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edical technology sector Codes of Business Ethics promote ethical interactions between
medical device and diagnostics companies {“Companies”) and Healthcare Professionals®

{“HCPs”). Ethical interactions enhance patient access to the safe and effective use of medical

techriologies by ensuring appropriate training of HCPs by Companies. Ethical interactions also
promote innovation and the ongoing development of advanced medical technologies through
legitimate and transparent coliaboration between HCPs and Companies to identify, and bring to
market new products. Further, ethical interactions facilitate open and transparent business
environments free from the high costs of corruption, enhancing the ability of Companies,
especially small and medium size Companies, to participate in global markets.

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
HCPs should be conducted in accordance with the following principles: Integrity,
Independence, Appropriateness, Transparency and Advancement:

Accordingly, medical technology industry codes of ethics (“Industry Codes”) should incorporate,
but not necessarily be confined to, the following:

1. Collaporative interactions between Companies and HCPs should preserve independent
decision-making by HCPs and public confidence in the integrity of patient care,
treatment and product selection.

* The term “Healthcare Professionals” includes those individuals and entitfes that purchase, lease, recommend, use or arrange
for the purchase or lease of, or prescrive Companles’ medical technology products. This ineludes both clinical and non-clinical
individuals who make product-related decisions of the type described above. This is a broad definition, intended to encompass
anyone with materiat influence over purchasing decisions. Note that there may be laws and cther codes apalicable to
relationships with Healthcare Professionals, including relationships with government employees,




Consultancy agreements between Companies and HCPs should support research and
development to advance medical science, develop new technologies, improve existing

- products and services, and enhance the quality and efficacy of care for patlents

Consultancy agreements should not be used as a means of [nappropriate inducement”.

Company support of HCPs' education, for example through support to third-party
educational programs and educational grants, should preserve the independence of
medjical education and should not be used as a means of inappropriate inducement.

Companies may provide training of HCPs on product specific device degloyment, use
and application to facilitate the safe and effective use of medical technologies by HCPs.

Comgpanies should not provide entertainment and recreation to HCPs as an

inappropriate inducement. Any attendance at entertainment events, consenting or .

agreeing to receive any gift, commission, or gratuity shall not be regarded as
appropriate for nurturing appropriate business relationships.

Company donations for charitable or other philanthropic purposes should support bona
fide charitable organizations and missions, and should not be a means to privately
benefit an HCP. '

'Free products should not be used as a means of inappropriate inducement. However,

Companies may provide reasonabie quantities of nroducts to HCPs at no charge for
evaluation and demonstration purposes.

To ensure Industry Codes are effective, they should encourage adherence to the following
elements that are relevant to a Company’s business:

Companies to appoint a senior executive responsible for oversight of the Company’s
compliance with the Industry Code.

Companies to develop or adopt practical, useful, and meaningful policies,  guidance,
and tools on how to implement policies consistent with the Industry Code.

Companies to provide effective and ongoing training and education on the Industry
Code and the Company’s policies consistent with the Industry Code.

Companies’ senior management and governing body, if applicable, commit to support
the Industry Code,

* |nzppropriate Indugernent means.a remunerative arrangement intended to inappropriately influence an HCP’s medical
decision-and product selection,




5. Companies to institute appropriate internal monitoring and auditing mechanisms,

6. Companies to create safe mechanisms for, and encourage, employees who raise
concerns. Companies to communicate company policies consistent with the Industry
Code to their third party intermediaries with the expectation that the intermediaries will
comply with the Industry Code,

In order to promote an ethical commercial environment, cooperation among -multiple
stakeholders is required. Therefore, it s recommended that APEC economies encourage:;

“Medical Device Sector

Medical device sector industry associations and their member companies to develop and
implement Industry Codes consistent with the principles set out above and to consider
publicizing those members who have signed onto the Industry Codes, among other steps to
encourage adoption of Industry Codes;

Medical device sector regulators and/or anti-corruption enforcement authorities to endorse
. and support Industry Codes;

- Healthcare Professionals

HCPs, such as medical and academic institutions and physician groups, to develop and
'mplement codes of ethics consistent with the above principles;

HCPs to develop and make known clear, distinctive, accountable and comprehensive
policies on procurement processes and procedures in line with respective government
policies on procurement and Industry Codes, if appropriate;

Each APEC economy to formulate and promote clear laws and regufatlons that are
objectively applied;

APEC economies to work to advance ethical collaborations consistent with the above
principles regionally, through regular communication, joint pollues joint capacity bwldmg
activities, and other forms of collaboration; and

APEC economies to work together to ensure that the above principles and Industry Codes
remain relevant and effective to address new and relevant business arrangements that may
emerge,




BACKG ROUND

At the 14th Economlc Leaders meetmg held m Hanon in 2006 ‘APEC Leaders reafflrmed thelr
high comm|tment to tht corruption.’ In 2006 APEC Ministers stressed the lmportance of
”preventlve measures and mtegrlty systems in the ﬂght aga[nst corruptlon and urged member
economies to ‘adopt and implement. codes. or norms. of . conduct. _In 2007 APEC Leaders
:e_r__ldrgg_s_ed ntqk ;grj[upt|o_n rmdples for the pubhc and 'prlvate sectors mcludmg an APEC Code'
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thical Interactions help ensure that medical decisions are mate in the best interesis of
patients, For relationships with healthcare professionals and other stakeholders to meet

this standard, companies in the blophartmaceutical sector! (“Companies”) shouid be guided by
these six principlas; -

Preamble

1.

Companies engage in the developmént, manufacturing, research, marketing, distribution,
and/or sale of medicings to benefit patients. '

Ethical reiétionships with healthcare professionals, govarnment officials, patients, and other
stakeholders are critical to the mission of Companies to help patients by developing and
making medicines availsble,

In interacting with all stakeholders, Companies are commitied to following the highest
ethical standards as well as ali applicable laws and regulations. Companies encol:rage
heaithcare professionals, government officials, and athers who work with Companies to
respect these Principles and adopt consistent standards if applicable.

These Principies are to reinforce our intention that Companies’ interactions are professional
exchanges designed to henefit patients and to enhance the practice of medicine. These
Principles are based on the fourdation that a healthcare professional’s care of patients

* For purposes of this document the term "wiopharmaceutical sector” includes companies, regardiess of ownership
status, that develop, manufacture, market, or distribute uharmaceutical and/or biologic produrts. Such products
are also referred to in these Principies as "medicines.”
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should be based solely on each patient’s medicsl needs and the heaalthcare professional’s
md
(]

craedical knowledge and experisnge

Compsnies have an obligation and responsibility to provide ohiective, sccurate, belanced
irformation shout thelr medicines to healthcare professionsls in order te estakiish a clear
uhoerstanding of the approprigte use of these medicines. Industry relationshi; [
heafthcare professionais must support, and be consistent with, the professional
resporsibilities healtheare professionals heve towards their patients.

Companijes should promote, sell and distribute their madicines in 2 manner that ls ethical,
objective, balanced and accountable, and in accordance with all relevant and applicable
laws and regulations. Information in promotional materials must support propsr
assessment of the benefits and ricks of the product and its proper use.

Companies are commitied to education and training on the safe, appropriste, and effective
use of thelr medicines. '

Companies are accountable for cornplying with relevant codes of ethical business practices.
They should also ensure that internal structures end procedures (Including sdequate
training of employees) are created to ensure responsible and ethical activities.

Comganies will comply with relevant standards regarding the development, production,
processing, distribution, commercialization and safety of medicines,

. Companies underiake to achere to relevant local, matioral, and regional industry ethics
codes in both the spirdt and the letier. -

1. Companies will respect the independence of patient organizations.

- Companies should ensure that all relevant personnel and agents acting on their hehalf are
appropriatety trained In the requirements of loczl, national, and regional industry ethics
cades,

. Companies will respect patient privacy.

- Companies will ensure that all persannel and third parties working on their behalf comply
with these Principles and all apnlicaile laws and regulations, :

-

= H

Tnrough the promotion of these Principles, Companies and APEC economias

1
ek to ansure that ethical practices are established,




1, interactions with Mealtheare Professionals

A mteractions between Companies and healthcare professionals provide valuable
scientific, clinical, product, and pelicy information avout medicines that may lead to
improved patient care.

B. Appropriate marketing helps to ensure that medicines are usad correctly for maximum
patient benefit. Company relationships with healthcars professionals are gritical to
achieving these goals because they enable Companies te:

1. inform healthcare professionals about the benefits and risks of medicines t© help
advance appropriate patient use; ’

2. provide scientific and educational information;
3. support medical research and education; and

4. obtain feedback and advice sbout our produdts through'consultat%on with
medical experts. :

C. Alt interactions with healthcars professionals are to be conducted in a professional and
ethical manner,

1. Healthcare professionals must not be improperly influenced by Companies.

2. Nothing should be offered or provided by a Company in a manner that
inappropriately influences a healthcare professional's prescribing practices.

3. Education and promotional activities should encourage the appropriste use of
medicines by presenting them objectively and without exaggerating their
properties, and should be in compliance with the provisions prescribed by these
Principles and applicable local, national, and regionzl industry codes of ethics.

4. Relationships between Company personnel and heafthcare professionals should
encourage the development of 2 medical practice committed to patients” welt-
heing and be based en truthful, accurate, and updated scientific evidence.

2. Fromotiona!l Information and Activities

A, No medicines shall be promoted for use in a spacific economy until the requisite
aporoval for marketing for such use has been given in that economy. Promoiion should
he consistent with locally approved product information.

1 Itis understood that national laws and regulations usually dictate the format and
content of the product information communicated on fabaling, packaging,
lezflets, dzta shests and in all promotional material.




D will be made

sermitted by

Z, Compantes commit that aerting
available to all healthcare professions
anplicakie faws and regulstions.

Fromutions information should be clear, lzgible, acourate, balanced, fair, chjective and
sufficiently complete to enable healthcare professionals to form his or her own opinion
of the therageuticvalue of the medicines concerned. ' '

1, Promotional information should be based on an up-to-date evalustion of alf
relevant evidence and reflect that evidence clearly. It should not mislead by
distortion, exaggeration, undue emphasis, omission or in any other way,

2. Prometicnal information should be capable of substantiation either by reference
to the approved labeling or by sclantific evidence. Such evidence should be made
avallable on request toe healthcare professionals. Companies should deal
objectively with requests for information made in good faith and should provide
data which are appropriate to the source of the inguiry.

3. Companies gre responsible for compliance with applicable laws and regulations,
including intellectual property laws, and locel, national, and regional industry
codes of ethics.

4. Clinical assessments, postmarketing surveillance and experience programmes
and  postsuthorization studies must net be cisguised prometion. Such
assessments, programmes and studies must be conducted wilh a pelrmariy
scientific or educational purpose,

5. Materials sponsored by a Eqrfnpan-y relating 1o medicings and their uses, whether
promotiona! it nature or not, should clearly indicate by whom they have been
sponsared,

3. Eaféw of Medicines

A,

A

Medicines provided by Companles will conform 1o high standards of guality, safery znd
efficacy as determined by regulatory authorities in each economy in which thay operate.

Companies will report adverse events or adverse drug reactions to regulatory
authorities, subject to applicable laws and regulations,

Symposia and Congresses




organized or spensored by @ Company should be to inform healthcare professionals .
zbout products and/or to provide sclentific or educational information.

8. Company relationships with healthcare professionats are regulated by multiple entities
snd intendad to benefit patients and to enhance the practice of medicine. tntgractions
should be focused on informing healthcare professionals about products, providing
scientific and educationsl infarmation, and supporting medical education.

Any sponsorship provided to individual healthcare professionals must not be conditional
upon an chligation to prescribe, recommend, or promete any redicine.

0

D. All Events should be held in 2n appropriate venue that is conducive to the scientific or
educational objectives and the purpose of the Event or meeting. Companies should
avoid using extravagant venues or resorts, :

E. Hospitality should be limited tc refreshments andyor meals iiwgideﬁta! to the main
purpose of the Event and should only be provided: '

1. to participants of the Event ahd not their guests; and
2. is moderate and reasonable as-judged by local standatds,

F. Companies should not pay any costs associated with individuals accompanying invited
healthcare professionals, -

5, infarmational Presentations by Company Representatives

A. In order to provide important scientific information and to respect healthcare
professionals’ abilities to manage their schedules and provide patient care, Company
representatives may talke the opportunity to present Information during healthcare
professionals’ working day, including mealtimes, in accordance with applicable laws and
reguiations. '

1. In connection with such presentations or discussions, 1t is appropriate for
occasional meals to be offered as a business necessity o the healthcare
professional as well as members of their staff sttending presentations, so feng as
the presentations provide scientific or educational value and the meals {a) arg
reasonable as judged by local standards; [b) are not part of an entertainment or
recreational event; and (c) are provided in a manner conduclve to informational
cormmunication. '

2. Inclusion of a healthcare professional’s spouse or other guest In g meal

accompanying an informational presentation made by or on behalf of a

. Cornpany is not appropriate. Offering “take-out" meals or meals to be eafen
without a Company representative being present is not appropriate,




A Lompzhy interactions are professional in

ature andd are intenced to faclitate the
sxchange of medical or scientific information tha

twill banefit patient care,

1. To ensure the spproprizte focus on educstion and informationsal exchangs and
10 avold the appearance of impropriety, Companias should not provide any form
of entartainment or recreational ltems, such as tickets to the theater or sporting
events, sporting eguipment, or leisure or vagation trips, to zny heslthcare
professional. Such emtertzinment or recreational benefits should not be offerad,
regardless of (1) the value of the tems; (2] whether the Company engages the
healthcare professional as a speaker or consultant, or (3) whether the
entertainmeant or recreation is secondary to an educational purpose.

2. Mo standalore entertainment or other lelsure or social activities should be
provided or paid for by Companies, Al events, entertzinment of modest nature,
which is secondary to refreshments or rreals, is allowed.

7. BEducational F‘ETE"HS and Gifts

A, Payments in cash or cash equivalenis (such as gift certificates) or gifts for the personal
benefit of heafthcare professionals should net he provided or offered to healthcare
professionals.

Lo Mis appropriste for Companies, where permitied by law or local codes of ethics,
to offer ftems designed primarity for the educstion of patients or healthears
professionals if the itemns are of modest value and do not have value to
hezlthcare professionals outside of his or her professional rasponsibilities,

2. These items should not subsidize normai routine operat:ons of a medigal
practace

&. hSuppaort for Lontinuing Medical Educstion

A Continuing medical education (CME), also known as independent medicai education
{IME), helps physicians and other medical professionals to obtzin information and
insights that can contribute to the improvement of patient cere and the madical
practice,

Y

Cornpanies should develop objective criteria for making CME grant decisions io
ensure that programs funded sra bonz fide and guality edurational programs
anc‘ that financia! sup;:}or"t' It not an-inducement to prescribe or recommend a

particuler medicineg o course of frestmen,

!




Grants, scholarships, subsidies, support, consulting contracts, aducational or nractice
related items should not be provided or offered to a healthcare professional in
exchange for recommending and prascribing medicines, of otherwise in g manner that
would interfere with the athics and the independence of a heaithcare professional’s
prescribing practices. Cormpanies should have 2 reasonahble expectation that the grantis
for the purpese of supperting legitimate education, scientific, or medical research,

Lem)

3. Samples

A, When used appropriately, samples can be an irmportant tool for healtheare professionals
and provide henefit to patient heaith outcomes,

3. In accordance with local laws znd regulations, samples of medicines supplied 2t no
charge may be provided to hsalthcare professionals in order to enhanhce patient care,
Samples must not be resold or otherwise misused.

1. Companies should have adequate systems of control and accountability for
samples provided to healthcare professionals including how to look after such
samples while they are in possession of medical representatives.

2. Samples should not be used as payment for services, return for favorable
treatment, or other inappropriate inducements.

10. Consultant and Speaker Arrangaments

A. Consulting arrangements with™ healthcare professionals aliow companies o ohisin
information or advice from medical experts on such topics as the marketplace, products,
therapeutic aress and the needs of patients. Companies use this advice to inforim their
afforts to ensure that the medicines they develop, produce and/or market are meeting
the needs of patients. In addition, healthcare professionals participate in Company-
sponsored speaking programs in order to help educate and inform other healthcare
professionals about the benefits, risks, and appropriate uses of medicines.

1. Companies should continue to ensure that consultant and speaking
arrangements arg neither inducements nor rewards for prescribing or
recammending a particular medicine or course of treatment.

2. It is appropriate for consultants and spaakers who provide services to be offered
reasonable compensation for thosze services and retmbursement for reasonable
travel, lodging, and meal expenses incurred as part of providing those services.
Any compensation or reimbursernent made in conjunction with a consulting or
speaking arrangement should be reasonable and based on fair market value.
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I Consulting or ad Carrangermanis lavking
Aot be used 10 justify compensasting healthosrs professierals for thaiv tme o

their travel, iodging, and other o m—ur—m'xe‘c EARENSSS

P

he Tellowing factors support the existence of 2 bong fida comsulting o0 speaking
arrangement {not all factors may be relevant to any particular arrangement .

1. & written contract specifies the nature of the services to he providao and the
basis for payment of those services; :

4. @ legitimate need for the services has been clearly identified in advance of
requesting the servicas and entering into arrarsgememt with the prospective
consultants;

3. ihe criteria for selecting consultants and speskers are directly related to the
identified purpose, and the persans responsible for selecting the consultants and
speskers have the expertise necessary to evaluzle whether the particular
healthcare professionals meet thase criteria;

4. the number of healthcare professionals vetaired is mot grester than the number
reasonably necessary 1o achieve the identified purpose;
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use of, the services provided;

& the venue and circumstances of any meeting with consultants or speakers are
conducive with the primary focus of the mesting: specifically, resorte are not
appropriste venues,

11, Compliance Procedures and Responsibilities

A,

12,

His the responsibility of Campanies to ensure that internal compliance procedures exist

thet facilitate compliance with these Principles and the spirit they embody. These
procedures should be documented and provided to employees to further enhance
compliance.

Conduct and Training of Company Representatives

Company rapresentatives play an imporiant role in delivering accurate, up-to-date
information to healtheare professionals about the approved indications, bensfits and
risks of medicines. These representatives often serve as the primary point of contact
between the Companies who research, develop, manufacture and market medicines
ard  the heaithcare professionsls  who orescribe  them. As  such, Company
representatives must aet with the highest degree of professionalism and intsgrity.




1, Companies should ensure that ail representatives who are emploved by or acting
on behalf of the companies, and who visit healthcare professionals, receive
training about the applicable lzws, regulations and industry rodes of ethics that
govern the representatives’ interactions with healthcare professionals. In
addition, companies should train thelr representatives to ensure that they have
sufficient knowledge of general science and product-specific information 1o
provide accurate, up-to-date information, consistent with spplicable laws and
regulations.

2. Companies should provide updated or additional training in all of the areas
needed for their representatives who visit healthcare professionals. Companies
should also assess their representatives periodically to ensure that they comply
with relevant Company policies and standards of conduct.

3. Companies should take appropriate action when representatives fail to tomply
with relevant Company policies that are consistent with these Principles and
national and lecal industry codes of ethics.

13, Public Sector Relationships and Procurement

A. The decision-making process by Companies and Governments during and including the

0

government procurement process, through bidding or any other procedure of
government procurement, must be professional and ethical. There shouid be no
attempt to exert Inappropriate influence.

Cornpanies must provide accurate and halanced information to the Government,

Companies end government officizls shoutd ensure that their relationships and fee-for-
service arrangements comply with government ethics rules or procedures,

14. Clinical Trials

A, Al clinical trials {phases | 1o IV) and scientific research involving patients sponsared of

supported by companies will be conducted with the Intent to develop bona fide
scientific knowladge that will benefit patients and advance science and medicine.
Companies must ensure transparency and accountability In the presentation of research
and publization of study results. _

Clinical trials should ot he used as inappropriate inducements for past or future sales.

Clinicat trials should be undertaken in an ethical manner, without undue influence by
competitors.

10
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T Donatd
institutions invalved in promating sctivitles such as artistic, charftable, cultural,
community, educationsl, humanitsrian, heslth, philanthropic, and sporting
activities in accordence with applicable laws and regulations.

ne including donatlons In king, may be proviged io organizations and

2, Companies should ensure that such support is not undertaken solely for product
promotionzl reasons, and is not directed solely for product promotion purposes.

3. Funding and donatlons in-kind should be directed to organizations and
documented in manner that outfines the nature of the donation provided,

4. Ackrowledgement by the recipient arganization of such support should he
restricted to appropriate recognition of support,

2. Upmpanies should ensure that there are no incentives to prescribe, recommend,
purchase, supply o administer & product based on financial support and that
nothing should be offered or provided which would interfere with the
independence of a healthcare professional's prescribing or dispensing practices

16, Patient Organizations

A,

8.

Companies should respect the autonomy of patient organizations and thelr
independence,

Support from Companies must not be conditional on the prometion of a specific
medicine.

17. Adherance to Priaciples

B

Al Companies that Interact with healthcere professionals, government officials, and
wiher stakeholders should adopt procedures to assure adherence in these Principles
nd local, national, and reglonal indusiry codes of ethics  Healthesre professionals,
overnraent officials, and other ﬁakchmmcrs should respect these mmcspie' and adopt
mzistent standards if applicable

i"\ Em L}




implemantation

in order te promote an ethical commercial envircrmment, coogeration among multipts

stakebolders

is required, Therefore, it is recommended that Companies, healthcars

srofessionals and APEC economizas engage in the following activities:

Companias and industry associations should:

Develop and implement codes of ethies consistent with the Principles set out
above, Industry associations should consider pubticizing those members who

have signed onto the industry codes, among other steps to encourage adoplion”

of industry codes,

Make available training reparding industry codes of ethics to healthcars
orofessionals and healthcare professional students in collaboration - with
recognized authorities.

Contribuie to and participate in capacity building, in particular for small ard
medium sized enterprises (SMEs),

Work together to ensure that the above Principles and their industry coges of
athics remain relevant and effective to address naw business arrangements that
may emerge.

Healthcare Professional Organizations should:

o5

Respect these Principles and develop ana implement codes of ethics consistent
with the above principles.

APEC Feonomies should:

Develep and make known clear, distinctive, accountable and comprehensive
poticies on precurement processes and procedures.

Encourage industry regulators and/or anti-corruption spforcement authorities
to endorse and support the above Principles and national and local industry
codes of ethics, where appropriate.

Encourage Companies to adhere to the sbove Principles and nationsl and local
industry codes of ethics.

Formulate and promate clear laws and regulations that are chjectively applied.

Work to advance ethical collaborations consistent with the above Principles
regionally, through regular communication, joint policies, joint capacity building
activities, and other forims of collaboration.



= Work togather to ensure that the sbovs Principlas remisin ratevant and effeciive

tooaddrest new business arcangamenis tha

Terge.

For the purpose of these Princlples, the following definitions are provided;

"Congress” means an event sponsored and organized by a seelety, college, unfversity or other
noaCompany antity for the purpose of providing medice! and/or scientific Information,

"Consuftant” means an external, independent healthcare professional, sclentist, patlent
assaciation/ patient representative, public or privaie paver retained individuslly or through an
entity (2 g. university, hospital or research organization) to provide advice, information or other
services. ‘

"Healthcare Professional” means s provider of medical or health services and any other person

or organization that furnishes, bills, or is paid for heslth care in the normeal course of businees,

including but not lmited to physicians, nurses, or pharmacists and thair staff,

"Representative” means 3 person calling on healthegre professionals and/or their staff on
behalf of a Company regarding the promotion or discussion of medicines,

ot
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