IN THE IOWA DISTRICT COURT FOR POLK COUNTY

.,

MERCK & CO., INC,

STATE OF IOWA ex rel. )
THOMAS J. MILLER, ) EquityNo.CE_ S 917 &
ATTORNEY GENERAL OF IOWA )
99AG25112, )
)
Plaintiff, )
) CONSENT JUDGMENT
V. )
)
)
)
)

Defendant.

This Court, recognizing that the plaintiff, by William L. Brauch, Special Asszstant

PN
Ll

Attorney General, and defendant, by its counsel, have consented to the entry of this judgment,

finds as follows:

1.
Definitions:
a. “Covered Conduct” shall mean Merck’s promotional and marketing practices

regarding the prescription drug Vioxx®, as well as Merck’s practices related to Data Safety
Monitoring Boards, publication of clinical trials, and the support of continuing medical education
that were the subject of an investigation by the Signatory Attorneys General under the State
Consumer Protection Laws. “Covered Conduct” shall not include conduct relating to promotion
and marketing of the prescription drugs Vytorin® and/or Zetia® and to publication of clinical
trials, practices related to Data Safety Monitoring Boards, and the support of continuing medical
education, relating to Vytorin® and/or Zetia®.

b. “Effective Date” shall mean the date by which all Parties have executed the

- Consent Judgment.



c. “FDA Amendments Act of 2007 (or “FDA Amendments Act” or “the Act”) shall
mean Public Law No. 110-85, which among other things, creates a federal clinical trial registry
and results data bank. | |

d. “FDA’s Guidances for Industry” shall mean documents published by the United

States Department of Health and Human Services, Food and Drug Administration (FDA), that
‘;épresent the FDA’s current recommendations on a topic.

€. “Individual States” and “State” shall mean each Signatory Attomey General who
is participating in the Multistate Working Group.

f. “Joint Venture(s)” shall mean any entity in which Merck maintains a direct and/or
indirect ownership interest of 50% or less on the date this Agreement is signed. |

g “Merck” shall mean Merck & Co., Inc. and its United States-based affiliates,
subsidiaries, predecessors, successors, and assigns, but shall not include any Joint Ventures (as

that term is defined in the prior sub-paragraph).
h. “Multistate Executive Committee” shall mean the Attorneys General and their

staffs representing Arizona, California, Florida, Iilinois, Ohio, Oregon, Pennsylvania, Texas, and

Vermont.

i. “Multistate Working Group” (“MSWG”) shall mean the Attorneys Generél and
their staffs representing Arizona, Arkansas, California, Connecticut, Florida, Distdct of
Columbia, Hawaii, Idaho, Illinois, lowa, Kansas, Maine, Maryland, Massachusetts, Michigan,
Nebraska, Nevada, New Jersey, North Carolina, North Dakota, Ohio, Oregon, Pennsylvania,

South Carolina, South Dakota, Tennessee, Texas, Vermont, Washington, and Wisconsin.

j- “Parties” shall mean Merck and the Individual States.



k. “Product” shall mean any prescription drug or biological product manufactured,
distributed, sold, marketed or promoted in the United States in any way.

1. “Signatory Aftorney(s) General” shall mean the Attorney General, or his or her
designeé, of each state in the Multistate Working Group.

m. “State Consumer Protection Laws™ shall meaﬁ the consumer protection laws
under which the Signatory Attorneys General have conducted their investigation.!

n “Vioxx®” shall mean rofecoxib.

' The States’ consumer protection statutes are: ARIZONA - Consumer Fraud Act, A.R.S. § 44-
1521, et seq.; ARKANSAS - Ark. Code Ann. § 4-88-101, ef seq., CALIFORNIA - Bus. & Prof.
Code, §§ 17200 et seq., and 17500 et seq.; CONNECTICUT - Conn. Gen. Stat,, §§ 42-110a et
seq.; DISTRICT OF COLUMBIA - Consumer Protection Procedures Act, D.C. Code § 28-3901,
et seq.; HAWAIL- Uniform Deceptive Trade Practice Act, Haw. Rev. Stat. Chpt. 481A and Haw.
Rev. Stat. § 480-2.; FLORIDA - Deceptive and Unfair Trade Practices Act, Fla, Stat. Ch.
501.201 et seg.; IDAHO - Consumer Protection Act, ldaho Code Section 48-601 ef seq.;
ILLINOIS - Consumer Fraud and Deceptive Business Practices Act, 815 TLCS § 505/1 et seq.
(2006 State Bar Edition); IOWA - lowa Consumer Fraud Act, Iowa Code section 714.16;
KANSAS - Consumer Protection Act, K.S.A. 50-623 et seq.; MAINE - Unfair Trade Practices
Act, 5 MR.S.A. § 207 et seq.; MARYLAND - Consumer Protection Act, Md. Code Ann., Com.
Law § 13-101 ef seq.; MASSACHUSETTS - Consumer Protection Act, MLGL. ¢. 93A ef seq.;
MICHIGAN - Michigan Consumer Protection Act, MCL 445.901 ef seq.; NEBRASKA -
Uniform Deceptive Trade Practices Act, NRS §§ 87-301 et seq.; NEW JERSEY - New Jersey
Consumer Fraud Act, 56:8-1 ef seq.; NEVADA - Deceptive Trade Practices Act, Nevada
Revised Statutes 598.0903 et seq.; NORTH CAROLINA - Unfair and Deceptive Trade Practices
Act, N.C. Gen. Stat, § 75-1.1 et seq.; NORTH DAKOTA -Unlawful Sales or Advertising
Practices, N.D., Cent. Code. § 51-15-02 et seq.; OHIO- Consumer Sales Practices Act, R.C.
1345.01, et seq.; OREGON - Unlawful Trade Practices Act, ORS 646.605 10 646.656;
PENNSYLVANIA - Unfair Trade Practices and Consumer Protection Law, 73 P.S. § 201-1 ef
seq.; SOUTH CAROLINA - Unfair Trade Practices Act, 8. C. CODE. ANN. Sections 39-5-10,
et seq.; SOUTH DAKOTA - Deceptive Trade Practices Act, S.D. Codified Laws § 37-24, et seq.;
TENNESSEE-Tennessee - Consumer Protection Act, Tenn. Code Ann. §§ 47-18-101 ef seq.;
TEXAS - Deceptive Trade Practices - Consumer Protection Act, Tex. Bus. and Com. Code §
17.47, et seq.; VERMONT - Consumer Fraud Act, 9 V.S.A. § 2451 et seq.; WASHINGTON -
Unfair Business Practices/Consumer Protection Act, R.C.W. 19.86 et seq.; WISCONSIN - Wis.
Stat. § 100.18 (Fraudulent Representations).



2.
The parties have agreed to resolve the issues raised by the Covered Conduct by entering
into this Consent Judgment (hereinafter “Judgment”).

(a) Merck is entering into this Judgment solely for the purpose of settlement, and
nothing contained herein may be taken as or construed to be an admission or concession of any
violation of law, rule, or regulation, or of any other matter of fact or law, or of any liability or

“wrongdoing, all of which Merck expressly denies. Merck does not admit any violation of the
State Consumer Protection Laws set forth in footnote 1, and does not admit any wrongdoing
that was or could have been alleged by any Attorney General before the date of the Judgment
under those laws. No part of this Judgment, including its statements and commitments, shall
constitute evidence of any liability, fault, or wrongdoing by Merck.

(b}  This Judgment shall not be construed or used as a waiver or limitation of any
defense otherwise available to Merck in any action, or of Merck’s right to defend itself from,
or make any arguments in, any private individual or class claims or suits relating to the subject
matter or terms of this Judgment. This Judgment is made without trial or adjudication of any
issue of fact or law or finding of liability of any kind.

(c) It is the intent of the Parties that this Judgment not be admissible in other cases
ot binding on Merck in any respect other than in connection with the enforcement of this
Judgment.

td) No part of this Judgment shall create a private cause of action or confer any
right to any third party for violation of any federal or state statute except that a State may file
an action to enforce the terms of this Judgment. |

(e) All obligations undertaken by Merck in this Judgment shall apply prospectively,
except to the extent permitted by the National Library of Medicine, Merck shall submit, as
soon as practicable, clinical trial results to the clinical trial registry and results data bank
created by the FDA Amendments Act for all “applicable clinical trials” (as that term is defined

by the Act) of FDA-approved Merck Products that were initiated after July 1, 2005.



3.

Merck shall register clinical trials and submit results to the registry and results data bank
as required by the FDA Amendments Act and any accompanying regulations that may be
promuigated pursuant to that Act.

4.
Merck shall not make any written or oral claim that is false, misleading or deceptive
\f‘e garding any FDA-approved Merck Product.
5.

Merck shall not make any written or oral promotional claims of safety or effectiveness
for any FDA-approved Merck Product ina manner that violates the Food, Drug and Cosmetic
Act, 21 US.C. § 301 et seq. (“FDCA”), accompanying reguiaﬁons, or voluntary agreements with
FDA, as interpreted by the FDA in a writing by the Director of the Center for Drug Evaluation at
the FDA.

6.
A written or oral claim made by Merck in connection with a Joint Venture Product which
written or oral claim has not been approved by the Joint Venture shall be subject to the
- provisions of Paragraphs 4 and 5. In no event, however, shall Paragraphs 4 and 5 apply to
Vytorin® or Zetia®.
7.
Nothing in this Judgment shall require Merck to:

i. take an action that is prohibited by the FDCA or any regulation
promulgated thereunder, or by FDA; or

ii. fail to take an action that is required by the FDCA or any regulation
promulgated thereunder, or by FDA. Any written or oral promotional claim subject to this
Judgment which is the same, or materially the same, as the language required or agreed to by the
Director of DDMAC or the Director of the Center for Drug Evaluation or their authorized

designees in writing shall not constitute a violation of this Judgment.



8.

Merck agrees to delay direct to consumer (“DTC”) television advertising for any Merck
Product indicated for pain relief immediately following such Product’s approval by the FDA, if
the Director of the Center for Drug Evaluation at FDA recommends such a delay in writing to
Merck. Merck’s delay would be for the same period as recommended by the Director of the
Center for Drug Evaluation at FDA.,

.
Merck agrees to submit all new DTC television advertising campaigns for any Merck
Product to FDA for pre-review, wait until Merck receives a response from FDA priot to
running the advertising campaign, and to modify such advertising consistent with any written
comments received from FDA. ..
10.

Merck’s obligations with respect to Paragraph 8 shall remain in effect for ten years
following the Effective Date. Merck’s obligations with respc;,ct to Paragraph 9 shall remain in
effect for seven years following the Effective Date. With respect to Paragraph 8, Merck shall
abide by any such written recommendation as long as the submission of the TV advertising
campaign is made within ten years following the Effective Date. With respect to Paragraph 9,
Merck shall abide by any such written recommendation when such submission is made within
seven years of the Effective Date.

1l

When presenting information in detailing pieces, brochures, booklets, mailing pieces,
published journals, magazines, other periodicals and newspapers, and broadcast through media
such as radio, television, the Internet, and telephone communications systems, about a Clinical
Sfudy that relates to an FDA-approved Merck Product, Merck shall (1) accurately reflect the
methodology used to conduct the Clinical Study; (2) shall not present favorable information or
conclusions from a study that is inadequate in design, scope, or conduct to furnish significant

support for such information or conclusions; and (3) shall not use statistical analyses and



techniques on a retrospective basis to discover and cite findings not seundly supported by the
study, or to suggest scientific validity and rigor for data from studies the design or protocol of
which are not amenable to formal statistical evaluations.

12.

When presenting information in detailing pieces, brochures, booklets, mailing pieces,
published journals, magazines, other periodicals and newspapers, and broadcast through media
Iléhgh as radio, television, the Internet, and telephone communications systéms, about a Clinical
Study or analysis of Clinical Studies as evidence of an FDA-approwed Merck Product’s safety,
Merck shall not (1) present information from a study in a way that fmplies thét the study
represents larger or more general experience with the drug than it axc:‘tualiy does; nor (2) use
statistics on numbers of patients, or counts of favorable re‘sultsq or stde effects, derived from
pooling data from various insignificant or dissimilar studies in a way that suggests either that
such statistics are valid if they are not or that they are derived from #arge or significant studies
supporting favorable conclusions when such is not the case.

13.

When presenting information in detailing pieces, brochures, booklets, mailing pieces,
published journals, magazines, other periodicals and newspapers, and breadcast through media
such as radio, teievisilon, the Internet, and telephone communicatioms systems, about a Clinical
Study or analysis of Clinical Studies as evidence of an FDA-approwed Merck Product’s safety,
Merck shall not (1) present févorable information or conclusions fivym a study that is inadequate
in design, scope, or conduct to furnish significant support for such im¥ormation or conclusions;
(2) use the concept of statistical significance to support a claim that fras not been demonstrated to
have clinical significance or validity, or fails to reveal the range of wariations around the quoted
average results; nor (3) use statistical analyses and techniques on a xetrospective basis to discover
and cite findings not soundly supported by the study, or to suggest scientific validity and rigor
for data from studies the design or protocol of which are not amenable to formal statistical

evaluation.



14,
(a) Merck shall comply with the ACCME Standards for Commercial Support, a
copy of which is attached hereto as Appendix 1.
(b) Any person who acts in a promotional capacity for Merck with respect to an
FDA approved Merck Product shall be obligated under his or her contract with Merck, as a
. condition for any future promotional relationship with Merck, to disclose to CME participants
:Sratlly and to the CME provider for inclusion in the written materials the existence, nature and |
purpose of his or her arrangement with Merck when speaking at a CME program if: (i) the
Product the speaker promoted for Merck is in the same therapeutic category as the subject of the
CME program, and (ii) the CME program occurs within 12 months of the speaker performing
work for or receiving compensation from Merck. Such discloéure shall set forth the type of
promotional work engétged in by the speaker and the name of the therapeutic category with
respect to which such promotion was performed.
(¢)  Merck shall not provide funding for CME when Merck has knowledge at the
time the decision to fund the CME is made that a speaker at the CME has also been a
promotional speaker in the past 12 months at a Merck-sponsored promotional event related to
the class of drugs to be discussed in the CME.
15.

Merck’s obligations with respect to CME shall remain in effect for 9 years following the
Effective Date. Merck’s obligations with respect to Paragraph 14(b) shall only apply to
speakers’ contracts entered into, amended to extend the contract period, or renewed after the date
of this Agreement,

16.

All members of any external Data Safety Monitoring Board (“DSMB”) constituted

by Merck after the Effective Date for a Merck-Sponsored Clinical Trial shall be prohibited

from:



(@  holding more than $25,000 of Merck stock (exclusive of mutual fund holdings)
at the time of DSMB membership; |
()  trading in Merck stock during their DSMB service;
{¢) servingasa cliﬁical trial investigator in the trial being monitored by the DSMB;
and |
(@  consulting for, being employed by, or entering into any future consultingor
- employment relationships with, Merck while serving on the DSMB, except that DSMEB
members may (i) C(_)ncurrently serve on other DSMBs for Merck, and/or (ii) consult for Merck
Research Laboratories where the annual aggre gaﬁe compensation for such non-promoticnal
consulting services does not exceed $15,000.
17.
Merck’s obligations with respect to DSMB membership set forth in Paragraph 16
shall remain in effect for DSMBs constituted within 7 years following the Effective Dati.
18.

Merck agrees to enhance further its process for reviewing potential conﬁic‘cs. of interest
such that all members of a DSMB shall, prior to service thereon, complete a “competing
interests” form which shall include questions regarding consulting arrangements or frequent
speaking arrangements with the sponsor; career involvement with a product or technique zmder
study; hands-on participation in the trial; emotional involvement in the trial; intellectual |

conflicts; involvement in regulatory issues relevant to trial procedures; investment in competing

products; and involvement in the publication. The forms shall carry a continued updating
obligation and shall be forwarded to, and reviewed by, the DSMB chair who, in turn, wiHl
forward them to the study’s Steering Committee chair or other appropriate individual for 'mﬁview
and action, as needed, in advance of the first DSMB meeting and on an ongoing basis.
19.
Merck shall require all individuals who are named as authors on a Merck-sponsomed

manuscript reporting the results of a Merck-sponsored study to fulfill the following condiifiens:



(a) the individual shall have made substantial contribution to the conception and design, or
acquisition of data, or analysis and interpretation of data; (b) the individual shall have been
involved in drafting the article or revising it critically for important intellectual content; and (c)
the individual shall have final approval rights of thé version to be published.
20.
| When a large, multi-center group has conducted the research, the manuscript should
.-“ide.ntify the individuals who accept direct responsibility for the manuscript. These individuals
should fully meet the_criteria for authorship defined in Paragraph 19 above.
21.

By its execution of this Judgment, State of Iowa releases Merck and all of its past and
present subsidiaties, affiliates, predecessors and successors (cc;llectiveiy, the “Released Parties™)
from the following: all civil claims, causes of action, damages, restitution, fines, costs, and
penalties on behalf of the State of Iowa under the above-cited consumer protection statutes
arising from the Covered Conduct that is the subject of this Judgment.

22.

Notwithstanding any term of this Judgment, specifically reserved and excluded from the
Release in Paragraph 21 as to any entity or person, including Released Parties, are any and all of
the following: |

a. Any criminal liability that any person or entity, including Released Parties, has or
may have to the State of lowa.

b Any civil or administrative liability that any person or entity, including Released
Parties, has or may have to the State of Iowa under any statute, regulation or rule not expressly

covered by the release in Paragraph 21 above, including but not limited to any and all of the

following claims:
i) State or federal antitrust violations;
if) Reporting practices, including “best price”, “average wholesale price” or

“wholesale acquisition cost;”

10



ity  Medicaid violations, including federal Medicaid drug rebate statute
violations, Medicaid fraud or abuse, and/or kickback violations related to ény State’s
Medicaid program; and,
iv) State false claims ﬁolations.
©. Any liability under the State of Jowa’s above-cited consumer protection laws
| which any person or entity, including Released Parties, has or may have to individual consumers
or State program payors of said State, and which have not been specifically enumerated as
included herein.

23, .
Within ten (10) days of the Effective Date of this Judgment, Merck shall pay a total

amount of fifty eight million dollars ($58,000,000) to be divided and paid by Merck directly to
cach Sigmatory Attorney General in an amount to be designated by and in the sole discretion of
the Multistate Executive Committee. Said payment shall be used by the States for attorneys’ fees
and other costs of investigation and litigation, or to be placed in, or applied to, the consumer
protection enforcement fund, consumer education, litigation or local consumer aid fund or
revolvimg fand, used to defray the costs of the inquiry leading hereto, or for other uses permitted
by state law, at the sole discretion of each Signatory Attorney General. Defendant shall be lable
for payment of court costs in this action, to be paid from the funds distributed to the Attorney

General of fowa pursuant to the payment referenced in this paragraph.

24,

For the purposes of resolving disputes with respect to compliance with this Judgment,
should amy of the Signatory Attorneys General have a reasonable basis to believe that Merck has
engaged #n:4 practice that violates a provision of this Judgment subsequent to the Effective Date
of this Jmdgment, then such Attorney General shall notify Merck in writing of the specific

objection, identify with particularity the provisions of this Judgment that the practice aﬁpears to

11



violate, and give Merck thirty (30) days te respond to the notification; provided, however, that a
Signatory Attorney General may take any action where the Signatory Attorney General
concludes that, because of the specific praatice, a threat to the health or safety of the public
requires immediate action.

Upon receipt of written notice, Mewwk shall provide a good-faith written response to the
Attorney General notification, containing «ither a statement explaining why Merck believes it is
‘""i‘n compliance with the J ﬁdgment, or a detailed explanation of how the alleged violation occurred
and a statement explaining how Merck intends to cure the alleged breach.

25.

Upon giving Merck thirty (30) days o respond to the notification described above, the
Signatory Attorney General shall also be penmitted reasonableﬂ access to inspect and copy
relevant, non-privileged, non-work productrecords and documents in the possession, custody or
control of Merck that relate to Merck’s compliance with each provision of this Judgment as to
which cause that is legally sufficient in the Btate has been shown. If the Signatory Attorney
General makes or requests copiés of any dwcuments during the course of that inspection, the
Signatory Attorney General will provide a #ist of those documents to Merck. Nothing in this

paragraph shall be interpreted to limit the state’s Civil Investigative Demand (“CID”) or

subpoena authority, to the extent such authwrity exists under applicable state law, and Merck
reserves all of its rights with respect to a CD or subpoena issued pursuant to such authority.
20.

The State may assert any claim that Merck has violated this Judgment in a separate civil
action to enforce this Judgment, or to seck: any other relief afforded by law, only after providing
Merck an opportunity to respond to the notification described in Paragraph 24 above; provided,
however, that a Signatory Attorney Genersll may take any action where the Signatory Attorney
General concludes that, because of the spewsific @ractice, a threat to the health or safety of the

public requires immediate action.

12



_ 27.
This Judgment represents the full and complete terms of the settlement entered into by
the parties hereto. In any action undertaken by either the Attorneys General, or any of them, or
Merck, no prior versions of this Judgment, and no prior versions of any of its terms, that were

not entered by the Court in this Judgment, may be introduced for any purpos'e whatsoever.

IT IS SO ADJUDGED AND ORDERED:

»
DATED this 20 day of

)]

13



DEFENDANT’S SIGNATURE AND ACKNOWLEDGMENT

Defendant and its attorney have read and understand this J udgment and each of its terms.
Defendant admits to the jurisdiction of the Court in this matter and consert to the entry of this
Judgment. Defendant agrees to each and every term contained herein.

1, Bruce Kuhlik, being first duly sworn on oath, depose and say that T.am an officer of
Merck & Co., Inc. and am fully authorized and empowered to sign this Judgment on behalf of
Merck & Co., Inc., and bind the same to the terms hereof.

Bruce Kuhlik
Executive Vice President & General Counsel

Merck & Co., Inc.

- SUBSCRIBED AND SWORN to before me this /& _day of My , 2008.

g;;"}'f

Notary Public
My Commission Expires:

THERESA PISARCZYK
ROTARY PUBLIC OF NEW JERSEY

Qa‘:@@MMlSSlON EXPIRES MAR. 16, 2011
. —

S P. CRAIG ATO F0O8
erer Weston Cralg’PLC
118 Third Avenue SK, Suite 700

PO Box 1927

Cedar Rapids, IA 52406-1927

Tel: 319-365-1184; Fax: 319-365-1186
Email: jcraig@lwclawyers.com

Approved as to Form

For the State of Jowa THOMAS J. MILLER
Attorney General

u L Ry

“William L. Brauch # ATOOGTIZ1
Special Assistant Attorney General
1305 E. Walnut Street
Des Moines, IA 50319
Telephone:  515-281-8772
Fax: 515-281-6771
e-mail: bbrauch@ag.state.jmms
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ACCME STANDARDS
FOR COMMERCIAL
- SUPPORT"™

Standards to Ensure the
Independence of CME
Activities

ACCME



The ACCME Standards for Commercial Supports"
Standards to Ensure Independence in CME Activities

STANDARD 13 Independen]@,

1.1 A CME provider must ensure that the followmg

decisions were made free of the control of a
commercial interest. (See www.accme.org for
a definiticn of a ‘commercial interest’ and some
exemptions.)

{a) Identification of CME needs;

{b) Determination of educational objectives;

{c) Selection and presentation of content;

(d) Selection of all persons and organizations
“that will be in a position to control the
content of the CME;

{e)} Selection of educational methads;

(i Ewvaluation of the activity.

1.2 A commercial interest cannot take the role of
non-accredited partner in a joint sponsorship
relationship. 3

2.1 The pfowder must be able to show that
everyane who is in a position to control the
content of an education activity has disclosed

alt relevant financial relationships with any
commercial interest to the provider. The
ACCME defines “relevant’ financial
relationships” as financial relationships in any
amount occurring within the past 12 months

that create a conflict of interest.

2.2 An individual who refuses to disclose relevant
financial relationships will be disqualified from
being a planning committee member, a
teacher, or an author of CME, and cannot have
control of, or responsibility for, the
development, management, presentation or
evaiuation of the CME activity.

2.3 The provider must have implemented a
mechanism to identify and resolve all conflicts
of interest prior to the education activity being
delivered to learners.3

STAN!
Commercial: Stippo

3.1 The provider must make all decisions regarding
the disposition and disbursement of commercial
support.

3.2 A provider cannot be required by a commercial
interest to accept advice or services concerning
teachers, authors, or participants or. other
education matters, including content, from a
comrmercial interest  as  conditions  of
contributing funds or services.

3.3 All commercial support associated with a CME
activity must be given with the full knawiedge
and approval of the provider.

Written agreement documenting terms of support

3.4 The terms, conditions, and purposes of the
commercial support must be documented in a
written agreement betweenn the commercial
supporter that includes the provider and its
educational partner(s). The asgreement must
include the provider, even if the support is
given directly to the provider's educational
partner or a joint sponsor.

3.5 The written agreement must specify the

commercial interest that @s the source of
commercial support, :
3.6 Both the commercial supperter and the

provider must sign the wiitten agreement
between. the commercial swpporter and the
provider.

Expenditures for an individual providing CME

3.7 The provider must have written policies and
procedures governing henoraria and
reimbursement of out-of-podket -expenses for
planners, teachers and authors.

3.8 The provider, the joint sponswor, or designated
educational partner must mpay directly any
teacher or author honoraria er reimbursement
of out-of-pocket expenses im compliance with
the provider's written policies and procedures.

3.9 No other payment shall be giwen to the director
of the activity, planning committee members,
teachers or authors, joint smponsor, or any
others invalved with the supperted activity.

3.10 If teachers or authors awe listed on the
agenda as facilitating or <conducting a
presentation or session, but participate in the
remainder of an educational ewent as a learner,
their expenses can be meimbursed and
honoraria can be paid for #heir teacher or
author role only.

Expenditures for learners
3.1 Soclal events or meals &t CME activities

cannot compete with or take precedence over
the educational events.

ACCME®

© 2004, 2006,2007 ACCME STANDARDS FOR QOMMERCIAL SUPPORT
PAGE 2 OF 3
182_20070824



3.12 The provider may not use commercial support
to pay for travel, lodging, honoraria, or
personal expenses for non-teacher or non-
author participants of a CME activity. The
provider may use commercial support to pay
for travel, lodging, honoraria, or personal
expenses for bona fide employees and
volunteers of the provider, joint sponsor or
educational partner,

Accountability
3.13 The provider must be able to produce

accurate documentation detailing the receipt
and

or
advertisements cannot influence planning or
interfere with the presentation, nor can they be
a condition of the provision of commercial
support for CME activities.

4.2 Product-promotion material or product-specific
advertisement of any type is prohibited in or
during CME activities. The juxtaposition of
editorial and advertising material on the same
products or subjects must be avoided. Live
(staffed exhibits, presentations) or enduring
{printed or electronic advertisements)
promotional activities must be kept separate
from CME.

s For print, edvertisements and promotional materials will
not be interleafed within the pages of the CME content.
Advertisements and promotional materials may face the
first or last pages of printed CME content as fong as
these materials are not related to the CME content they
face gnd are not paid for by the commercial supporters of
the CME activity.

+ For computer based advertisements agnd praomotional
materials will not be visible on the screen at the same
time as the CME content and not interleafed between
computer ‘windows’ or screens of the CME confent

» For audie and video recording, odvertisements and
promotional materiais will nat be included within the CME.
There will be no 'commercial breaks.’

+ For live, face-to-face CME advertisements and
promotional materinls cannot be displayed or distributed
in the educational space immedictely before, during, or
after a CME activity. Providers cannot allow
representatives of Commercial Interests to engege in
sales or promotional activities while in the space or place
of the CME activity,

4.3 Educational materials that are part of a CME
activity, such as slides, abstracts and handouts,
cannot contain any advertising, trade name or
a product-group message,

4.4 Print or electronic information distributed about
the non-CME elements of a CME activity that
are not directly related to the transfer of
education to the learner, such as schedules and
content descriptions, may include product-
promotion material or product-specific
advertisement,

4.5 A provider cannot use a commercial interest as
the agent providing a CME activity to learners,
e.g., distribution of self-study CME activities or
arranging for

electronic access to CMF

afd Format without:

5.1 The content or format of a CMF activity or its
refated materials must promote improvements
or quality in healthcare and not a specific
proprietary business interest of a commercial
interest,

5.2 Presentations must give a balanced view of
therapeutic options. Use of generic names will
contribute to this impartiality. If the CME
educational material or content includes trade
names, where available trade names from

several companies should be used, not just
trade names from a single company. 3

ential:Comn Bias

Relevant financial refationships of those with control over

CME content

6.1 An individual must disclose to learners any
relevant financial relationship(s), to include the
following information:

» The name of the individual;

» The name of the commercial interest(s);

» The nature of the relationship the person
has with each commercial interest,

6.2 For an individual with no relevant financial
relationship(s) the learners must be informed
that no relevant financial relationship(s) exist.

Commercial support for the CME activity.
6.3 The source of all support from commercial
interests must be disclosed to fearners. When

commercial support is ‘in-kind’ the nature of
- the support must be disclosed to learners.

6.4 'Disclosure’” must never include the use of a
trade name or a product-group message.

Timing of disciosure

6.5 A provider must disclose the above information

to learners prior to the beginning of the
educational activity. %
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