
AMERICAN MEDICAL ASSOCIATION HOUSE OF DELEGATES

Resolution:  210
(A-14)

Introduced by: American Medical Group Association

Subject: Medical Textbooks and Peer-Reviewed Journal Reprints per the Sunshine 
Act

Referred to: Reference Committee B
(Eli Lerner, MD, Chair)

Whereas, Section 6002 of the Affordable Care Act, known as the Sunshine Act, requires 1
manufacturers of drugs, devices, biological, or medical supplies under Medicare, Medicaid/CHIP 2
to report annually to the Secretary, DHHS, certain payments or other “transfers of value” to 3
physicians and teaching hospitals; and4

5
Whereas, Several statutory exceptions within the Sunshine Act included “educational materials 6
that directly benefit patients or are intended for patient use (section 1128G(e)(10)(B)(iii)); and7

8
Whereas, The final rule (78 Fed Reg 9486) indicated that medical textbooks and journal reprints 9
do not fall within the statutory exceptions and makes the provision of these resources to 10
physicians a reportable event within the regulatory framework of the Sunshine Act; and11

12
Whereas, The information contained within these non-exempted, peer-reviewed educational 13
materials meets the highest standards of medical review (e.g., peer review standards are 14
rigorously applied within each journal and textbook protecting the integrity of its scientific articles 15
by applying strict standards to ensure that there is no due influence applied by outside parties 16
such as manufacturers); and17

18
Whereas, Certified and accredited continuing medical education programs are exempted from 19
the reporting requirements under the Sunshine Act; and20

21
Whereas, These non-exempted materials enhance a physician’s direct care to patients (and, 22
therefore, are, de facto, “educational materials that directly benefit” patients); and23

24
Whereas, Physicians should have unfettered access to the most current information to help 25
inform their clinical decision-making process without concern for future ramifications such as the 26
Sunshine Act’s reporting process; and27

28
Whereas, There are significant unnecessarily costly and administratively time-consuming 29
difficulties inherent to tracking this specific non-exempted activity; and30

31
Whereas, The value of reprints in this reportable action is being set at the price paid by industry 32
to acquire the reprints, which is contrary to the intent of the Sunshine Act whose stated purpose 33
is to determine the “transfer of value” to physicians and there is no rational means to determine 34
the actual value of these materials in the care of patients; therefore be it35
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RESOLVED, That our American Medical Association work, first, with the Centers for Medicare &1
Medicaid Services (CMS) to administratively expand the Sunshine Act exception that covers 2
“…educational materials that directly benefit patients or are intended for patient use” to include 3
medical textbooks and peer-reviewed journal articles provided to physicians;  {given that such 4
resources are, in fact, ‘continuing educational materials’ that assist physicians to become better 5
informed about their clinical decision-making and thus “…directly benefit patients...”} (Directive 6
to Take Action); and be it further7

8
RESOLVED, That if no redress is obtained from CMS, our AMA will work with the Congress to 9
legislatively expand the exception in ACA section 1128G(e)(10)(B)(iii) to include medical 10
textbooks and peer-reviewed journal articles provided to physicians. (Directive to Take Action)11

Fiscal Note: Modest – between $1,000 - $5,000

Received:  04/30/14

RELEVANT AMA POLICY

H-140.848 Physician Payments Sunshine Act
Our AMA will continue its efforts to minimize the burden and unauthorized expansion of the Sunshine Act by the 
Centers for Medicare & Medicaid Services (CMS) and will recommend to the CMS that a physician comment section 
be included on the "Physician Payments Sunshine Act" public database. (Res. 233, A-12)

H-140.900 A Declaration of Professional Responsibility
Our AMA adopts the Declaration of Professional Responsibility  DECLARATION OF PROFESSIONAL 
RESPONSIBILITY: MEDICINE’S SOCIAL CONTRACT WITH HUMANITY  Preamble  Never in the history of human 
civilization has the well being of each individual been so inextricably linked to that of every other. Plagues and 
pandemics respect no national borders in a world of global commerce and travel. Wars and acts of terrorism enlist 
innocents as combatants and mark civilians as targets. Advances in medical science and genetics, while promising to 
do great good, may also be harnessed as agents of evil. The unprecedented scope and immediacy of these universal 
challenges demand concerted action and response by all.  As physicians, we are bound in our response by a 
common heritage of caring for the sick and the suffering. Through the centuries, individual physicians have fulfilled 
this obligation by applying their skills and knowledge competently, selflessly and at times heroically. Today, our 
profession must reaffirm its historical commitment to combat natural and man-made assaults on the health and well 
being of humankind. Only by acting together across geographic and ideological divides can we overcome such 
powerful threats. Humanity is our patient.  Declaration  We, the members of the world community of physicians, 
solemnly commit ourselves to: (1) Respect human life and the dignity of every individual.  (2) Refrain from supporting 
or committing crimes against humanity and condemn any such acts.  (3) Treat the sick and injured with competence 
and compassion and without prejudice.  (4) Apply our knowledge and skills when needed, though doing so may put 
us at risk.  (5) Protect the privacy and confidentiality of those for whom we care and breach that confidence only 
when keeping it would seriously threaten their health and safety or that of others.  (6) Work freely with colleagues to 
discover, develop, and promote advances in medicine and public health that ameliorate suffering and contribute to 
human well-being.  (7) Educate the public and polity about present and future threats to the health of humanity.  (8) 
Advocate for social, economic, educational, and political changes that ameliorate suffering and contribute to human 
well-being.  (9) Teach and mentor those who follow us for they are the future of our caring profession.  We make 
these promises solemnly, freely, and upon our personal and professional honor. (CEJA Rep. 5, I-01; Reaffirmation A-
07)

H-230.964 Physician Credentialing and Privileging
The AMA supports the following general guidelines:  I. PREAMBLE The practice of medicine is dynamic and 
continues to evolve. Additional training may be required to integrate techniques or procedures that are new to the 
individual physician. The purpose of this document is to provide unifying guidelines for institutions/organizations 
offering continuing medical education programs and to provide information about training in new procedures for which 
the physician will request new or expanded privileges. These guidelines are not intended to document competency in 
a specific procedure.  II. INTRODUCTION Continuing advances in the medical sciences and technology have 
resulted in the development of an array of new technical procedures in patient care, including minimal access surgical 
procedures. This phenomenon has not only increased the necessity for rapid dissemination of information and 
instruction regarding the new technologies and procedures but it has triggered a growing number of requests for new 
or expanded clinical privileges. To ensure safe and effective patient care and to provide assistance to those charged 
with granting new or expanded clinical privileges, the medical community recognizes the critical need to have 
appropriate educational standards for training leading to the acquisition of new clinical skills. This training should be 
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accessible, without discrimination, to all physicians in every specialty, who have the appropriate education, training, 
experience, and documented competence. Moreover, to maintain proficiency in interventional techniques and to 
enhance technical expertise, an ongoing commitment to continuing medical education is crucial.  III. GENERAL 
GUIDELINES FOR INSTITUTIONS/ORGANIZATIONS The general guidelines, which have been established by the 
American Medical Association in collaboration with participating medical specialty societies, should be followed by 
institutions/organizations sponsoring continuing medical education clinical skills training activities regardless of 
specialty. The skills training activities must be sponsored by an organization accredited by the ACCME or a state 
medical society, or be approved for Prescribed Credit by the American Academy of Family Physicians for family 
physicians. Further, any individual skills training activity must demonstrate that it is in substantial compliance with the 
general guidelines applicable to all clinical skills training activities and the special guidelines, developed by and 
applicable to clinical skills training activities within a particular medical specialty for physicians in that specialty. The 
educational activities that meet these guidelines will be listed in a national registry maintained by the AMA in 
coordination with the appropriate national medical specialty society. The instruction may take place in either (a) a 
formal learning activity, i.e., course, or (b) a defined clinical preceptorship. Many times both modalities will be used. 
Ideally, formal learning and a preceptorship will be followed by observation of the practitioner in his/her own setting. 
These general guidelines provide practical guidelines to educators in designing clinical skills training activities. They 
also provide guidance to faculty in evaluating and assessing individual skills acquisition. The process could be useful 
to credentialing bodies, as one factor in determining whether or not a physician completing a given activity should be 
granted specific privileges. IlIa. Educational Components. The provider will have a mission of providing procedural 
learning activities for physicians. The teaching of skills acquisition may be through 1) specific formal courses, 2) a 
clinical preceptorship, or both.  1. Formal Courses 1a. Learning objectives. There must be a stated set of objectives 
for each educational activity. These should conform to accepted practice as defined by the specialty/ subspecialty 
societies. The skills objectives to be taught must be defined as tasks, successful completion of which can be 
objectively assessed. 1b. Site/Operations. The site of the educational activity must be physically adequate to meet 
the stated objectives and to provide appropriate facilities for the number of participants enrolled, 1c. Qualifications of 
faculty. The director of the educational activity and the faculty must be knowledgeable in educational methodology, 
have the appropriate qualifications, and necessary clinical and/or laboratory expertise to teach the subject matter of 
the course. These qualifications must meet institutional and specialty/ subspecialty society specifications. There must 
be an appropriate ratio of clinical faculty to trainees in order to assure that the course objectives are met and to 
enable documentation of the learner's achievement of these objectives. The director of the educational activity, under 
the guidance of the sponsoring organization, has the responsibility for setting objectives, curriculum development, 
faculty and staff appointment, and development of evaluation criteria. The director of the educational activity must 
disclose directly to the trainees, in advance, any relationships with industry. 1d. Qualifications of trainees. The 
trainees must have background knowledge, basic skills, and clinical experience relevant to the tasks to be learned. 
The trainees may be required to provide documentation of the above. If appropriate, the trainees may be pre-tested 
to demonstrate eligibility. 1e. Curriculum. There must be a written curriculum which should include a list of skills to be 
acquired, definitions of skill levels and a defined method of progressing from one skill level to the next. Supplemental 
resource materials (e.g., a bibliography, reprints, videos) must be included or referenced in a syllabus given to all 
trainees. An educational activity must contain didactic instruction, supported by published or peer-reviewed data in 
the following areas as they apply to the stated objectives: *R = required information **D = desired information • 
Patient selection (R) • Indications and contraindications (R) • Historical considerations (D) • Instrumentation (R) • 
Techniques/adjunctive techniques (R) • Cost considerations/cost effectiveness (R) • Content validity (R) • 
Management of complications (R) • Documentation methodology (R) • Pre- and post-procedure care (R) • Follow-up
policies (R) • Analysis of outcomes (R) • Current research (D)  Appropriate components of a skills laboratory may 
include, but are not limited to: • Reading material and syllabi • Didactic sessions • Inanimate model practice • Animate 
laboratory instruction and practice • Equipment familiarity • Video, CD ROM, and audio tape instruction/practice • 
Procedure observation • Simulator/virtual reality models • Interactive computer programs • Self-assessment exercises  
1f. Duration of training. The length of the formal educational activity or course should be proportionate to the 
complexity of the skills to be learned, in order for the trainee to demonstrate the achievement of the defined 
objectives, and to provide familiarity with the patients and diseases requiring evaluation. 1g. Documentation. The 
director of the educational activity must provide each trainee with a written summary verifying his/her successful 
achievement of the defined objectives and specifying the method of measuring that achievement (e.g., passing a 
post-test). This information may be provided, upon written request, to a credentials committee of a health care 
organization.  2. Preceptorship in a Clinical Setting 2a. Learning objectives. The clinical preceptorship must have 
stated objectives. The objectives must include a program outline and a proposed list of tasks and skills to be 
addressed during the training period. 2b. Site/Operations. The preceptorship site must have a sufficient patient 
population and facilities to adequately educate the trainee. The preceptorship must be sponsored by an accredited 
health care organization or a recognized national medical society with a CME accreditation program. 2c. 
Qualifications of preceptor. The physician preceptor must be appropriately privileged and have documentable clinical 
experience in the procedure(s) and/or technique(s) in the particular, field of expertise. The preceptor has the 
responsibility of setting objectives, developing curriculum, overseeing instruction and practice of skills, demonstrating 
technique and clinical procedures, and evaluating the trainee under the overall responsibility of the sponsoring 
organization. The preceptor must disclose directly to the preceptee, in advance, any relationship with industry. The 
preceptor must have primary responsibility for the care of the patient and is obliged to supervise not only procedures 
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in which the trainee participated but also the appropriate periprocedure care. There must be written evidence of 
informed consent by the patient, which allows a trainee to be involved in his/her care. As an alternative, evidence of 
institutional review board research approval must be on file which conforms with the institution's policies and 
protocols dealing with human research involving patient procedures. 2d. Qualifications of trainee/preceptee. The 
trainee must have background knowledge, basic skills, and clinical experience relevant to the tasks to be learned. 
The trainees may be required to provide documentation of the above. In addition, the trainee must have a current and 
valid license to practice medicine, or meet local requirements for waiver of licensure. The trainee should be able to 
provide evidence of current liability coverage, hold current clinical privileges in an accredited health care institution, 
and should have completed an accredited residency training program. Alternatively, the trainee could provide 
verifiable evidence of equivalent training and/or board certification. 2e. Curriculum. Preceptorship training must be 
rigorous and based on clinical experiences. Training should include didactic and technical components and may be 
supplemented with teaching tools at the preceptor's discretion. Most importantly, a preceptorship should include an 
appropriate number of opportunities for the trainee to both assist and serve as primary operator in the designated 
procedure and/or technique. 2f. Duration of preceptorship. Training should be proportionate to the complexity of the 
skills to be taught in order for the preceptee to demonstrate the achievement of the defined objectives, as well as to 
provide familiarity with the patients and diseases requiring evaluation. 2g. Documentation. The preceptor must 
document in writing both qualitative and quantitative descriptions of the trainee's experiences. This should include the 
skills acquired and the number of procedures in which the trainee assisted or served as primary operator. 
Documentation stating that the procedures were satisfactorily performed must be provided to the preceptee. This 
information may be provided, upon written request, to a credentials committee of a health care organization. A log of 
activities kept by the trainee and reviewed by the preceptor and/or credentialing body could assist in the privileging 
process- Sponsoring institutions must maintain permanent records of preceptees in order to make these available to 
appropriate authority bodies on request- A certificate of appropriate continuing medical education credit may be 
provided by the sponsoring organization, if appropriate. 2h. Indemnity. It is the dual responsibility of the preceptor and 
the trainee to secure appropriate authorization from the host institution and, if necessary, to secure appropriate 
indemnity coverage.  IIIb. Quality Assurance. Health care institutions awarding new or expanded privileges to 
physicians on the basis of such newly acquired skills must establish a program providing on-going review of the 
physician's performance, as part of their overall quality assurance program.  IIIc. Overall Program Assessment. Every 
provider of the above described educational activities must regularly evaluate the degree to which its goals are being 
met as well as evaluate its overall outcomes and be prepared to report these to the appropriate organizations (e.g., 
AMA, medical specialty societies, and the ACCME). Such evaluations should be systematically documented to 
ensure that the educational activity is preparing qualified practitioners (e.g., number of procedures performed by each 
preceptee in the year following the preceptorship, percent complications, etc.). The assessment process must include 
evaluation of courses and faculty by trainees.  IV. SPECIFIC GUIDELINES (to be developed, in collaboration with 
specialty/ subspecialty societies) (CME Rep. 7, I-95; Reaffirmed and Modified: CME Rep. 2, A-05)


