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Membership  Resources  Education & Careers  Advocacy Pu

AMA Code of Medical Ethics

Resources " "

About Ethics Group

AMA Code of Medical Ethics Opinion 6.02 - Fee Splitting

iion 6,02

Payment by or to a physician solely for the referral of a patient is
History of AMA Ethics fee splitting and is unethical.

Frequently Asked Questons A physician may not accept payment of any kind, in any form,
from any source, such as a pharmaceutical company or
pharmacist, an optical company, or the manufacturer of medical
appliances and devices, for prescribing or referring a patient to
The Ethical Force Program® said source.

Purchase the Code of
Medical Ethics

Virtual Mentor: A Forum for

Medical Ethics In each case, the payment violates the requirement to deal

honestly with patients and colleagues. The patient relies upon
Declaration of Professional the advice of the physician on matters of referral. All referrals
Responsibility and prescriptions must be based on the skill and quality of the
physician to whom the patient has been referred or the guality
and efficacy of the drug or product prescribed. (1)

WorldScopes

Fellowship & Visiting Scholar
Program Report: Issued prior to April 1977; Updated June 1994

Ethics Professionalism
Newsletter

v Lo s -
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Membership  Fesources  Education & Careers  Advocacy

Resources

About Ethics Group . .
AMA Code of Medical Ethics Opinion 6.03 - Fee Splitting: Referrals to
A Health Care Facilities
| s pin no.us
History of AMA Ethics Clinics, laboratories, hospitals, or other health care facilities
that compensate physicians for referral of patients are engaged
Frequently Asked Questions  in fee splitting which is unethical. Health care facilities should
D ke M T not |:I|:|rlw'||:|ensate Ialph\,rsmlaln whlcu refers Ipalmenu fhlerelfcur the
Medical Ethics physician’s cognitive services in prescribing, monitoring, or

revising the patient's course of treatment. Payment for these

TheEtueal foroe Prosyam cognitive services is acceptable when it comes from patients,

Virtisal Mentor: A Foriea for who are the beneficiaries of the physician’s services, or from the
Medical Ethics natient’s designated third narty nawer
Declaration of Professional Offering or accepting payment for referring patients to research

Reaniey studies (finder’s fees) is also unethical. {11}

WorldScopes
Report: Issued prior to April 1977; Updated June 1994 and

EE“':'Wf‘hiF' & Visiting Scholar updated June 1996 based on the report "Finder's Fees: Payment
rogram for the Referral of Patients to Clinical Research Studies,”
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WOLUME 24 MIBJEER 3 JREIARY 20 Fe-

JOURNAL OF CLINICAL ONCOLOGY

American Seciety of Clinical Oncology: Revised Conflict of

Interest Policy
Feviind M 17, 2001, b rhe & weprinw Sowdery al Ol Ganolopy

Finder fee

VI. RESTRICTIONS AND MANAGEMENT OF CERTAIN

ACTIVITIES

A. General Restrictions
ASCO believes that certain practices are inconsistent with the
standards of dinjcal research and should be restricted. These inclyde:

I} payment of finders’ fees for referral or accrual to a trial;

2. DONUSES TOT ACHICVING certatn revers or e [Udal DY specl-
fied dates;

3. payments contingent on particular research outcomes; or

4. research contracts in which the sponsor has the ability to
override the principal investigator’s or executive commit-
tee’s decision to publish or present trial results.
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EARLY EEPORT

Early report

lleallymphoid-nodular hyperplasia, non-specific colitis, and
pervasive developmental disorder in children

A J Wakefield, 5 H Murch, A Anthony, J Linnell, DM Casson, M Malik, M Berelowitz, A P Dhillan, M A Thomsaon,
P Harvey, A Valentine, 5 E Davies, J A Walker-Smith

Lancet 1998; 351: 637-41

Page 30 of 101



11/24/2014 10:54:01 AM

Early repwit

lleaklym phoid nodular hyperplasia, non-specific colitis, and
pervasive developmental disorder In children

A Wakelisio, © O Sureh, A Adnmmany S Lienai, D8 Caseon, Ml G Demloanis A P Dellfan, i 4 Thamasr,
PHaver A Vaerhns, 3E Davles, 5 A WamerSmth
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E-8.0315 Managing Conflicts of Interest in the Conduct of Clinical Trials.

(4) Any financial compensation received from trial sponsors must be commensurate with the
efforts of the physician performing the research. Financial compensation should be at fair market
value and the rate of compensation per patient should not vary according to the volume of
subjects enrolled by the physician, and should meet other existing legal requirements.
Furthermore, according to Opinion 6.03, “Fee Splitting: Referral to Health Care Facilities,” it is
unethical for physicians to accept payment solely for referring patients to research studies.
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The council on Ethical and Judicial
Affairs(CEJA)
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The council on Ethical and
Judicial Affairs(CEJA)
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E-8.031 Conflicts of Interest: Biomedical Research.

be commensurate with the efforts of the researcher on behalf of the company; (3) clinical
investigators should disclose any material ties to companies whose products they are investigating
including: financial ties, participation in educational activities supported by the companies,
participation in other research projects funded by the companies, consulting arrangements, and
any other ties. The disclosures should be made in writing to the medical center where the research
is conducted, organizations that are funding the research, and journals that publish the results of

In addition, medical centers should form review committees to examine disclosures by clinical
staff about financial associations with commercial corporations. (II, IV) Issued March 1992
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The Stark law is no joke

Penalty that may be
imposed for claims violations

Lire wLiion prealy oo

ol either the average hourly rate
|J|' !ame specialty. In December,
place. Elimination of the safe

Prior regulations h3
for emergency roo
2007, those safe h

harbor should not i Fine that may be i I = of arrangements. CMS noted
in the preamble to = m_: A ] ! lue using any commercially
imposed for "circumvention schemes 7 S oo observed that

reasonable method
reference to multip)
value,

ice for evaluating fair market

1. Under the Star| ne or she is a medical

director?

possible for claims violations ,

A physician May periviin Sunos So S 1 s i D il SL o ey 1im e D1is e waviioy sula ovand LAW exception for both the

J. What are the penalties for violating the Stark Law?

A broad range of penalties may be imposed for violations of the Stark Law, including:

+ Repayment of all amounts billed to the Medicare and Medicaid program that viclate the Stark Law;
& Civil monetary penalties up to $100,000 if an arrangement is found to have as its principal purpose the intent to ensure

physician referrals; or
* Exclusion from the Medicare and Medicaid programs.

liability under the federal False Claims Act.

K. If the Stark Law is violated as a result of an error and without a bad intent, will the parties involved be penalized?

Yes. Stark is a strict liability law and may be violated regardless of good intentions to benefit patient care or improve patient
access to health care resources. Penalties for violations of the Stark Law may be greatly increased if the intent of the
arrangement is to secure patient referrals in violation of the federal anti-kickback statute or the federal False Claims Act.

STARK ANALYSIS

Facilities may use the following analysis to determine whether the Stark Law is implicated by a relationship with a physician
and whether any financial relationship with that physician is permissible.
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TOP STORIES

14 more arrested in N.J. for alleged kickback
scheme at MRI facility

Thirteen Mew Jersey doctors and a
nurse practitioner were arrested Dec_ 13
and charged for allegedly taking illegal
kickbacks to refer patients to Orange
Community MRl (OCM) in Orange, N.J.
The arrests came on the heels of the
arrest of OCM's executive director on
rce: stockxchng Dec. 8.

Mare than 65 federal and local agents and officers led by the U.S.
Department of Health and Human Services, Office of the Inspector General
(HHS-0IG) arrested the 14 healthcare practitioners to whom OCM allegedly
paid manthly cash kickbacks in exchange for referral of Medicare and
Medicaid patients, according to a statement from Mew Jersey U.S. Attorney
Paul J. Fishman and HHS-0IG Special Agent in Charge Tom O'Donnell.

“Patients have every right to expect their doctors will recommend medical
semvice providers because they do the best job, not because they provide

the best bribes.” said Fishman. “There is no room in the federal healthcare
system for those who see a person in need of care as an opportunity to

e S Wy SIS e
OCM ‘5)/.5}3 /.3}..43’ Aot 50
Cob pion J i Ol 28 4
G:JLO.L"' ).5 .LO,)J W“ y
L/ JM}f ¢ o M
e Y3 Yorres S,
45".'}3 'awjg’jj.:ylblj
L sl é‘?’)’ sl s
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E-8.061 Gifts to Physicians from Industry.

e T L T T T Y il T T e e =

T T mmamma e e e

(7) No gifts should be accepted if there are strings attached. For example, phvsicians should not
accept gifts if they are given in relation to the physician’s prescribing practices. In addition, when
companies underwrite medical conferences or lectures other than their own, responsibility for and
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LOGIE LS5AY « DISSERTATION LOGIE

An analysis of finder’s fees in clinical research

Finder’s fees have no place in clinical research. It is the responsibility of clinical
and researc at the hospitals in which the fees exist to

formulate a policy that will prohibit their use.
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Despite these drawbacks to reporting wrongdoing, it is a professional
duty of physicians. Not only are they responsible for maintaining
the good reputation of the profession, G2
but they are often the only ones who “...reporting

recognise incompetence, impairment colleagues to the
disciplinary authority

should normally be a

or misconduct. However, reporting
colleagues to the disciplinary authority lmst rasort allor ot ar
should normally be a last resort after alternatives have
other alternatives have beentried and Y= = 2R cal=Te E=1a s R o112 e
found wanting. The first step might be wanting”

to approach the colleague and say
that you consider his or her behaviour
unsafe or unethical. If the matter can be resolved at that level,
there may be no need to go farther. If not, the next step might be to

World Medical Association

Medical Ethics
[ ETITEL 3

I mddon 2008

C

discuss the matter with your and/or the offender’s supervisor and
leave the decision about further action to that person. If this tactic is
not practical or does not succeed, then it may be necessary to take
the final step of informing the disciplinary authority.
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The challenge for academic medicine Is not
to eradicate them, which iIs fanciful and
would be inimical to public policy goals, but
to recognize and manage them sensibly
and effectively.”

David Korn JAMA 284, 2234-2236, 2000
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‘Conflicts of interest are ubiquitous and

Inevitable in academic life, indeed, In all
professional life.

The challenge for academic medicine Is not
to eradicate them, which iIs fanciful and
would be inimical to public policy goals, but
to recognize and manage them sensibly
and effectively.”

David Korn JAMA 284, 2234-2236, 2000
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The NEW ENGLAND JOURNAL of MEDICINE

CLINICAL THERAPEUTICS

Phototherapy for Neonatal Jaundice

M. Jeffrey Maisels, M.B., B.Ch., and Antony F. McDonagh, Ph.D.

This Journal feature begins with a case vignette that includes a therapeutic recommendation. A discussion
of the clinical problem and the mechanism of benefit of this form of therapy follows. Major clinical studies,
the clinical use of this therapy, and potentiai . T ST

if they exist, are presented. The articlg ssciving consulting fees from Driger

lkernicterus. No other potential conflict of interest relevant to
this article was reported.
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Vasopressin versus Norepinephrine Infusion
in Patients with Septic Shock

James A. Russell, M.D., Keith R. Walley, M.D., Joel Singe

Paul C. Hébert, M.D., D. James Ccoper, B.M., B.S., M.D.,
John T. Granton, M.D., Michelle M. Storms, B.Sc.N., Deboral
and Dieter Ayers, M.Sc,, for the

Supportad by 2 grant (MCT 44152) from the Canadian Insti-
tutes of Health Kasearch.

Lrs. Russell, Walley, and Gordon repore serving as officers and
holding stock in Sirius Genomics, which has submitted a patent,
cwned by the University of Eritish Columbia and licensed to Sirius
Genomics, that is related to the genetics of vasopressin. The Uni
versity of Eritish Columbia 1as also submitted 2 patent related to
the use of vasopressin in septic shock. Drs. Russell, Walley, and
Gordon report being inventors on this patent. Drs. Russell and
Walley report receiving consulting fees from Ferrmg, which
manufactures vasopressin. Dr. Russell reports receiving grant
support from Sirius Genomics, Wovareis, and Eli Lilly; and D
Wally, from Sirius Genomics. Mo cther potential conflict of inter-
est relevant to this article was reported.
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Assessing Effects of Disclosure

Online survey of 3,520 participants

Financial interests disclosed
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Change in Trust Due to Disclosure
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Anti-kickback law

A violation of the anti-kickback law Is a felony
offense that carries

criminal fines of up to $25,000 per violation,
iImprisonment for up to five years and
exclusion from government health care programs.
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Faculliy Database

@Vander‘ Dilt Viedeal Cener

Vanderbilt University School of Medicine

[ Medical Center Home | Eskind Library | Search | Help | VU | School of Medicine | Home]

k Logout

V VANDERBILT
UNIVERSITY

Faculty Disclosure Form
Conflicts of Interest, Conflicts of Committment, and Debarment

If the information that appears below is incorrect please contact the Faculty Affairs Office 322-2165

MName

Title

Primary Department
Division

Campus Address

Campus Phone

Academic Year

Thomas Hazinski

Professor

Pediatrics

Pediatric Pulmonary Medicine
5-0119 MCH

200504 ¥

Our records indicate your file has been reviewed by the department chair and/or the Associate Dean for Faculty and Academic
Administrative Affairs.
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AMA

AMERICAN
MEDICAL
ASSOCIATION Membe

History of AMAE

Frequently Asked Question
Purchase the Code of
Medical Ethics

AMA’s Code
of Medical
Ethics

The most
comprehensive
ethics guide for

HOME | PHYSICIANS | RESIDENTS | MEDICAL STUDENTS | PATIENTS

American Medical Association

Conflict of Interest Policy
And Statement on Disclosure of Affikations

PURPOSE

As the leading physician organization in the nation, the American Medical Association
("AMA") holds a unique position as the representative of patients and physicians on issues that
affect the health of all Americans. In formulating its policies, the AMA seeks the involvement of
trusted, kmowledgeable individuals, and encourages the expression of diverse views on important
health issues facing America now and in the future.

Members of the AMA Board of Trustees, Officers of the AMA and members of the AMA's
councils, committees and task forces bring to the AMA expertise drawn from their diverse
Imowledge and backgrounds. The AMA recognizes that, at times, the diverse background and
activities of its Trustees, Officers and members of its councils, committees and task forces may
conflict with the interests and activities of the AMA. Trustees and Officers hold a special position
of responsibility to the Association, and owe a fiduciarv obligation to act in the best interest of the
Association. Members of councils, committees and task forces are an integral element of the
AMA's decision-making process, and have a responsibility to place the achievement of the AMA's

WE

physicians. o hase the book goals and mission above their personal interests.
| AMA - Code of Medical Ethics - Windows Internet Explorer L 9 Internet | Protected Mode; On
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AMA

HELPIMG DICTORS HELP PATIENTS ) -
orfFinder | Join/Renew

» Home

» Member Ceater

+ AMA Ajonda

» MNewsroom

» Professional Resources
» Med School & Residency
= About AMA

» Bookstore

I Home F Resosrces/Standarcs F Medical ethics b Code of Ethicsk PCA Code b Code of Ethics
E-3.00

a CFT®

E-3.04 Referral of Patients

a Practice mgmt.
tools
=-mail story | print story
a Cont Med Ecuc

(CME}

A physician may refer a patient for diagnoetic or therspeuic eervices to ancther
a Public health physicizn, limited practitioner, or ary other provider o health care services permited
by law 1o turnsh such services, whenever he or she belleves nat this may benett the
patient. As in the case of refermals t physician-specislists, referrals o limited
a Legal issues practifioners should bz bazed on their individual competence end ability to perform
the services needed by the palient. A physician should not 5o refer a patient unless
the physician iz confident that the services provided cn referral will be performed

a Medical science

\ | Site Map | G
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World Medical Association

Medical Ethics

Manual *5

I mddion 2008

C

The reason why ethics committee approval of a project is required
is that neither researchers nor research subjects are always
knowledgeable and objective enough to determine whether a
project is scientifically and ethically appropriate. Researchers need
to demonstrate to an impartial expert committee that the project is
worthwhile, that they are competent to conduct it, and that potential
research subjects will be protected against harm to the greatest
extent possible.

Page 66 of 101




11/24/2014 10:54:03 AM

] I - oo weas [RSS | Lsainsil agpisi 33 Cugert | e Uyl | 0 1y blii | ool aeio \
b gel sulessantlig sidis

) & & =aps & .

PHD RESEARCH UNIT Slisiang 32 3 BYI 6 pgub &isas

MINISTRY OF HEALTH AND MEDICAL EDUCATION b jg pgke i —

s BT Lol s Sl o) i elatal

iy pale ola s po @A o) el pdie Laall;ainis il ATt

i pale la el 5o @M g, el g aaline T

g T it 55

dJ,J’..Sd.:,an.nL'-._-,.ﬂT o Jorlly st 1w

B | a L Ml S axildin @ |
5

1 o2 A el ganaf pdde o g oley
T

Page 67 of 101




11/24/2014 10:54:03 AM

di;s)u L§}{5.1 4S8 =Y-¥-)

Page 68 of 101




11/24/2014 10:54:03 AM

o olasds A5L u._'JT 08 wolin g OUSLl 28,5 a5 3 e dalles ey ldice b 3o OB st Jlo s,
x> Oldlae 3 bl Jols luebl adlae Jsb 0 kil 0g oyiwdydg adlae (lal SUlgr g oliie sl culil 5wl 563
o oyl adllas 0uiS Kalen piivee LBl L 0aiS Kinlod dnes LS5 4 5L Syeo j3 (655 10

ey slddse a1y Slidss

r*

= =

Page 69 of 101




11/24/2014 10:54:03 AM

(4:’1..&0 ng)’.s a.Laf.tsJ_,:Ju)‘;a.u C,.::KJ CJJ‘}«,&JJ
03 gy 53 O sl eSS (o I ol 4

Page 70 of 101




11/24/2014 10:54:03 AM

Page 71 of 101



YAAVAANA AV A A4




11/24/2014 10:54:03 AM

cJlto

b ol o low Sl cablan I o 4, sla (g law prmais
sgy ol 305 15 5 s el s DL ae
?:ﬁf‘;ojljcéwuénglé): 43}.(3'

Page 73 of 101




11/24/2014 10:54:03 AM

Blo o5 iy ) p pands

S e gl 4 Hlan Sl sl Ga
S Fa sl 4an 3l (3 v 5l Giula

Page 74 of 101




11/24/2014 10:54:03 AM

pys JLlzs

Ll e sas b ol Olias e (K55 55 5 2 sKw sl

Ge ele Sla sliael Lo o Ss il plonil & blad o e
b Sl Al ey (65055 S sl S35 L5 Lol 1) a5l
Ao o Bre S e nl 4 g Skl B e

Tals Wy ol 31 (6 pemmts 4

Page 75 of 101




11/24/2014 10:54:03 AM

pa Jbie

ST 065 5 oS0 gl Ol lew 51 S sl sl o

Mdﬁjjﬁ.bbw‘)“_{{iwwjb‘ O‘J@ML;L&:.LS
/ sl s ls Bl s

?J{.)‘JLJ‘)O{.“}‘LSM‘\%‘

Page 76 of 101




11/24/2014 10:54:03 AM

p‘-g-g- JGo

oo (Il ol Sl o el S e 53 08 sl 3 S
LSL?"L}WO.&‘j“‘SJJ‘J&fW\ Ohles 4 oo st
dal g oy Ol lew 5o 1) Dlews Vo gl 555 o slews £
Sy ke Ailg o bled Dy gm 5 Ollew 42 55 5
NPT ES Y

?J%)\JJJJJ&U\&MA%

Page 77 of 101




11/24/2014 10:54:03 AM

f-edgdlf.a

Wwdﬂw@)b@u‘)‘é{bjowﬁgu@@ﬁbéjw

Qh’m‘)\af‘)bbb‘dwc&o&ujbwdu‘f@h&j}wjﬁy}@&L.LQMJLQ..:J
J..s'qudo Qﬁj&w‘jﬁ-)bju?‘fuﬁjb

Sl O I Gl s Olele 53 b St w3 5w o

?J%J\JJJ)JQ%\J'\L;MA%-

Page 78 of 101




11/24/2014 10:54:03 AM

Page 79 of 101




11/24/2014 10:54:03 AM

L 4

400

5 izl sla wly la ausa ol b Lls 515k

Slad b ol pde e 4 Ll e Llde 0l U8 A8
Sl wlyl 5 OS5 5 Shas 5o Pl Co g0 db 5 0 sl
33,5 Ohlew @

Page 80 of 101




11/24/2014 10:54:03 AM

Nexium Coke Classic
(AstraZeneca) Lunesta (Sepracor) $146 Million
$224 Million (2005) $214 Million (2005) (2004)*

BlsSSung

B

SLTTENL 9N EONVZ |
DiguOjIdozsy

Source: Donohue JM. NEJM. 2007;357:673-81; *WSJ Oct 7, 2005;
*WSJ Apr 16, 2004
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Payments for enrolling patients in a clinical trial

Payments for advisory board

Payments for speakers' bureau

Payments for consulting

Reimbursements for meeting expenses (travel,
food, lodging)

Reimbursements for admission to CME meeting
Tickets to cultural or sporting events

Food or beverage in workplace

Drug Samples

Any above relationship 94 %

0% 25% 50 % 75% 100 %

Campbell EG. NEJM. 2007; 356:1742-50
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Table 2. Frequency of Physician-Industry Relationships According to
Benefit Received.
No. of
Benefit Respondents (%)*
Drug samples 1255 (78)
Gifts 1391 (83)
Food or beverages in workplace 1386 (83)
Tickels wo cultural or sporting evenls 122 (7)
Reimbursements 542 (35)
Far admission ta CMF meetings (free or subsidized) 187 (26)
For meeting expenses (e.g., travel, food, lodging) 260 (15)
Payments 456 (28)
For consulting 282 (18)
Forservirg as aspeakesr or on aspeakers’ burezu 278 (16)
Forservirg on an advisory board 139 (9)
For enrolling patients in clinical trials 55 (3)
Any of the above relationships 54 (94)
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Perceived influence of pharmaceutical reps
on prescribing

L1

‘A INA~IA00T -1 1.0
\Alll J IvICA ZUU L, 11V.001)
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“Other
“You” physicians”

P<.0001
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Influence on Physician Behavior

500 -
450 135
400 120 Drug B
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Eauo g0 |-
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All Expense-paid resort on west coast (drug A) and in Caribbean (drug B)
for physicians at Cleveland Clinic Hospital

Orlowski JP, Wateska L. The effects of pharmaceutical firm enticements on physician prescribing patterns. Chest
1992:102:270-73
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A comparison of physicians’ and patients’ attitudes
toward pharmaceutical industry gifts

Percentage that considered gift influential
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Perception of Influence

Pharmaceutical Industry Promations/Steinman et al

B Other Physicians' Prescribing Practices

O Your Prescribing Practices

No Influence A Little Influence Moderate / A Lot of Influence

AmJ Med. 2001;110:551-557
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OM IMTERACTIONE WITH HEALTHC ARE

PFROFESEEIONALE

http://www.phrma.org/files/PhRMA%20Code.pdf
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Released in 2002
(revised in 2008)

Food
Modest
In the workplace

Educational Gifts
limit <$100

Prohibition:
Entertainment

Non-educational practice-
related (pads, mugs, etc)

No enforcement


http://www.phrma.org/files/PhRMA%20Code.pdf
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|
Figure 2. Third-Year Medical Students’ Perceptions of the Appropriateness of Various Drug

Company Gifts
B Appropriats
O Meutral
U Inappropriate
Drug Company Gift
Mesi @
Taxtbaook 196 |94
Gift < &S50 234
Traval to Corfaranca 33.0
Socia Cuting 382
Parzomal Cnug Samplke : aro
Gift =E50
Wacation
o 20 40 80 80 100
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