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SESSION ONE

The Value of High-Standard
Ethics — An SME’s Perspective
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Session One: The Value of High-Standard Ethics —
An SME’s Perspective

Moderator: Mr. Stephan Ekmekjian, MEDEC (Canada)

Panelists:
1. Mr. Mario Mongilardi, President, COMSALUD (Peru)

2. Ms. Zhang Beibei, CCCMHPIE (China)
3. Ms. Johanna Gulle, PAMDRAP (Philippines)
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SESSION TWO

Best Practices for
Low Cost Implementation of
your Code of Ethics
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Session 2: Best Practices for Low Cost
Implementation of your Code of Ethics

Campbell Clark, Medtronic; Thomas Hsu, Edwards;
David Rosenzweig, Abbott; Michelle Wagner, J&J

2015 APEC Business Ethics

for SMEs Forum
19-20 August 2015 | Manila, Philippines
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Implementation of your Code of Ethics

Objective: Strategies for associations and companies, in particular
small and resource-constrained enterprises, on how to implement
high-standard codes at little or no cost.

This session will provide practical evidence and examples to reject
perceptions that implementing ethical practices is too costly or time
consuming for organizations.

Structure: Breakout Team Exercise.

Output: Module/Toolkit of resources for medical device companies,
particularly SMEs, which demonstrates the value of high-standard
ethics and best practices for low cost implementation of a code of
ethics.
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Implementation of your Code of Ethics

Why is a Code of Ethics Necessary?

Anti-corruption laws and enforcement of those laws is becoming
more aggressive.

Violating current anti-corruption laws could lead to:

governmental investigations

civil lawsuits

financial costs associated with investigations, litigation and
government oversight

reputational harm and public embarrassment, leading to loss of
competitive advantage and consumer trust

disruption and loss of business
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Implementation of your Code of Ethics

Why is a Code of Ethics Necessary? (cont.)

Civil/criminal penalties, include:

jail sentences

loss of profits (disgorgement)

loss of contracts, permits or licenses
exclusion from government-run tenders

assignment of compliance monitors
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Implementation of your Code of Ethics

Benefits to SMEs of Ethical Behaviour

Meets legal and regulatory expectations

Protects company from legal/financial harm

Creates a productive corporate culture

Enhances employee morale, productivity and retention
Competitive advantage

Creates foundation for long term corporate sustainabilty
Reduces cost of capital

Increases shareholder value

Attracts customers and institutional investors

Protects company reputation
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Implementation of your Code of Ethics

Output from Session Two
A “toolkit” comprising the following material:

Third party due diligence checklist to enable this work to be
“in-sourced”

Speaking up policy
“Decision tree”

“Tips and tricks” on how to establish the “Tone from the Top” in the
SME context

A communication strategy around ethics and compliance and the
adoption of the code, together with communication materials
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Session 2: Best Practices for Low Cost
Implementation of your Code of Ethics

Campbell Clark, Medtronic; Thomas Hsu, Edwards;
David Rosenzweig, Abbott; Michelle Wagner, J&J

2015 APEC Business Ethics

for SMEs Forum
19-20 August 2015 | Manila, Philippines
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LUNCH BREAK
(Luzon Room — Upstairs)

12:00 -13:00
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SESSION THREE:
ASSOCIATIONS AS AGENTS
OF CHANGE FOR MEMBERS

& NON-MEMBERS
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Session Three: Associations as Agents of
Change for Members & Non-Members

Leads:
* Ms. Nancy Travis, AdvaMed (United States)
* Ms. Andrea Perez, AMID (Mexico)
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Background

The Advanced Medical Technology Association
(AdvaMed) has a Code of Ethics, which each
member of the Board of Directors has pledged to
uphold.

The AdvaMed Code provides member companies
with guidance on their interactions with Health Care
Professionals (HCPs) to ensure that collaborative
relationships meet the highest ethical standards,
and medical decisions are based on the best
interests of the patient.

It covers a wide variety of interactions, including
consulting arrangements, training & education,
meals & travel, and provision of educational items &
demonstration products, requiring a legitimate
business justification for the interaction and a fair
market value limitation to the exchange.

The Code is in part based on U.S. Government
guidance and has been recognized by federal and
state government officials, including in the
Massachusetts, Connecticut, & Nevada medical
device marketing law requirements.

Case Study

Members of the U.S. Congress grew
concerned about potentially inappropriate
payments to doctors in the healthcare sector

In 2008 Congress held a hearing to determine
whether manufacturers & distributors of
medical devices, drugs, biologicals and medical
supplies should track and report payments and
transfers of value provided to physicians and
teaching hospitals.

Questions

What risks are there in releasing such data to
the public?

How can companies and the association use
the code of ethics to mitigate those risks?
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Background

« The Mexican Association of Innovative Medical
Devices Industries (AMID) has a Code of Ethics
and a Code of Interaction with Healthcare
Professionals. Companies are required to comply
with these Codes in order to retain their
membership or to become a member of the
association.

+ Each company has their own Code of Ethics which
is aligned with both Codes of AMID.

« All distributors from each member company have
to Comply with both Codes of AMID.

« The Company Pharmaceutical Alfa is member of
AMID.

« The Company Laboratories Beta is a local
company with more than 50 years of operations in
the country and aiming to become the leading
distributor of Pharmaceutical Alfa.

 Laboratories Beta is not member of AMID

*The costumers/clients represents more than 40%
of the total sales of each Company.

Case Study

Pharmaceutical Alfa and Laboratories Beta, both
received requests from their major
customers/clients (i.e. Hospitals, Doctors, Clinics,
etc.)* asking to the commercial team for
“obligatory contributions” in cash or payments in
kind in order to carry out all sort of social events
or holiday celebrations. In both cases, the
distributors of these companies have also
received the same requests. The
customers/clients mentioned if the companies
grant this “obligatory contributions” they will have
a preferential treatment, otherwise payments will
be retained.

Questions

How do you think Pharmaceutical Alfa
decided to solve the situation?

How do you think Laboratories Beta decided
to solve the situation?

c amid® S
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Session Three: Associations as Agents of Change for
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Solution

Pharmaceutical Alfa

e Decided to communicate and escalate the situation to AMID. Therefore, AMID in
compliance with its Code of Ethics and the Code of Interactions with HCPs, formulated a
letter supported by all associated companies which expressed the impossibility of giving
any gift in cash or payment in kind. The letter was circulated among all associated
companies which, at the same time, circulated it to all its customers/clients in order to let
them know the position of the industry.

Results
e The business relationship was not affected

e Background and precedents of good practice where established among member
companies and the industry.

e Established foundations of a strong culture of compliance and fair competition in the
market.

¢ No further requests of this nature where asked.

Asia-Pacific
Economic Cooperation



p———— N
Solution

Advanced Medical Technology Association

« Working with member companies, developed a robust advocacy campaign to
convey the benefits for innovation of collaboration between companies and
healthcare providers

* In meetings with lawmakers and regulators:

o Used the Code of Ethics as a tool to educate members on the value of this
collaboration for product development and improvement

o Highlighted the Code of Ethics as a guide to ensure these relationships
are conducted in the appropriate manner

o Built confidence in the good will of the industry and the association
through the Code of Ethics
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imeline of AdvaMed’s Sunshine Engagement

*Submission of interstakeholder letter to HHS Secretary
Sebelius (raised delayed implementation)

* Advocacy work to shape legislation

* Communications with Senate staff regarding “costs” of
delayed regulatory guidance & proposed implementation
postponement

* Testimony before Senate Special Committee on Aging

J

*Submission of written testimony to Committee members A
for Senate Special Committee on Aging Hearing, “Parting

* AdvaMed approval of consensus Sunshine positions
the Clouds

*Formation of Interdisciplinary Working Group to
prioritize implementation issues; develop policy
recommendations

*Submission of comments in response to Proposed Rule

+ Participation in CMS Special Open Door Forum *Meetings with CMS & Senate Staff

* Letter to CMS urging publication of Final Rule (in

*Meeting with CMS to discuss Recommendations conjunction with other industry associations)

* Written testimony for Senate Aging Roundtable on

* Letter to CMS setting out AdvaMed’s Consensus . .
Sunshine Implementation

Sunshine Implementation Reccomendations
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The Device Industry
Difference ey M

Prototyping
and Testing

Important Perspectives
on Design and Use of ]
Medical Devices and Diagnostics

Discovery

Physician-Industry Interactions:
A Pathway to Innovation

Post-Launch
Feedback

A Continuous

Loop of Feedback . . 0
and Innovation -

Collaboration ‘
. . . Clinical Trials |
with Health Care Professionals is Necessary for
- - = P d t L h: for Safetyband
Patient Safety and Medical Innovation B oo
Training
Ensuring Safe and Effective
Use in the Real World
HCPs bring Practical Field Experience
vital to continued development and
Hands-On Training Required improvement of medical technology
Re-Training Short Life Cycles péc
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The AdvaMed Code as a Tool to Support Innovation

VII.

VIII.

XI.
XII.

Sections of the AdvaMed Code
Preamble: Goal and Scope of the AdvaMed Code

Code of Ethics Compliance

Company-Conducted Product Training and Education
Supporting Third-Party Educational Conferences

Sales, Promotional, and Other Business Meetings

Consulting Arrangements with Health Care Professionals (HCPs)
Prohibition on Entertainment and Recreation

Modest Meals Associated with HCP Business Interactions
Educational Items; Prohibition on Gifts

Provision of Coverage, Reimbursement & Health Economics Info

Research and Educational; Grants and Charitable Donations

Evaluation and Demonstration Products £ apeC”)
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—_ Results

Patient Protection and Affordable Care Act (PPACA) signed into law in 2010

* Includes many of AdvaMed’s recommendations

* Requires medical device manufacturers to report “payments or other transfers of value” to
“covered recipients”

o Payments or other transfers of value means a transfer of anything of value. Certain
identified payments/transfers excluded, e.g., those less than $10/$100 annual
aggregate, certain educational materials, in-kind items for charity care

o Covered Recipients are limited to physicians and teaching hospitals

o Reportable information includes name and address of covered recipient, amount + date
of payment, form of payment (e.g., cash, stock), nature of payment (e.g., consulting
fees, gift, entertainment
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SESSION FOUR:
BEST PRACTICES FOR
ASSOCIATIONS IN HELPING
MEMBERS IMPLEMENT THE CODE
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mple Code of Ethics
based on the Kuala Lumpur Principles

Integrity maans dealing honestly, truthfully, and fairly with all parties.

means that i i with ies shy

not skew the Healthcare Professional’s medical decision making from the best interes{
the patients.

means that conform to proper fal standards,

are aceurate and free from corTupt purpases.

Transparency means that Companies and Healthcare Professionals are open regar
significant financial relationships between the parties.

Advancement means that relationships are intended to advance medical technol
innovation and patient care,

The ssfe and effective use of Medical Technslogies, and the continuing advancemeat of Med

requires between and Healthcare Professio
However, when interactions are not conducted in accordance mr.'h appropriate ethical stand;
they pose a risk of i the decisi g of Healtheare Professi
Even approgriate interactions maj'undemune e public’s confidence i they appear to be inter
asani between C < and Healtn|
should preserve i decision-making by fonals and pi
confidence in the integrity of patient care, treatment and product selection. Companies
Healtheare should avoid that could influence a Health|
's or medical d king or appear to do 0.

The above guidelines and principles apply to all interactions between Companies and Health|
Professionals. They supplement, and are subject to, the laws of each country, province oF regi
which a Company conduets business and Companies are responsible for knowing and complf
with these laws. The additional principles set forth below are intended to supplement, not to
the general provisions abave.

2. Consulting Arrangements,

Companies engage Health Care Professionals to provide a wids-range of valuable, bona
comsulting services through various types of arrangements, such as contracts for research, prof
development; development and/or transfer of intellectual property, participation on advi
‘boards, presentations at Company-sponsored training and other services. Companies may

value for these types of services, provided
they are intended to fulfill 2 legitimate business need and do not constitute an unlaf

meansa o

HCP's medical decision-and product selection.

Sample Medical Device Association Code of Ethical Gund.ucl for

ions with Profe

(Based on the APEC Kuala Lumpur Principles)*

This Code of Ethical Conduct ("Code”) is effective as of [date]. Company certifications should be
submitted no later than the first of [month] of each year, beginning in [year]. [Association name]
will publish the certification form that Companies should use on its website at [asseciation web
site].

1 Purpose of Code & General Provisions

[ iation name] izes that ethical i between the medical device and diagnostics
industry and healthcare professionals advance Medical Technologies and ensure public confidence
in the Medical Device and Diagnostics industry. The purpese of this Code is to facilitate ethical
interactions between companies that develop. produce, manufacture and market medical products,
technologies and related services and t.heramr used to diagnose, treat, monitor, manage and
alleviate health itions and (“Medical T ) in [APEC Member Economy]
(Companies") and thoss individuals and entities that purchase, lease, recommend, use, arrange for
the purchase or lease of, or p ies’ Medical ies in [APEC Member
E ] (“Health Care iomals"}e,

Interactions with Health Care Professionals. Ethical interactions between Companies and
Healthcare Professionals enhance patient access to the safe and effective use of Medical

by ensuring iate training of F i by Cs ies. Ethical
interactions also promote innovation and the ongoing ﬂwe]opmem: of advanced Medical
ies through legith and between Health P ional

and Companies. Further, ethical interactions fac\hure open and transparent business environments
free from the high cests of corruption, enhancing the ability of Companies t participate in global
markats,

Ethical interactions ensure that medical decision-making is made in the best interest of the

patient. To ensure that relationships meet this standard, interactions between Companies and
Healthcare P should be m with the following principles:
Integrity. Independence, Appropriateness, Transparency and Advancement:

The APEC Kuala Lumpur Principles, endorsed u; APEC Ministers in 20 11 an be accessed here:

Theterm md.udes“‘ andeuuusﬂuxpmhase. lease,
recommend, use m'an'auge for the purchase or]ease n(. or pr ompanies’ medical
products. This inclades beth clinical and i idual who make product-relazed di
type described above. Thiz is a broad definitior, mbandedtn encompass anyone with material influence aver
purchasing den"ums. Note that there may be laws and other codes applicable to relationships with

includin, with

10.

Medical Technologies is not covered by this section and should be evaluated under the
provisions of Section 2.

‘Ensuring Effective Code Implementation

In order to ensure effective implementation of Code prineiples, each [Association name] Member
Company should take the following concrete steps

A Appeint a senior executive responsible for oversight of the Company's compliance with
this Code;

B. Adopr practical, useful, and meaningful pelicies. guidance and tools intended to ensure
compliance with the Code;

Il

Provide effective and ongoing training and education on the Code and on company
policies implemented to ensure Code compliance;

=]

. Ensure that senior management and the company’s board of directors or other
governing body have expressly committed to support the Code;

m

Institute internal ing and auditing

F. Createsafe isms for, and. who raise concerns;

P

Require that third party i (including sales
agents, and brokers) that may interact with Healtheare Providers in connection with
Company Medical Technologies agree to comply with this Code; and

H. Provide a certification to [Association name] that the Company has signed onto the
[Association name] Code of Ethical Conduct. 5o those Member Companies can be
publicized.
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Sample Code of Ethics Training Slide Deck

“Rational for having Cod esof TheCode of Practice is NOT""&/

Practice

* Provide basic ground rules for da

The Medical Device Industry Dif

Close and ongoing collaboration betw
professionals and medical technology
necessary for patient safety and medi

»  Medical technologies require hands-on t
assure safe and effective use and retraini;
technologies undergo repeated changes |

»  Physicians bring practical field and othe
continued development and improveme
technology.

. intended:

Asia-Pacific
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APEC Model Code
Training
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~The APEC Model Code

Sections of the Code

e

e

— TS '-.::-}/w
1 and Evaluation

ove patient care by providing

s to HCPs free of charge for
valuation purposes, provided that
t given or intended as an

ment.

should be appropriately disclosed

| Companies should ensure the
etrieved or returned if not

15
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Sample Code of Ethics Comprehension Quiz
Courtesy of MEDEC, Canada’s Medical Technology Companies

[

a3

Q.4

Q.5

Q.8

Q.10

Q.12

MEDEC

AL TECRRDLORY CIMPANIEE

MEDEC Code of Conduct
Quiz on New Code

What does a code of Conduct stand for?

How long have we had a Code of Conduct for our industry?

Why do we need a Code of Conduct?

What group of individuals may have material influence over purchasing decisions?

Are Codes of Conduct found exclusively in the healthcare industry?

‘Why was the code revised and restated?

In which provinces can a Code of Conduct be used?

Is a Code of Conduct a new requirement by government?

Which customers does a Code of Conduct typically apply to?

‘Who developed MEDEC's Code of Conduct?

‘Who will monitor adherence to the industry’s Code of Conduct?

If a Canadian company has its headquarters in the US or Europe, does the company refer to

AdvaMed's or EucoMed's Code of Conduct?

EATALACS MEIIEAL TIGHADLON

LR ST SAMABIRARES i RGO Ml tALEL

Q.13 Ina membership driven association, who is guided by a Code of Conduct?

014 Does a Code offer legal advice?

0.15  What are some major revisions to the 2012 MEDEC Code?
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Sample Certification Form

Renewal

[Insert Association Logo Here]

IYEAR]

Code of Ethics

Medical technology companies may participate in this certification program. The certification affinms that the mpang
has agreed to abide by the [Insert Assoclation Mame] Code of Ethics on Interactions with Health Care Professional

[Mame of Code) and further that they have Implemented policies and procedures to Implement the [Mame of Code] as
part of an effective compliance program.  The Certifications and the Logo License Program operate on a Calendar Year

biasts and bath are now being accepted for [yearl.

A Mew Certification requires (Attachmans A):
Two Signatures
I:l[mesignatmenﬂheﬂunl'hnﬂlmﬂﬁmruulhﬂ ]

seniior indridual with squivalent responsibilities (ICEOk:

A Renewal Certification requires (Amachmant Bj:
ones

D thee signathure of the Chiaf Compliancs Officar or other
senior individual with equivalent responsibilities (0001,

and o atiest that their company has previously certified
the signature of the Chiaf Complianca Officar or oiber andthat the com pary continues ta bide by the
seiiod indridual with squivalent responsibilities (000 [Name of Cods]

Compliance Contact Information for posting on the
[Insert Assodation Name] website with etther:

Compliance
Hotline

Updated Compliance Contact Information:

I:l Updaie Complance Contact Informaticn i it has
chaniged from the previous certification

Electronic Submission: Electronic submission:
Phese: transmit a PDF electronic copy via email to: Please transmit a POF electronic copy via email ba:
[Insert Email Address] [Insert Email Address]

Please email 2 graphic file of your Company’s logo to:
[Insert Email Address]

[Mame of Coede] Logo License Agreement [Optional)

[Ireset Assocation Name] hudwdel_ped a distinc-
twe{o-d:ufElhu Supporter Logo [Loga™) for medi-
acturers that have executed
I:I|=C=r||ﬁc :ndﬂd:_mlonufh[ﬂne:fcgde Coda
of Ethics ("Certification”) and wish to wse the Logo.

A Naw Participant in the Loga Program requires:

A Ranewal Participant ini the Logo Program requires

I:l[.a. Completed Certification nrnzmlcmiﬁmimmm]

l:‘ A Completed Certsfication or Renewal Certification form
aboree]

M compileted Loga License Agreement Form
(Artachment Cwith the sigrature of the (00 emaided
o [Insert Emasl Adidress] ]!

(meeting the requirements niot=d shove)

h coenpleted Logo License Agreement Farm
(Attachment C} with the signature of the OC0 emailed
b [t Ermail Adcivess]

(meeting the requirments roted

D act infiormiation to recetve the imedsce for the Aoyalty
Payment [linsert Payment Amount)’ year prorated)

the invoice for the Royalty Payment finsert Payment

D pdated Contact information, i it has changed, to receive
Amourt) year prorated]

Cenification of Adoption of the [Iame of Cods] of Ethics

ar|
RE-CERTIFICATION OF ADOFTION Dl"l% [IASSDCLQ.TIDN NAME] CODE OF ETHICS

Purzsuant o the [Wame of Code] of Ethics on Interactions with Health Care Professionals (“[Association Mame]
Code"). medical technology companies, may certify that they have agreed to abide by the Code, and further that
they have implamented policies and procedures to implement the [Wame of Code] as pant of an effective compli-
ance program. This renewal certification requires a company™s Chisf Compliance Officer (CCQ) ar other senior
individual with equivalent responsibilities to sizn and affirm that their company has previously certified and that
the company continues to abide by the Wame of Code] . [Association Name] will list the cenifying company on.
the [Association Name] websie i [vear]. (see [insenm websie])

[Insert Association Logo Hare]

[Insert Association Logo Here]

ar
[WAME OF CODE] LOG[% L}C‘ENSE SUPPLEMENT
liation Wame] has developed a distinctive Code of Ethics Supperter Logo (“Logo™) for medical technol-
prufacrursrs that have exscutad the Cerification of Adoption of the [Name of Codz] of Ethics ("[Name
ciation] Cenification”) and wish to use the Logo. The Logo i intended to provide a visible symbel of
fving medical technelogy company s commitment to the ethical standards embodied by the Code and
jrote awareness about the [Name of Code] among industry, health care professionals, and the general

pnies seeking to use the Loge must sign the following nonexclusive license provision. [Asseciation
retains the right to reveke this License for a Company’s failure to abide by the temms of this Loge Li-
fupplement.

palf of

fv company name or name of relevant portions subsidiaries), I agres to abide by the following ems
jive a revocable, non-transferable, nonassignable. non-exclusive Brense to use an unaltered version of
o on marketing materials, business cards, and displays at mestings and conferences, and stationery:
The Logo may not be used on any product;

The licenses acknowledges and agrees that the right to use the Logo, as well as the actual use of
the Loge, is not an endorsement by [Association Mamea]:

The right to use the Logo iz subject to the licensee’s annual completion of the [Association Name]
Certification and payment of a royalty (3300 / year prosated), which royalty may be adjusted by
[Association Name] from time to time; and

The revalry payment is made selely in exchange for the use of the Logo, and such payment does
ot enfitle the licenses to any other benefit or service fom [Association Name].

T Complamc (e (o Fgmoi]

rions subsidianes) (“Company™), I certify that, to the best of
cartification:

fhat we will abide by the [Name of Code], and that we have
implement the [Wame of Code] as pant of an effective compli-

Company’s most recent certification, there have been no mate-
v in this regard.

[T INFORMATION ON [ASSOCIATION NAME| WEBSITE:

‘Hodine Number:

-OR

ton will be posted to: [Insert webstte here].

f: emnail the invaice for the rovalty payment to:

= Use PO or Refarencs:

fnail:

f email the confirmation of payment receipt and the Jogo file toc

e

jnail:
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Courtesy of the Advanced Medical Technology Association
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FrequentLy Askep Quesions

REGARDING ADVAMED'S CODE OF ETHICS
INTERACTIONS WITH HEALTH CARE PROFESSIONALS

SECTIONI: PREAMBLE AND GENERAL QUESTIONS
Q1 Why did AdvaMed develop a code distinct from the PARMA Code on Interactions
with Health Care Professionals?

The AdvaMed Code of Ethics is intended to address the unique interactions that occur between
Companies and Health Care Professionals, just as the PARMA Code reflects the nature of

between ph | and Health Care Professionals. Distinguishing
features in AdvaMed’s Code arise primarily from the fact that Companies interact with Health
Care Professionals because of the complexity and “hands on” nature of Medical Technologes
and the importance of having Health Care P d d how to use the technol
safely and effectively

Q2 Who are “Health Care Professionals”? Does the term include non-clinical
people who make Medical Technology purchasing decisions? Does it include
decision-makers within GPOs?

The phrase “Health Care Professionals” is intended to be a broad one. It includes individuals or
entities: 1) which are involved in the provision of health care services and/or items to patients;
and 2) which purchase, lease, recommend, use, arrange for the purchase or lease of;, or prescribe
Companies” Medical Technologies in the United States. The phrase Health Care Professional
includes both persons providing services (such as licensed physicians) and persons who do not
provide services directly but who are involved in the decision to purchase, lease, or recommend
a Medical Technology. These individuals include, for example purchasmg agents, physician’s
practice managers and within group purch (“GPOs").

Q3 Does the Code apply to gifts, meals, refreshments, and other benefits provided
by Companies to government employees?

Yes, the Code apphes to gifts, meals, refreshments, and other benefits provided by Companies
0g if the empl are Health Care P Companies also
should be aware that there may be specific legal restrictions on provxdmg gifts and other
benefits to government employees, and that these restrictions may, in some cases, be more
restrictive than the Code.

Derfed ol

Q4 Does the Code cover interactions with Health Care Professionals whose primary
place of work is outside the U.S.? Does it cover interactions outside the U.S. with
Health Care Professionals who work in the U.S.?

The Code applies to interactions with Health Care Professionals to the extent that they provide
services or Medical Technologies in the United States. This would include interactions with
Health Care Professionals who work in the United States, even if the interaction occurs outside

-13- Revised and Restated Code of Ethics
Effective July 1,2009
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Sample Postcard on the Code of Practice for HCPs

Courtesy of the Medical Technology Association of Australia

Working with medical technology companies
What you need to know about the Medical Technology Industry Code of Practice

What to expect from companies

L

@
@
¢

]

mtaa.org.au |

Ethical behaviour

Product education and in-service training in a learning
environment

Modest hospitality associated with product education
Support for educational conferences but only by providing
sponsorship to the conference organiser and not individual
participants

Research and educational grants but only to institutions
established for that purpose

Donations for charitable purposes and sponsorship of an event
where the proceeds will go to charity

What companies may not do

@
@

Medical technology for a healthier Australia

Provide direct funding to attend a conference

Provide hospitality except in the context of product
education or in-service training, or by sponsoring hospitality
at an educational conference

Pay the cost of travel, hospitality or other expenses for
partners or family members

Pay for participation in or attendance at a sporting event or
other entertainment

Provide any gift unless it benefits patients or serves an
educational purpose and is minimal in value

Provide any form of branded promotional item

Medical Technology

ASSOCIATION OF AUSTRALIA

Economic Cooperation




Sample Brochure on the Code of Practice for

Courtesy of the Advanced Medical Technology Association

SUPPORTING THIRD-PARTY EDUCATI
ap or scientific

impart valuable information to HCPs and promote the
advancament of effective health care. Medical tachnol-
ogy companies may support these events as follows:

2 Grants: Companies may provide grants only to con-
ference sponsors to recuce conference costs of to
training institutions to allow attendance of HCPs in
training. Grants should be paid only to reimburse
legitimate expenses for the educational activity,
and the conference sponsor is solely responsible
for the program content, faculty, educational meth-
ods and materials.

3 Meals and Cor

‘may provide meals and refreshments to all atten-

dees provided that they are open to all attendees

and consistent with the standards established by
the conference sponsor of the accrediting body.

Meals or refrashments should be modest in value,

subordinate in time and foous to the purpose of

the corference, and should also be clearly sepa-
rate from the education portion of the conference.

Faculty Expense: Companies may provide grants to

conference sponsers for reasonable honorara,

travel, lodging and modest meals for HCPS who are
bona fide conference faculty members.

3 and ies may
purchase advertisement and lease booth space for
company displays at conferences.

ALES, PROMOTIONAL AND OTHER BUSINESS MEETINGS
It is appropriate for companies to conduct sales, pro-
motional and other business mestings with HCPs to
discuss product features, sales terms or contracts.
These meetings typically ocour close to the health-
care’s phce of business. Companies may pay for
cceasional modest meals in connection with such
meetings. In addition, in cases where it is necessary
to demonstrate non-portable equipment, or conduct
plant tours, companies may pay for reasonable travel
costs, lodging and modest meaks of attendaes (but
nct thair guests).

CONSULTING ARRA?
Medgical technology |
lenges regarding the
such areas as resea
beards and compan
tifies important stan
with respect to cons
Consulting agree:
ices and should ¢
te provided. They
col when clinical |
There shouki be
identified and oc

Consultants shor
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Compersation s|
out regard to the
Companies may
expenses, such |
ing, incurred by {
The venue and ¢
should be condu
and any meals o
nies should be n
time and foous v
Comparies sho
tainment, and

ticn process.

COMPANY
Because of the way medical device technologies are
used, medical technology companies have a responsi
bility to make available to HCPs, training on the safe
and effective use of their products, ang education,
i.e., information on the disease state and benefits of
their technologies. Companies should follow the fol-
lowing principles when providing training and educa-
tion to HOPs:
3 Programs should be conducted in clinical or educa-
tional settings that are conducive to exchange of
like clinical, ecucational of

centers.
3 “Hands on” training should be held at facilities
suitable for the type of training to be conducted,
and instructors should be qualified and have the
technical expertise to conduct the training.

Meals and refreshments may be provided only to
attendees and must be modest in nature and sub-
ordinate in time and foeus to the training and/or
education.

Companies may pay for necessary and reascnable
travel, and modest lodging for healthcare profes
sional atterdees caly. It s inappropriate for compa-
nies to pay for meals, refreshments, travel o lodging
for any person who does not have 8 bona fide pro-
fessional reasen to attend the training or education.

IND EDUCATION

2 ION AND DEMONSTRATION
Medical Technology Comparies have a urique respor-
sibility to ensure the safe and effective use of their
products and technologies. One way this can be accom-
plished is through the provision of reasonable quanti
ties of products to HOPs at no charge for evaluation
and demonstration purposes.

Evaluation Products: Evaluation products may be pro-
vided for HCPs to evaluate a product to determine
whether to purchase that product in the future.
Companies may provide single-use products only in suf-
ficient quantity necessary for the adequate evaluation
of those products, and furnish capital equipment only
for aveasonable period of ime sufficient for evaluation
of the equipment.

Dermonstration Products: Demonstration products are typi-
cally unsterilized single use products that are used for
HCP and patient awareness, education and training,. Such
products are net intended to be used in patient care and
are typically identified as “Sample;” “Not for Human Use,"
of other designation on the product, its packaging and/or
documentation accompanying the procuct.

Companies should provide HCPS with documertation
and disclosure regarding the no-charge status of evalu-
ation and demonstration products.

701 PENNSYLYANIA AVENUE, NW
SUITE 800

WASHINGTON, DC 20004-2854
202.783.8700

FAX 202.783.8750
WWWADVAMED.ORG

AdvaMed

/ Advanced Medical Technology Assodstion

CODE OF ETHICS
ON INTERACTIONS
WITH HEALTH CARE
PROFESSIONALS

REVISED AND RESTATE
EFFECTIVE JULY 1,

HCPs

WHY A REVISED CODE?
AdvaMed recognizes and respects the obligation of
Health Care Professionals (HCPs) to make indepenc:
ent decisions regarding the health care of their
patients. Madical technology companies can support
this obligation and serve the best interest of patients
through ethical interactions with HOPs. As such,
AdvaMed has revised its Code of Ethics on Interactions
with HOPs — creating ethical principles that govern tha
ions between medical l0gy
and the individuals or entities that provide healthcare
services to patients or that purchase, lease, recom
mend, use, or prescribe medical technologies in the
United States.

CODE OF ETHICS COMPLIANCE
Medical Technology Companies are strongly encour.
aged to adopt the Code of Ethics and to implement
an effective compliance program. Companies that
adopt the Code are strongly encouraged to submit
to AcvaMed an annual certification to that effect.
Member companies shall, and non-member com-
panies may, supply contact information to AdvaMed
the companys or
anonymous hotline to fadilitate reporting peesible vio-
latiorss of the Code. Companies adopting the Code
shall communicate its principles to their employees,
agents, dealers and distributors with the expectation
that they will adhere to the Code.

This brachure is intended to provide a brief
overview of the Code’s key messages. Please

visit wwwAdvaMed.org to see the full Code
and related FAQs.

Provision on Payme _—
entar into royalty arangements only when HCPs make
significant contributions to 8 product, technology;
process or methad. Royalties paid in exchange for intel
lectual property should not be conditioned upon the pur-
chase or recommendation of the technology developed,
of a requirement that the HOP market the new technol-
ogy. When calculating royalties, Companies are strongly
encouraged to corsider the appropriateness of excluding
the number of units purchased by the HCP of their staff.
Al royalty paymerts shoud be adequately documentec.

AdvaMed member companies produce the medi
devices, diagnostic products and health information

stems that are transforming health care through
earlier disease detection, less invasive procedures,
and mare effective treatments

that do not take into account purchasing cateria,
implement appropriate procedures to ensure that
grants and charitable donations are not used as an
unlawful ingucement.

Compary's sales personnel may provice input about
the suitability of a grant or charitable doration recipi-
ent or program, but they should not control or unduly
influence such deasions.

Asia-Pacific

Economic Cooperation



Sample Article

Courtesy of the Medical Technology Association of Australia

As an ostomate you will be familiar with the
products that medical technology companies
supply. These products help you manage your
condition and improve your quality of life,

Appropriate selection of medical technology
preducts to meet an individual patient's
needs and circumstances is a decision rightly
made by the treating healthcare professional,
for example a GP or stomal therapy nurse.
Patients expect healthcare professionals to
make these decisions based on the qualities
of the product and their suitability for them as
the patient, not on the basis of any incentives
offered to the healthcare professional by the
manufacturer or supplier of the product. The
Medical Technology Association of Australia
(MTAA) Code of Practice supports this
expectation by providing an ethical framework
for medical technology companies to work
[within in their dealings with both healthcare
professionals and consumers.

lAbout the MTAA Code

IMTAA is the national association representing
Fompanies in the medical technology industry.
The MTAA Code of Practice is an industry code
for medical technology companies including
suppliers of stoma products. The Code of

use of products, including discussions about
product features and performance. The Code
permits such fraining but requires that it is
conducted in a clinical, educational or other
sefting that supports effective learning.

The Code also aliows companies to provide
hospitality to healthcare professionals in
limited circumstances — by sponsorship of
Rospltality at a third party conference or
as Incidental to the bona-fide presentation
of educational material or commercial
information. The hospitality must be modest in
value, notinclude any entertainment, and take
place in a setting conducive to the scientific,

Ethical and Transparent Interactions with Industry Benefit Ostomates in Australia

Anne Trimmer, Chief Executive Officer Medical Technology Association of Australla (MTAA)

Industry interactions with
consumers

The MTAA Code recognises and supports
relationships between the medical technology
industry and health consumer organisations,
2.0. Australian Council of Stoma Associations.
The Code also allows companies to make
educational grants to support the education
of consumers or the general public about
important healthcare topics.

The Code also allows companies to run
competitions for consumers. However, the Code
prohibits companies from making It a condition
of entry Into the competition that a consumer
use or purchase a specific product.

Questions or complaints about
the MTAA Code

A consumer or healthcare professional who
believes that a medical technology company
has breached the provisions of the MTAA
Code of Practice can make a complaint to
the Code Complaints Committee. A consumer
or healthcare professional who is considering
making a complaint is encouraged to raise
his or her concerns with the company first
as it may have been an isolated activity tha
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Sample Decision Trees

Courtesy of the Advanced Medical Technology Association
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Sample Notice on Information Service

Courtesy of the Medical Technology Association of Australia

For further information:

Medical Technology Association of Australia

Medical Technology

ASSDCIATION OF AUSTRALIA

Level 12, 54 Miller Street
North Sydney NSW 2066 Australia

P: (02) 9900 0650
E: code@mtaa.org.au
W: www.mtaa.nrg.au

Asia-Pacific
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- Examples of Code of Ethics Logos

medical technology

7 2015/2016 Q
0 Voc p:\

PARTICIPANT OF THE PARTICIPANT

www.medec.org/code AU CODE

CODE OF | DE DEONTOLOGIE
CONDUCT www.nedec.org/cade

* In the past, MTAA offered a Code of Practice Licence to companies that demonstrated the highest level of commitment to
ethical compliance. In 2014, the Licence was suspended following an external review of the Code of Practice. MTAA’s Code
Authority is currently developing an updated strategy to promote the program and broader awareness of the Code of Practice. Economic Cooperation




Now available for 10S

‘Sample Code of Ethics App BN et oo

ey & iPod TOUCh)

Courtesy of the Advanced Medical Technology Association

AdvaMed Compliance App

AdvaMed Compliance mobile app

o _ CODE OF ETHICS
> Tools to assist in interactions and T Ao o o Eics n s

with Health Care Professionals ("AdvaMed Code")
H . H facilitates ethical interactions between Medtech
d I SC u SS I 0 n S W It h H C P S Companies and Health Care Professionals to
ensure that medical decisions are based on the
best interests of the patient.

— Code Navigator

— Mobile Reference
» Global Tools
— Medtech Industry Codes & Crosswalks

lama...

— Direct Sponsorship

—  SMI Compliance

» Reference & Training Resources

— Compliance Contacts search
—  List of Certifying Companies E E
— Code Brochure & Training Slides

» Benchmarking Survey Tool

» Launched May 15 via iTunes App store

for free download: E
https//appsto.re/us/Otjl7.i

Asia-Pacific
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COFFEE & NETWORKING BREAK
15:00-15:30
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SESSION FIVE

Managing Third Parties — How
SMEs Can Get it Right

Session Lead: Lori Reber, Smith & Nephew
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SESSION SIX

How Can APEC Governments Help?

Moderator: Kathleen Hamann (United States)
Discussant: Dato’ Hafsah Hashim (Malaysia)
Discussant: Dr. Marietta Baccay (Philippines)

PPPPPPPPPPP
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CLOSING SESSION &
WORKSHOP GROUP
PHOTOGRAPH
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Closing Session and Workshop Group Photograph

Remarks on Emerging Trends and Issues:
e Ms. Jane Wurth, MTAA (Australia)

Review of Plenary Session Procedures:
e Ms. Patricia Wu, C&M International (United States)

Workshop Group Photograph
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Emerging issues and trends in
the medical device sector

Jane Wurth

Code of Practice Manager, Medical Technology Association of Australia

APEC Business Ethics for SMEs Forum

Medical Device Sector Workshop
19-20 August 2015 | Manila, Philippines

ia-Pacific
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Business Ethics for APEC SMEs Initiative

Progress so far

As a result of the APEC initiative, codes of
ethics have been adopted and are
undergoing implementation by more than
65 biopharmaceutical and medical device
industry associations from 19 APEC
member economies, representing more
than 14,000 enterprises (10,000+ SMEs).

St N \
AL |
Asia-Pacific
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Current issues

» (Gifts

» Direct sponsorships

Asia-Pacific
Economic Cooperation
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Future-proofing the industry

How can all of us champion
the importance of business
ethics in the APEC region?

Where will we be 5, 10, 20 years
from now?
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Closing Session and Workshop Group Photograph

Remarks on Emerging Trends and Issues:
e Ms. Jane Wurth, MTAA (Australia)

Review of Plenary Session Procedures:
e Ms. Patricia Wu, C&M International (United States)

Workshop Group Photograph
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2015 APEC Business Ethics
for SMEs Forum

Medical Device Sector Workshop
Official Photograph

19 August 2015 | Manila, Philippines
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2015 APEC Business Ethics
for SMEs Forum

Medical Device Sector
Reception (Leyte Samar)
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