and informed consent issues; federal regulation of (and institutional policy involving) dietary supplements; emerging federal policy and state legislative developments; and related ethical questions. 

Readings are drawn from medical, public health, health policy, and sociological literature, as well as from statutes and cases. Students are expected to write an 8 to 10 page final paper and present a synopsis in class.  No previous background in law is required, although HPM 213c and 215d are recommended.

Materials:


Required:

1. Michael H. Cohen, Complementary & Alternative Medicine: Legal Boundaries and Regulatory Perspectives (Baltimore: Johns Hopkins University Press, 1998).  

2. Supplemental Materials (cases, statutes, articles): to be picked up at the Department of Health Policy & Management, Harvard School of Publish Health, prior to the first day of class.  

Highly Recommended:  

1. Institute of Medicine, Complementary and Alternative Medicine (Washington, D.C.: National Academy of Sciences, 2005).

2. Mary Ruggie, Marginal to Mainstream (Cambridge: Cambridge University Press, 2004).

We will include updates from these recommended texts and additional, current policy developments during the course discussions.



Course Assignments:



The course assignments are listed below. 

Guest speakers have been invited but are not guaranteed; if they are unable to appear, we will proceed through the assigned material on our own.  
Course Background:
Issues of legitimization and licensure, definitions of competence, different ideologies around definitions of disease and health, and conflicts between consumer autonomy and medical decision-making have contributed to controversy in the ongoing discussion of selectively integrating CAM therapies into conventional clinical care. 

In the late-nineteenth century world of competing medical sects, scientific medicine (or biomedicine) began to dominate health care, including the regulatory environment as well as patient care. The growing power of the biomedical community resulted in increasing use of legal process and ethical rules to restrict other providers. This included expulsion of providers such as homeopaths, naturopaths, and chiropractors from medical societies, prohibition of professional association between them and medical doctors, and the passage of medical licensing laws that broadly defined the “practice of medicine” and encouraged prosecution of nonmedical providers for unlicensed medical practice. 

By the 1960s and 1970s, increasing patient interest in therapies such as chiropractic, naturopathy, massage therapy, acupuncture and traditional oriental medicine, nutritional and herbal medicine, folk medicine and spirituality in medicine, and mind-body therapies resulted in greater attention to “holistic health care.”  This reflected a stated effort to treat illness in terms of its effect on the whole person—on physical, mental, emotional, spiritual, and environmental levels.  Holistic health care styled itself as incorporating approaches outside of biomedicine, rather than relying solely on medical diagnosis and treatment.

In 1992, Congress created a tiny office within the National Institutes of Health, known as the Office for Unconventional Medical Practices, to research the above practices.  In 1993, an article by David M. Eisenberg, M.D. and others in the New England Journal of Medicine helped define the field for clinicians under the rubric of “alternative medicine.”  The article used this term to describe therapies not commonly used in U.S. hospitals or taught in U.S. medical schools, including those listed above.  In Europe, the term “complementary medicine” was gaining currency to describe these same therapies, which were much more widely accepted outside the U.S.  The NIH office later was renamed the Office of Alternative Medicine and then became the National Center for Complementary and Alternative Medicine (NCCAM).

NCCAM presently defines CAM as covering “a broad range of healing philosophies (schools of thought), approaches, and therapies that mainstream Western (conventional) medicine does not commonly use, accept, study, understand, or make available.” In offering this definition, NCCAM observes: 

A few of the many CAM practices include the use of acupuncture, herbs, homeopathy, therapeutic massage, and traditional oriental medicine to promote well-being or treat health conditions.  People use CAM treatments and therapies in a variety of ways. Therapies may be used alone, as an alternative to conventional therapies, or in addition to conventional, mainstream therapies, in what is referred to as a complementary or an integrative approach. Many CAM therapies are called holistic, which generally means they consider the whole person, including physical, mental, emotional, and spiritual aspects.  

NCCAM’s definition is neither universally accepted nor authoritative, but it does represent a starting point for thinking about what distinguishes (or fails to distinguish) CAM therapies from conventional care.

State (and not federal) law controls much of CAM practice.  A significant federal role, however, exists in the regulation of dietary supplements.  The federal Food and Drug Administration (FDA) regulates foods, drugs, and cosmetics in interstate commerce.  No new “drug” may be introduced into interstate commerce unless proven “safe” and “effective” for its intended use, as determined by FDA regulations.  “Foods,” however, are subject to different regulatory requirements, and need not go through trials proving safety and efficacy.  The growing phenomenon of consumer use of vitamins, minerals, herbs, and other “dietary supplements” challenged the historical divide between drugs and foods.  The federal Dietary Supplements Health Education Act (“DSHEA”) has allowed manufacturers to distribute dietary supplements without having to prove safety and efficacy, so long as the manufacturers have made no claims linking the supplements to a specific disease.

State law regulates use of CAM therapies through a variety of legal rules.  Of these, several major areas of concern for clinicians, policymakers, and students of public health are: professional licensure and scope of practice, and malpractice.  Regarding licensure, each state has enacted a medical licensing that prohibits the unlicensed practice of medicine and thereby criminalizes activity by unlicensed CAM providers who offer health care services to patients.  

Malpractice is defined as unskillful practice, which fails to conform to a standard of care in the profession, and results in injury.  The definition is no different in CAM than in general medicine; its application to CAM, however, raises novel questions.  Courts rely on medical consensus regarding the appropriateness of a given therapy.  A framework for assessing potential liability risk involves assessing the medical evidence concerning safety and efficacy, and then aligning clinical decisions with liability concerns. Yet ultimately, research may or may not establish a specific CAM therapy as an important component part of the standard of care for the condition in question.  

Legal rules governing CAM providers and practices are, in many cases, new and evolving.  Further, laws vary by state and their application depends on the specific clinical scenario in question. New research is constantly emerging, as are federal and state legislative developments and judicial opinions resulting from litigation.  

Three significant recent developments are:

· approval of final guidelines, by the Federation of State Medical Boards, to govern physician integration of CAM therapies; 
· a final report, issued to Congress by the White House Commission on Complementary and Alternative Medicine, making recommendations for federal legislation and policy;
· the report issued by the Institute of Medicine.
These policy developments are likely to influence future efforts at regulating CAM therapies both at the federal level, where possible, and across states, as well as through the efforts of professional healthcare organizations.  

We will update our readings with discussion of current controversies surrounding these documents and other developments in the field.  As more evidence accumulates regarding safety and efficacy (or lack thereof) of specific therapies for given conditions, and as legislators and judges clarify the permissible boundaries of health care practices involving CAM therapies, clinical pathways and legal rules will further evolve.
Course Assignments:

Note: The assignments below were styled for 8, 2-two hour sessions though they are easily adapted to 5, 3-hour sessions and an extra hour session.  We will vary some of the lectures.

Since our Winter Session is so short, my recommendation for getting the most of the course is to read Complementary and Alternative Medicine: Legal Boundaries and Regulatory Perspectives (Johns Hopkins Univ. Press, 1998) in its entirety before the first day of class.  Then, read the supplemental and highly recommended materials as desired to assist with your research paper.
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Expected

       Supplemental

Session
Date

Topics





Faculty
Cohen

Materials
1



Overview 



1st hour - 

Welcome/Course Introduction
Cohen 




Background and significance

Cohen

ix-xiii

Tab 1



2nd hour -

Public health implications; science 
Eisenberg

2



State law regulation of medicine -1





Tab 2



1st hour - 

Police Power regulation

Cohen

1-38



2nd hour - 

Scope of practice issues

Cohen

39-55


3



State law regulation of medicine - 2


56-72

Tab 3

1st hour - 

Informational resources

Scholten

International CAM collaboration 
Scholten

2nd hour - 

Risk management; informed consent 
Cohen








Fraud




Cohen

4



Professional regulation; institutions


87-108

Tab 4

1st hour - 

Malpractice: law and policy

Cohen 

2nd hour  

Institutional credentialing

Cohen

Professional discipline

Cohen








Third-party reimbursement

Cohen

5



Dietary supplement regulation; placebos


73-86

Tab 5



1st hour - 

Dietary supplements 


Cohen






White House Commission; IOM
Cohen



2nd hour - 

Placebo research and CAM

Kaptchuk

extra ½ -

History and homeopathy

Kaptchuk 

6



Sociology; ethics; research issues



109-120
Tab 6



1st hour - 

Sociology; integrative care clinics
Ruggie

2nd hour - 

IRB issues



Cohen






Ethical issues



Cohen

7

Tues. 

Presentations of student papers and wrap-up



Michael H. Cohen, JD, MBA, MFA

Director of Legal Programs

Harvard Medical School Osher Institute
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