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= Governance

4 key pillar

= Alignment

tO | m p | eme nt d " Member adherence

CO d e = External Engagement




= Governance is fundamental

G OV E R N A N C E = Alive vs. lost in office shelves

= Should be governed by the members and staff




success
Indicators

Should be create by the collective
Not by one person or a small team
Should have involvement of the members

Building early buy-in among members as the code is
revised in critical

Has the code been approved by a Board and/or the full
membership, as well as publicly endorsed by the
association’s leadership?



Key take away

Once a code of ethics is in place, ideally created and
endorsed by the members, the next step is to see the
code communicated to the association’s members on a
frequent basis.

This is a key step to keeping the code of ethics alive, after
it has been adopted. This can include routine code
training and awareness sessions, circulating the code
on a periodic basis to your members by mail and email,
as well as incorporating the code into other association
activities that do not seem to related to ethics.

The code should always be visible to members when they
are engaging with the association.

Frequent reminders and attention will keep buy-in strong.

The code should also be posted online along with other
materials that can help the members and other
stakeholders to understand and follow it.



= To continue with the same approach on success
indicators for effective code governance: once you have
S U ﬁl Cle N t a code of ethics that was created and endorsed by the
membership, as well as that is routinely communicated
Re sources to the membership, the next success indicator is
ensuring there are sufficient resources or procedures in
place to sustain the code’s governance over time.




_ = Some associations can be well intended in developing

and launching the code, communicating it to members,
but then the process starts to slow down and become
less of a priority. This is perhaps the most unfortunate
circumstance.

TO p p 'O rlty = A code of ethics should always be an association’s top
priority. And nothing can be considered a top priority if
the code is not sufficiently resourced and has
procedures around it to ensure it is sustained as a

priority.



= So if you have a well-supported, communicated, and
_ resourced code of ethics, the association is much better

positioned to offer a diverse training program, ideally

that supports member adherence as well as external
stakeholder awareness.

S u p po rt to th S = Some associations with a well-governed code can also

Mmem be I'S setup a process to provide one-on-one assistance for
any member company that is looking to learn more and
to align their business practices. This means providing

a reliable option for members to outreach to the
association for help.



_ = Some associations will also consider code complaint or

violation procedures, but this greatly depends on the
environment on a country-by-country basis.

Code compliant

. . = If a code of ethics does have a complaint procedure, it is
di d VIO | atlo N very important that the code be very well governed

p roced u re with all of the items we have mentioned, or else there
are risks that the compliant or violation procedure loses

credibility.




= Lastly, as you know, codes can become stagnant as the
world around us continues to change.

= A well governed code of ethics will be routinely
reviewed and deliberated upon by the association,
ideally the leadership and in many cases an ethics

Continous

committee, to determine if any updates are needed.

1M p roveme nt & = This will help to ensure the association’s focus on the

U pd ate code is always progressive and working to improve the
ethical business environment for the sector.

= You never want to give rise to the view that the code is
out-of-date. This is also a great leadership role for any
association in the market.
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2019 SUMMARY REPORT ON CODE OF ETHICS
IMPLEMENTATION BY MEDICAL TECHNOLOGY INDUSTRY ASSOCIATIONS

The Inter-american Coalition for Business Ethics in the Medical Technology Sector (“the Coalition”) monitors code

of ethics P and impl ion by member medical technology industry assodations acoss the
Americas. These 14 national i associations (plus three regional/nati i one i sodety,
and one national ethics institute] collectively represent nearly 2,000 member enterprises, of which nearly 1,800

are identified as SMEs. These enterprises constitute a majority of the firms that develop, manufacture, market,
and/or distribute medical technologies (devices and diagnostic products) across the Americas, particularly
within the ten countries where thesa organizations are based

This summary report overviews the second annual assessment of code of ethics implementation by Coalition
medical technology industry assodations. As such, it provides further data for the Coalition’s capacity-building
program to implement the Bogota Principles launched in 2017. The Coalition is pleased to report that all national
industry assodiations have adopted a code of ethics, the first time in the history of the region. While this
represents an important milestone, further progress is needed across all fowr key areas of effective code
impl ion: (1) code (2) code 3) i and (4) external stakeholder
engagement. Coalition member industry associations continue to seek creative solutions to resolve the “non-
member dilemma” — how to entice enterprises within the market (who are not association members) to adhere to
the high-standards of the Bogota Principles.
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Medical technology industry association codes of ethics are strong tools to disseminate and harmonize athical

business practices among many enterprises. However, they only serve as effective tools if robust code govermance
is in place. Through this assessment, the Coalition monitors several crucial areas to identify where such governance
exists. The results across these areas are indicated in the following chart:

S u rVe re O I l Assassment Area “¥es" in 2019 “Yes” im 2018
Dpistributed the code to member companies within the last two years 100% T 3%
Internat version of the code is available in loc 100% N/A
Resources to support code mail e, pi ion, and impl i 3% T TI%

(¥es + Some) [Yes + Some)
Procedures to review the code and ensure it is up-to-date Ti% T E7%
Provide one-on-one assistance to member companies seeking to align Ti% T 60%
their business practices with the code
Maintains a cede complaint or violation procedure (with routine use) B54% T [20%) 53% (20%)
Offier code of athics training to member companies B6a% | 67%
Planning to amend the code within the next 12 months 57% T ars
Offer code of ethics training to third party enterprises 43% N/A
Offer code of ethics training to individual sales representatives 36% NfA

! Coslition industry associstions are based in the following countrics: Amgentina, Brazil, Canads, Chile, Colombia, Ecusdr,
Mesxico, Peru, and Marry ise5 within thess assaciations h ather countrics.
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