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Overview and Vision fA AdvaMed

Top Lessons Learned in Voluntary Code Drafting,

Development & Implementation

Integrate Ethics into the Association Mission

An Effective Code is a Longstanding Commitment
Address Top Industry-Specific Risk Areas &
Focus on Industry Credibility

Broad Industry Engagement: Include Every
Sector

Executive Level Commitment

Tools & Training for Companies & Stakeholders
Embrace transparency!




Overview and Vision "A AdvaMed

Who is AdvaMed?

Vision
AdvaMed will be the leader in advancing medical
technology to achieve healthier lives and healthier
economies around the world.

Mission
AdvaMed advocates on a global basis for the highest ethical
standards, timely patient access to safe and effective products,
and economic policies that reward value creation.




AdvaMed’'s Commitment to ,_A AdvaMed

ced Medical Technology Ass

Ethical Business Practices

e 1991: First AdvaMed Code of Ethics

« 2003: Board adopts revised Code

e 2005: Supplemental FAQs

« 2006: Code Logo program

« 2008: Endorsement of Physician Payment Sunshine
Legislation

« 2008: Revised Code of Ethics

e 2009: Code Certification by Early Adopters

« 2010: Health Reform Statute incorporates Sunshine
Legislation: Transparency

« 2010: Transatlantic Statement on Ethical Interactions

« 2011: Best Practices Tools & Resources

__* 2011: Joint Distributor Guidance
(Z.\3 2012: Off Label Guidance .




The AdvaMed Code as a Tool to AdvaMed

Promote Ethical Business Practice

« Encourages voluntary, ethical interactions between Medical Device
Manufacturers & Health Care Professionals
» Distinguishes between interactions that:
« Advance Medical Technology
« Have the Potential to Influence Medical Decision-Making Inappropriately

Code Addresses:
* Arrangements w/ Consultants; Royalties
- Member-Sponsored Product Training & o
Education S
* Supporting Third Party Educational T

develop, produce, manufacture, and market medical products, technologies and related services
and therapics used fo diagnose, treaf, menitor, manage and alleviate health conditions and
disabilities (“Medical Technologies™) in order to enable patients to live longer and healthier lives
(collectively “Companies.” and individually “Company™). AdvaMed is dedicated to the
advancement of medical science, the improvement of patient care, and, in particular, the
. . contributions that high quality, innovative Medical Technologies make toward achieving these
goals. AdvaMed recognizes the obligation to facilitate ethical interactions between Companies
e Sales & Promotional Meetinas o hoe et o i e e oo o el e o st e
patients, which purchase, lease, recommend, use, arrange for the purchase or lease of. or

prescribe Companies’ Medical Technologies in the United States (“Health Care Professionals™)

« Demonstration Units; Evaluation Products

interaction from beginning to end—unlike drugs and biologics, which act on the human body by

. . . pharmacological. immunological or metabolic means. For example, implantable Medical

° P rOVI S I O n Of R e I m b u r S e m e nt & Oth e r Technologies are often placed in the human body to replace or strengthen a body part. Surgical
Medical Technologies often serve as extensions of a physician’s hands. In other circumstances.

Medical T are reagents, and/or software to aid in the

diagnosis, monitoring and treatment decisions made by Health Care Professionals. Some
Medical T sies work sy with other or are paired with other

. -
E I I f r t I products that deploy devices in the safest and most effective manner. Many Medical
I I I I I I I I I l I l Technologies require technical support during and after deployment

AdvaMed

/ dvanced Medlal Technology Assocstion

Inieractions with Health Care Professionals

. . .
. N O E n te rtal n I I l e nt " R e C re atl 0 n - G I ftS The scope of beneficial interactions between Health Care Professionals and Companies is broad
y 3 and includes interactions intended to:

= Promate the Advancement of Medical Technologies. Developing and improving cutting

[ G r a' ItS & C h ar it ab I e D O n ati O n S cdge Medical Technologies are collaborative processes befvween Companics and Health
-1- Revised and Restated Code of Ethics

Effective July 1, 2009




Code of Ethics Certification &

AdvaMed

Advanced Medical Technology Association

i Avenue, NW, Suite 800
200042654

AdvaMed

/ Advarced Wedical Technokogy A

CERTIFICATION OF ADOPTION OF THE ADVAMED CODE OF ETHICS

Pursuant to the AdvaMed Code of Ethics on Interactions with Health Care Professionals
(“AdvaMed Code™), medical techmology companies. both AdvaMed members and non-members
may certify that they have agreed to abide by the Code, and further that they have implemented
policies and procedures to implement the AdvaMed Code as part of an effective compliance
program. This certification requires a company’s Chief Executive Officer (CEQ) and Chief
Compliance Officer (CCO), or other senior individuals with equivalent responsibilities. to sign
and affirm that their company has taken fhe steps identified below. AdvaMed will list the
certifying company on the AdvaMed website as a company that submitted this certification

On behalf of (identify Company name or
relevant portions/subsidiaries) (“Company”), I certify that. to the best of my knowledge and as of
the date of this certification.

I have read and am familiar with the provisions of the AdvaMed Code of Ethics on Interactions
with Health Care Professionals (“AdvaMed Code™), including the Frequently Asked Questions.

I am knowledgeable about our Company’s compliance and ethics program (“Compliance
Program”) as it relates to the AdvaMed Code.

Our Company requires all officers, employees, and agents to abide by the AdvaMed Code for all
interactions involving US Health Care Professionals as that term is defined in the AdvaMed
Code.

Our Company has communicated the provisions of the AdvaMed Code to our dealers and

distributors with the expectation that they will adhere to them

Our Company has made a copy of the AdvaMed Code and/or a link to the AdvaMed Code
available on our Company’s public Web site.

Our Company adopted the AdvaMed Code and implemented an appropriately tailored effective
compliance program related to our interactions with U.S. Health Care Professionals by taking the
following steps:

1. Written Policies and Procedures: Established and implemented policies and procedures
consistent with the provisions of the AdvaMed Code.

2. Conpliance Officer/Committee: Established effective oversight over the Compliance

Program. inchiding: (a) identifying a senior manager in our Company who is responsible
for compliance with our Company’s policies and procedures consistent with the

Bringing innovetion to patient care worldwide
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committee or other equivalent process
ively engaged in the oversight of our

ensive training to those employees and
information relevant on Company policies

yplemented procedures to ensure ongoing

contractors.

ce for employees to ask questions as well
hymous infernal reporting of suspected
n the AdvaMed Code, and publicized this
npliance department, on AdvaMed’s Web

within our Company to conduct internal
ies and procedures that are based on the

detiveness of our Company’s Compliance

ess for violations of those policies and

o respond to suspected deficiencies or
m the AdvaMed Code

onatue:
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ADVAMED WEBSITE:
tline Number:

Phone:,

Email:

S Aevanced Ml Tche ooy Ao

“Code Compliance”

« Designed to
encourage company
adherence

« CEO Certifications

 Certifications
published online
beginning in 2010

« Currently 133
companies certified!




Advanced Medical Technology Association

Best Practices Guidance to ,_A AdvaMed

Facilitate Implementation

Current Library:
* Charitable Donations
« Demo/Eval Units
* Fellowships
e « HCP Travel
~ —— « Plant Tours
- &— | . | * 3D Party Conferences
——————— « Consulting Arrangements
o .  Educational Items
: :  Grand Rounds
.  Modest Meals
o =  Reimbursement Information

Best Practices Guidance

Next Working Group Topics:
* Royalty Arrangements
 Research Grants




Best Practices Guidance to AdvaMed
FOC”]-I-O-I-e | m plemeﬂ'l'(jﬂon Advanced Medical Technology Association

AdvaMed Code Best Practices Smartphone App

llustrative Consulting Arrangements Bast Practices & Considerations
e e e e i S, ConBINE AL W FaA Gt PrAESone
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Are the consulting services Intended to fulfill
a legitimate need identified in advanced?
[Section Vi)

Wote: A e gimote need arses wheno Compony requares.
the services of an HOP in acker o acWve o prege

55 diveay (10msuchHCPis rofapraper
ebjectve Q3
Y
Has the consultant been sele cted ased upon
his/her quakfications and prior exparience
nacassary tomeat the company’s dafined
meed? [Section VI; FAQ 18,19, 20)
Note. When consideding @ avsulton i
ccenpiable to
familay with o
methersefectondl, ner compersation po
shoukd b €0 mewand past Usage ar constiRute on unkwlul
L Lh’u u' :nl r’lw any inducement (FAQ 22).

. daontr 1o s

Will the cansultant receive no more than fak
Yes markst value In exchange for providing th
services? (Section Vi}
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{SectonV[]
Y
Has the Company’s sales personnel contrafled

orunduly Influenced the decision to engage the
HCP as 2 consultant ? [Section Vi]

o
s the consulting agrsemant beingoffered as
anunizwful inducament? {Section Vi)




Ethical Business Is a AdvaMed

G | O b O | C O m m i'I' m e n '|' ' Advanced Medical Technology Association

Global Statement on Ethical Interactions

Core Principles
« Appropriateness | .
* Transparency

medical technology
TECHNOLOGY COMPA

, treatment and

'HICAL INTERACTIONS BETWEEN \ll'_l)l(. AL hding work to
AND HEALTHCARE PROFESS

r commit to:

May 19, 2011 ing Companies

* Legitimacy e i

Medical technology industry Codes of Ethics and Business Practice support and promote ethical
interactions among medical device and diagnostics companies (“Companies”) and Healthcare il biisliiess
Professionals (“HCPs™) in order to assure ongoing development of advanced medical .
PY technologies and patient access to the safe and effective use of medical technologies. MEDA \ 4
naepenaence v | s MED SAMED
Healthcare and medical technology innovation increasingly extends beyond national and cultural - fiscse v
boundaries, and there is a growing need to promote internationally a culture in Companies’ il
interactions with HCPs based on common high ethical principles.

” o Espective codes
ven thoug erent in their wo some detailed points, industry codes share the T
Even though different in their wording and in some detailed points, industry codes share the ropriate), joint

same goals and spirit. They promote the principles of:

*  Legitimacy,
« Transparency, MEDEC
« Independence and

o Appropriateness of relationships between Companies and HCPs.

These ethical standards are illustrated with practical guidance on structuring appropriate
arrangements, such as:

* Research and Development 1o advance medical science. develop new technologies.
improve existing products and services, and enhance the quality and e y of care ed ‘Hical Techno ogy
for patients. Through consultancy agreements with Companies, HCPs are engaged in, deteay sodlation of Aust
for example, product rescarch and development and clinical trials.

o Education of HCPs, for example through support to third-party educational programs
and educational grants;

Training HCPs un device deployment, use aml application w facilitate the safe and
effective use of medical technologies by HCPs; and

« Providing donations for charitable or other philanthropic purposes to support hona
fide charitable organizations and missions. 4

Ethical behaviour is a prerequisite for continued ional collab necessary to the
ongoing advancement of medical technology and to the appropriate use of medical technologies
in healthcare systems in the best interest of the patient. It is critical that these medically
beneficial and collaborative interactions among Companies and HCPs preserve independent 2




Overview of Sunshine Law fA AdvaMed

ced Medical Technology Ass

« Patient Protection and Affordable Care Act (PPACA)

Signed into law March 23, 2010
P.L.111-148

Section 6002: Transparency Reports and Reporting of Physician
Ownership of Investment Interest

First report due March 31, 2013
Information submitted will be available to the public on-line

Effective January 1, 2012, the federal law will preempt state laws
that require disclosure of the same type of information, but not
state laws that require information outside the scope of PPACA

 Proposed Rule: “Transparency Reports and Reporting of
Physician Ownership of Investment Interests”

Published on December 19, 2011
Comments to the Proposed Rule filed on February 17, 2012
Now awaiting Final Regulations




Overview of Sunshine Law fA AdvaMed

ced Medical Technology Ass

Main Elements of Sunshine Law

« Section 6002 requires medical device manufacturers to report “payment
or other transfers of value” to “covered recipients”

« “Payment or other transfers of value” means a transfer of anything of
value. Certain payments and transfers are excluded, including, e.g.,
transfers of value less than $10/$100 annual aggregate, certain
educational materials, in-kind items for charity care.

« Covered Recipients limited to physicians and teaching hospitals

* Reportable information includes name/address of covered recipient,
amount/date of payment, form of payment (e.g., cash, stock), nature
of payment (e.g., consulting fees, gift, entertainment)

« Section 6002 also requires “any applicable manufacturer or applicable
S group purchasing organization” to report information regarding any

physician ownership or investment interests




