
































































































































































































































ABHI

Third Party Organised Procedure Training: means
a type of Third Party Organised Educational Event that is
primarily intended to provide Healthcare Professionals
with information and training on the safe and effective
performance of one or more clinical procedures in
circumstances where the information and training concern;

+ Specific therapeutic, diagnostic or
rehabilitative  procedures, namely clinical
courses of action, methads or technigues
{rather than the use of health technologies); and

* Practical demonstrations and/or training for HCPs, where
the majority of the training programme is delivered in a
clinical environment.

For the avoidance of doubt, proctorship and preceptorship

are not considered to constitute Third Party Organised

Procedure Training.

Transition Period: means the period from 1 January
2017 up to and including 31 Decermnber 2018, following
which Member Companies shall no longer provide financial
or in-kind support direct to Healthcare Professionals 1o
cover costs of their attendance at Third Party Organised
Educational Events with the exception of Third Party
Organised Procedure Training meetings or pursuant to
a consulting agreement with a Healthcare Professional
speaker engaged by a Member Company to speak at a
satellite symposium.
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AN N EX I [AMENDED IN JULY 20181

CVS SCOPE: WHEN ARE CVS ASSESSMENTS REQUIRED?
PRIOR CVS SUBMISSION

IN MEDTECH EUROPE OUTSIDE MEDTECH EUROFE
GEDGRAPHIC AREA GEOGRAFHIC AREA
WHICH TYPE OF MATICNAL INTERMNATIONAL INTERNATIONAL INTERMNATIONAL
SUPPORT CAN UG LT LU ([ Third Party Organised  (Third Party Organised  [EUUEEE LRl R LIRS
MEMBER COMPANIES Educational Events Educational Events Educational Events Educational Events to
PROVIDE TO attended by delegates  EEWENTLENTCNLEIELEN RN L CCLEVCESE which no Healthcare
WHICH THIRD PARTY which are local HCPs coming from at least two  who are Healthcare Professionals registered
ORGANISED only) countrias of the and practicing in the
EDUCATIONAL MedTech Euro MedTech Europe
EVENTS? Geographic Area attend,
neither as speakers or
delegates)
Educational Grant to Allowed decision  Allowed.
support the general Te T e (it of scope of the
EDUCATIONAL running of a conference application of the Code®
GRANTS'
$::IEI::1I-J:Q Educational Grants that Allowed. Allswed.
includes funds to support Mol sulbjec CVS decsion NiA
THIRD PARTY HCP attendance to the
ORGANISED
conference
COMFERENCE
Educational Grants that Allowad. Subject to (
includes funds to support NJA
Faculty
Ennsmlan::y agreament Allonwed. Subpect t decskon
Tor speakers in aatellite MR
COMMERCIAL sympasla
ACTIVITIES
Allowed. Subpect t
= Out of scope of the
Booths/fadvartising application of the Code
Direct sponsorship of Net allawed! Mot allowaed.
HCPE as delegates NJA
DIRECT SPONSORSHIP | (nassive participation)
OF HCPs REGISTERED
AMD PRACTISING IN
THE MEDTECH EUROPE
GEOGRAPHIC AREA Direct sponsorship of Met allowed] Mot allowed? Mot allowed.
HCPe as Faculty MJA
{active participation)

MedTech Europe Geographic Area ncludes the cownlries in the European Econamic Area (EEA), as well as those other countries where Member Associalions are focated.
Formerly referred to as “Cross-border Events",

For avoldance of doubt, in 2018, this category of “Third Party Organised Edwcational Events attended by delegates who are Healthcare Professlonals registensd and practicing in the
MedTech Euvrope Geographic Araa”™ has fo be indersfood as covering only Healthcare Professionals frorm the WedTech Europe Geographic Area banefiling frorm an Educalional
Grantd.

Educational Grants: means provision of funding, Member Company or third party prodeucts oF other in-kind support to 8 Healthcare Organisation by or on bahall of a Menmber
Company on a restricted basis for use solaly for the suppert and the advancement of genuine medical education of Healthcare Professionals, patients andior the public an clinical,
scigntific andfor healthcare topics rafevant to the tharapeutic araas in which the Membar Company is interested and/or involved.

Allowad means mo CVS decizion (& required but the prowslons of the ABHI Code of Ethicsl Business Practice and national laws and requiahions st appiy.

Quf of scope: Means the Code doas nof appdy givewr that the situafion doaes neither invodve a Member Company inferacting with an HCP or HCO regisfered and practicing in the
MedTech Europe Geographic Araa nor doas the activify take place in the MedTech Europe Geographic Area.

Piaase note direct suppoet for attendance of HCPs fo Third Party Organised Proceduwne Training meetings ke affowed provided it compies with the reguirements of the Code.
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ANNEX " (ADDED IN MAY 2017)

DISCLOSURE GUIDELINES TEMPLATE EXAMPLE*

TEMPLATE

Full HCO HCOs: Country of Registerad Unique A, Object B. Object
Mame city where Principal Address country Educational {Optional) Other [Dptional)
registered Practice / local Grants Educational
Activity identifier to Support G
Third Party ants to
Organised HCOs
Events for to {including
Support HCP Scholarships,
Pa';"fr"r’:l"r:"'" Fellowships
Party and Grants
Organised for Pubdic
Educational Awareness
Events) Campaigns).
HCOMPCO 1 Yearly amount Optional Yearly amount Optional
HCO/PCO 2 Yearly amount | Optional Yearly amount | Optional
etc, Yearly amount Optional Yearly amount Optional

*Please note that this template is for illustrative purposes only. The template to be used for reporting purposes will be available
in the TransparentiedTech website.

Q: What is a "unigue country local identifier"?

A It refers 1o & specific, unigue and sustainable reference to identify Healthcare Organisations. Reporting companias will use the Healthcare
Organization’s VAT as unique country local identifier by default In those countries where Healthcare Organisations do not necessarily have a VAT
nurmber, another identifier, unigue for this Healthcare Organisation and cormmean for all reparting cormpanies will be provided.
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AN N EX I I I (ADDED IN MAY 2017)

MEDTECH EUROPE GEOGRAPHICAL AREA

The MedTech Europe Geographic Area currently includes:

a) countries with Mational

Associations:

W Austria

M Belgium

W Bulgaria

B Czech Republic
W Denmark

W Finland

B France

B Germany

W Gregce

B Hungary

W reland

W [taly

B The Metherlands
W MNorway

B Poland

B Partugal

B Romania

W Russia

W Slovakia

W Slovenia

W Spain

W Sweden

W Switzerland
W Turkey

B The United Kingdom
W the countries where Mecomed

is active

b) countries party to the European

Economic Area agreement
without a MedTech Europe
Mational Association:

W Croatia

W Cyprus

M Estonia

W |celand

W atvia

B Liechtenstsin
WL ithuania

B | uxembourg
W iialta

\
»
-

c) countries where Medcomed
is active

B Algeria

M Bahrain

W Egypt

M iran

Hirag

W lordan

W Euwait

W =banan
W Libya

W Mauritania
W horocco
W Oman

M Pakistan
W Juatar

W Saudi Arabia
W Sudan

W Syria

M Tunisia
HUAE

W Yemen

Please note that countries covered by Mecomed, the Middle East Medical Devices and Diagnostics asscciation, are not currently

under the scope of the Disclosure Guidelines.
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AN N Ex IV (ADDED IN JULY 2018)
VERIFICATION OF THE USE OF FUNDS

How can a Member Company verify that the Educational Grant is in fact used for the intended purpose as agreed in the
Educational Grant agreement?

A Member Company should set up an internal verification process for the purpose of ensuring that the funds provided through
an Educational Grant are used for the agreed intended purpose. For example, such a process could include verification of every
single Grant provided by a Member Company or periodic verification of a selected sample of Grants, after the Event takes place
or before any subsequent application for an Educational Grant.

Examples of the documents requested by a Member Company for verification purposes could include, but are not limited 1o,
the following:

Grant to support Healthcare Professionals’ attendance at the Third Party Organised Educational Event:
+  Attendance preof (e.g. hotel check-out form, signed attendance list, a digital certificate issued by the Event arganiser etc.)
+  Travel proof {e.g. flight/train tickets)
+  Copy of the receipts of taxi fairs, meals etc.
«  Where allowed, pictures of the Event,

Grant to support the costs related to organisation of the Third Party Organised Educational Event:
«  Budget breakdown listing the general expenses of the Event
+ Accounting records, copies of invoices, receipts
Verifications performed by company staff on-site during the Event.
« Written confirmation from the Event Organiser that the funds were spent as intended

+  Documentation of the speaker's presentation [e.g. slides)

Grant provided in the form of a Scholarship or Fellowship:
+  Activity records of the educational programme
Certification of enrolment from the institution or professaor in charge

« Progress report by or of the beneficiary

If & Grant recipient fails to provide the requesting Member Company with the documents or if a Member Company determines
that the Grant funds were not used as provided in the Grant agreement, the Member Company:

«  Should take this into account whan assessing any future funding request from the same Healthcare Organisation.

+  Mhay consider requesting MedTech Europe to withdraw the right to use the Logo, if the HCO/PCO is an MTE “Chartered
Organisation” under the Ethical Charter (hitps://www_ethicalmedtech.eu/ethical-charter/general-overview/)

I



ABH

AN N Ex v (ADDED IN MAY 2017)
EXAMPLE OF DISCLOSURE GUIDELINES METHODOLOGY NOTE

STRUCTURE

1 Intraduction
2 Executive summary of the methodologies used for disclosure purposes and countries specificities
3 Definitions
*  Recipients
+  Types of Educational Grants
4 Disclosure scope and timelines
5 Disclosures in case of partial performance or cancellation
6 Cross-border activities
7 Specific considerations:
«  Multi-vear agreements

+  Consent management (please note that some jurisdictions may require the legal entity's consent for publication of
data)

- Consent collection
- Management of recipient consent withdrawal
- Management of recipient's request
= Partial consent
8 Disclosure Form
+  Date of submission
+  Currency in case of aggregated payments made in different currencies
« VAT included or excluded and any other 1ax aspecls
9 Disclosure financial data and amount of Educational Grants provided

10 Calculation rules
Disclaimer: This Methodalogy note is provided as a template o support Member Companies in the implementation of

these Disclosure Guidelines. Any other template may be egually valid provided it complies with the general

requirernents set out in Section 2.4 Methodology.
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AN N Ex VI (ADDED IN JULY 2018)

DIREGT SUPPORTTO HCP PARTICIPATION IN EVENTS AS
OF 15T JANUARY 2019

Direct Support for HCP attendance(*)

Setting Faculty/speaker(s) Delegates
Main Event / Independent Scientific Pragram Nat allowed Mot allowed
Thm_d pﬂm" I:Ir.gflrlt'f:‘l Satellite Symposium ithrough a cansulting agreemsant) Nat allowed
Educational Confarences
Boath (thraugh a cansulting agreermsant) Mot allowed
Third Party Organised Procedure Training meeting®
*Criterla to distinguish a Third Party Organised Procedure Training meeting
can be found in O&& 21
NOT taking place around
ar at the same time as a
Third Party Organised
Product and Educational Event
Pracedure Training and
Education Event Taking place around or
al the same time as a
Third Party Organised Mot allowed
Educational Event
Campany Events
or ot the e e a6 & ot sllowed
. fawe o e i
Third Party Organised (through a consulting agreement) ‘éxLEEE for 1r1et-llce||mnalralu.n of
. Educational Event nor-portable equipment)
Sales, Pramational and
Other Business Meeting Taking place around ar
at the same time as &
Third Party Drganised Mot allowed
Educational Event

DESCRIPTION
Delegate: "Delegate” is any Healthcare Professional who is attending passively a Company Event or a Third Party Organised
Event (TPOE) and cannot be considered as "Faculty”.
For avoidance of doubt, poster- and abstract-presenters are considerad to be Delegates.
Satellite Symposium: Common elements of Satellite Symposia are:
It takes place at a TFOE and it is part of the TPOE official programme (i.e. not focused on marketing specific products);
The Company is responsible for the content subject to review by the Organiser where required;
« ltiz open to any delegate, not only to selected individuals,
+ It has Company branding and the Company can promaote the Satellite Symposia to customers.
Speaker/Faculty: "Faculty/speaker” in this chart is someone who is considered as speaker, for example someone who gives a
presentation whether in a Company Event or a TPOE; is moderating/chairing a session and therefore needs to prepare ahead
of the presentation/moderation,

GUIDANCE
Speaker/Faculty: In order to determine whether an event is a TPOE or a Company Event, the following aspects should be taken

into account:
+  Open events (not only Company’s customers) are typical of TPOE, and in this case, it is a Third Party that chooses HCPs

attending;

Who is primary initiator of the Event: How much is the Third-Party vs. the Company involved, wha is driving the agenda?
+  CME accreditation is an TPOE indication;
+  TPOE are generally breader than ane or few products;
+  Single-sponsored events are often Company Events.
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AN N Ex VI I (ADDED IN JULY 2019)

THE CRITERIA APPLICABLE TO THIRD PARTY ORGANISED PROCEDURE
TRAININGS

Third Party Organised Procedure Training, as defined in the Glossary of the the ABHI Code of Ethical Business Practice ("the
Code”) means a type of Third Party Organised Educational Event that is primarily intended to provide HCPs with information
and training on the safe and effective performance of one or more clinical procedures in circumstances where the information
and training concern:

+ Specific therapeutic, diagnostic or rehabilitative procedures, namely clinical courses of action, methods or technigues (rather
than the use of medical technologies); and

* Practical demaonstrations and/or training for HCPs, where the majarity of the training programme is delivered in a clinical
environment.

Chapter 2 of the Code provides that Member Companies may support Third Party Organised Procedure Trainings (" TPPT?) either:

« via Educational Grants (in accordance with Chapter 4 Charitable Donations and Grants), OR

* by providing financial support directly to individual Healthcare Professionals ("HCP) to cover the cost of attendance at Third
Party Organised Procedure Training sessions.

This excaption is to be narrowly interpreted

For cross-border and international Third Party Organised Events, it is the CWS Compliance Officers whose responsibility it is to
determine whether or not a conference meets the criteria to be gualified as a Third Party Organised Procedure Training. In case
the Event does not meet the TPPT criteria, it will be re-qualified as a Third Party Organised Educational Conference.

CRITERIA FOR TPPT DETERMINATION

1. Programme:

Practical and hands-on activities must comprise the majority of the programme of TPPTs (unlike Third-Party Organised
Educational Conferences which are theoratical in nature), TPPTs are often referrad to as “courses”, rather than “conferences”
or “seminars”. Examples may include courses aimed at acquiring or improving the HCF's skills in minimally invasive surgery,
orthopaedic trauma surgery, or the implantation of cardiac rhythm devices, etc.

The pragramme must be focused on acquiring specific medical skills relevant to certain medical procedures as opposed to
products, or medical technologies, The programime must include practical sessions,

In order to be considered a TPFT, the practical sessions must in all cases represent more than 50% of the full programme and
hands-on sessions must represent at least one-third of the full programme. These requirements must be clearly indicated in
the TPPT programime.

The following will be considered as examples of practical sessions,

+ Hands-on sessions in which all attendees to the TPPT participate actively. In these sessions, attendees perform specific
procedures on settings and environments appropriate for the practice of the relevant procedure. Examples of hands-on
sessions may include surgery simulations where the technologies relevant 1o the specialty are practiced on cadavers,
skin models, synthetic bones, cath labs; ete. To ensure that attendants are able to fully benefit from the active aspects of
hands-on sessions, no "station” (model, cadaver, table, etc.) can in principle have more than four participants. For ethical
considerations, when human cadavers are used, up to eight participants may share a "station”.

« Streaming (e.q. video, 3D-rendering software, augmented reality) or demonstrations of live surgeries.

+ (Case study sessions when the trainees learn about procedure preparations and best practices from specialty expert(s).
These sessions must be interactive and based on pictures, videos, animations, 30 rending software, augmented reality, etc.
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2. Venue:

TPPTs" hands-on sessions are typically organised in either a clinical environment or in places suitable for medical procedures.
Exarmples of a clinical environment include hospitals or clinics, where medical treatment on real patients is given (e.g. operating
room, cath lab). Examples of simulation settings include conference or meeting rooms which are appropriately equippad with
relevant simulation devices/systems, or experimental laboratories suitable for training on cadavers, skin models, synthetic
bones, live animals in accordance to applicable regulations and ethical rules, etc.

3. Stand-alone event:

TPPTs must be stand-alone. Where the majority of the training is not given in a clinical environment, for example where
the training is organised in connection with, adjacent to, or at the same time as a larger Third-Party Organised Educational
Conference, that training will not qualify as a TPPT as defined in the Code.

4. Size:

Given the essential practical and hands-on element of a TRFT and given the fact that Member Companies would know the
identity of the HCPs participating in the course, the size of such training is usually relatively small. However, provided that the
above criteria are met, size may not be a determining factor.
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