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PURPOSE - SCOPE

Article 10 aims to

e provide a clear and balanced framework for regulating promotional activities
e prevent any undue influence
e strengthen the trust between healthcare professionals (HCPs) and patients

This guideline
e is an interpretive document - not exhaustive
 cannot derogate from the law itself

Scope Out of scope

Medicines for human use Veterinary medicines
Medical devices for human use Veterinary medical devices




ler. Il est interdit, dans le cadre de la fourniture, de la prescription, de la délivrance ou de I'administration de
meédicaments, de promettre, d'offrir ou d’octroyer, directement ou indirectement, des primes, des avantages
pécuniaires ou des avantages en nature aux grossistes, aux personnes exercant des activités de courtage, aux
personnes habilitées a prescrire, a délivrer ou a administrer des médicaments ainsi qu'aux institutions dans
lesquelles ont lieu la prescription, la délivrance ou I'administration de médicaments.

$ 1. Het is verboden, in het kader van het leveren, het voorschrijven, het afleveren of het toedienen van
geneesmiddelen, rechtstreeks of onrechtstreeks premies of voordelen in geld of in natura, in het vooruitzicht
te stellen, aan te bieden of toe te kennen aan groothandelaars, aan bemiddelaars, personen die
geneesmiddelen mogen voorschrijven, afleveren of toedienen, alsook aan instellingen waar het voorschrijven,
het afleveren of het toedienen van de geneesmiddelen plaatsvindt.

§7 : The provisions of Article 10 apply to medical devices and accessories

be



THE GENERAL RULE - ARTICLE 10 §1 - BAN

" |n connection with the provision, prescribing, dispensing, administration or use of
medicinal products or medical devices

= jtis prohibited, directly or indirectly ,

" to promise, offer or grant premiums or benefits, pecuniary or in kind, to

e Wholesalers and brokers

e Healthcare professionals (who supply, prescribe, dispense, administer, or
use medicinal products or medical devices)

* Institutions where these acts take place

Article 10 §6:

= To solicit or accept, directly or indirectly, any premium, benefit, invitation or
»  hospitality that are contrary to articles 10 (and 12 — samples)
" jsalso prohibited

be




THE GENERAL RULE - ARTICLE 10 §1 - BAN

General principle :

" every premium or benefit is prohibited unless

= jt falls within the exceptions

However, the objective is not to exclude all forms of benefits, but

» to clearly specify the circumstances in which premiums and benefits may be
allowed under specific conditions.




Who cannot promise, offer, grant premiums & benefits

v" Any natural or legal person
v In Belgium or abroad
v' Whose activities involve the provision, prescribing, dispensing, administering, or use of
medicinal products or medical devices.
Includes:
 Manufacturers, importers, and distributors of medicines for human use
e Brokers
e MAHs and registration holders
e Companies that manufacture, import, supply/rent out, distribute medical devices & accessories

» Companies

Also covered:
e Other actors such as associations of HCPs
» when they grant, directly or indirectly, advantages to HCPs

 Mixed portfolio does not exempt a company (e.g. distributor selling both medicines and food

supplements) l

e No exhaustive list in the law

>




Who cannot solicit or receive premiums/benefits

» Natural or legal persons

Medicinal products

e Wholesalers and brokers
e HCPs:

O Prescribers:

physicians, dentists, midwives (qualified), veterinarians (within scope)
O Dispensers:

pharmacists (public and hospital) and pharmaceutical technical assistants
O Persons administering:

nurses, healthcare assistants, paramedics and others

Medical devices and IVDs
e Wholesalers and brokers

 HCPs authorized to supply, prescribe, dispense, administer, apply or rent out
medical devices
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Who cannot solicit or receive premiums/benefits

Health organizations

= Any association or organization active in healthcare or medical/scientific field

o
o
Q>

Healthcare institutions

e.g. hospitals, nursing homes and care homes, private clinics, rehabilitation centers, home care services and

similar healthcare institutions

Persons within institutions
e.g. hospital directors, hospital technicians, members of procurement committees

Associations and partnerships of HCPs
General practice offices, group practices, associations of HCPs, civil partnerships, etc.

when acting as organizers, intermediaries, or contracting parties for scientific events, training activities,

Professional associations
O are not targeted
O But direct or indirect premiums or benefits cannot be granted to HCPs through such associations
» to be assessed on a case-by-case basis
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Who cannot solicit or receive premiums/benefits

Patients and patient organizations

e NOT targeted as beneficiaries under Article 10, but

» benefits must be used exclusively for activities and services of the organization
benefiting patients
(e.g. purchase of a wheelchair, organization of activities for patients,...)

» no benefit can be granted, directly or indirectly, to HCPs, including those active
within the organization

I Sunshine Act
Patient associations are considered beneficiaries for the purpose of the Sunshine Act
0 » transfers of value must be disclosed.
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What is meant by premiums & benefits under Article 10

» to be broadly interpreted
» any form of financial, material or intangible advantage, that directly or indirectly,
» provides a benefit to the concerned HCP or health organization

The assessment is based on the
e economic value of the advantage
e potential impact on professional independence

Examples of advantages :

* Financial: payment of costs of participation in scientific events; financial rewards; non-
market-conform discounts; unjustified reimbursements of expenses,...

* In kind / material: gifts not meeting the condition of ‘negligible value’; goods, equipment or
services provided free of charge or at below-market prices

* Services without invoicing™*: free maintenance, repairs, loan of medical devices or company
staff present on site in clinical settings
be

¥

*services and costs not demonstrably included in the purchase price of the product



Commercial transactions not considered premiums & benefits

» Commercial discounts

O Commercial pricing, margins, discounts on purchase/sale of medicines or medical devices

Allowed when are
e not contrary to other legal provisions (e.g FPS Economy)
e fully traceable through invoices

Note: without prejudice to any stricter applicable specific legislation (e.qg. narcotics and psychotropic substances)

Not allowed
O Promotional activities whereby, upon the purchase of a medicinal product or medical
device, one or more products are offered either free of charge or at non-market prices
(whether the same or a different product)

for the following reasons :
e |t stimulates sales by granting additional products (not necessarily meeting an actual need)
 The perception of "free units" differs from that of a price discount on the product

» When an additional product is offered, it
J v must meet the conditions of Article 10 §2, 1°
v" cannot be a medicine
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Commercial transactions not considered premiums & benefits

> Stand rental at events

Allowed

Payment for stand space = commercial transaction
e Remuneration for a concrete service or facility : stand space, technical support, logistics, visibility
e Requirements:
v Fair & market-conform price, proportionate to the service, transparent, based on objective
criteria (location, surface area, duration, visibility)
v' Written agreement between organizer and company

Not allowed

Payment for stand space may NOT be used to finance, even partially :
e Registration fees for HCPs
 Travel, accommodation, meals for HCPs
* Hospitality on the stand or elsewhere during the event
 Non-scientific lectures, presentations or other program elements that could be considered a benefit

> If payment used to finance, direct or indirect, benefits for HCPs, in whole or in part,
o > constitutes a prohibited benefit u
o




Article 10 §2 - THE three exceptions to the general ban

1. Premiums or benefits of very low value
* If relevant to the practice of the profession

2. Scientific events
 Invitation and coverage of participation, including hospitality, under cumulative conditions

3. Legitimate scientific services
e Remuneration within reasonable limits for services effectively provided

All benefits remain prohibited unless they demonstrably fall within one of these three categories.

be
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Article 10 §2 - The three exceptions to the general ban
Exception 1: GIFTS of very low value

Cumulative conditions :

v" Very low value
O Value thresholds
e Maximum per gift: €50 incl. VAT, based on current market value
e Maximum per company per year: €125 incl. VAT per HCP

v Relevant to professional practice

O must be:
e Functional
 Consistent with the practice of the healthcare profession

» To avoid any undue influence on the independence of the HCP
» Companies must be able to demonstrate compliance during inspections

¥
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The assessment is always conducted in light of the context, on a case-by-case basis.



Article 10 §2 - The three exceptions to the general ban

Exception 2: Scientific events

» Invitation and participation-related expenses, including hospitality, may be
sponsored by pharmaceutical or medical device companies, subject to

cumulative conditions

Five criteria relating to the scientific event must be fulfilled:

Exclusively scientific character, within medical and pharmaceutical science
The hospitality offered is strictly limited to the scientific purpose
Location, date, and duration create no doubt about the scientific character

Coverage of participation costs, including hospitality, is limited to the official duration of the
event

5. Funding must not be extended beyond the persons covered by Article 10 §1

B w e

0 v These conditions apply to one-day and multi-day events

be
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Multi-day events also require a prior Mdeon visa (covered later)



EXCEPTION 2: SCIENTIFIC EVENTS

1. Exclusively scientific character:

v" Within medical and pharmaceutical sciences
Broad interpretation:
 Included:
Veterinary medicine, dentistry, nursing, paramedical sciences, exact & human sciences
 Excluded:
Professional practice or management matters (administrative, financial, fiscal aspects)

v’ Various types of events involving HCPs:
* (Inter)national congresses, symposia, training sessions, scientific meetings/gatherings,...
 Organized by companies, health organizations or third parties ( in Belgium or abroad)
v Conditions of the scientific program:
 Neutral, objective, and evidence-based
e Reflects established scientific principles and recognized methodologies
 Presented by independent speakers with demonstrable expertise (peer-reviewed publications)

be

e Does not content any commercial or promotional elements




EXCEPTION 2: SCIENTIFIC EVENTS

1. Exclusively scientific character:

 Pharmaceutical and medical device companies may also :
e Contribute to the costs of organizing a scientific event

 Funding must be strictly limited to the scientific purpose of the event

e Cover (fully or partially) the participation fees (e.g. registration fees) of HCPs

* Promotional or social components:
Tolerated if:

e C(Clearly separated from the scientific program

* Not sponsored

e Fully compliant with the applicable requirements (see below)




EXCEPTION 2: SCIENTIFIC EVENTS

Scientific meetings that may be sponsored
v'  Provided that they meet all the conditions set out in Article 10 § 2 2°

v" Do not have any promotional character

Scientific congresses

 National or international events (large scientific gatherings) sharing latest scientific research
Symposia

 Smaller events on a specific medical or scientific theme

e Often part of a larger congress or standalone event
Seminars
 Small, interactive scientific sessions, allowing discussions
e often organized by academic institution/professional association
Satellite symposia with scientific character
 Part of a wider congress; organized by a company; to elaborate a relevant topic

3 * objective, scientifically neutral
g

e Must meet the same conditions as other scientific events
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EXCEPTION 2: SCIENTIFIC EVENTS

Scientific meetings that may be sponsored

Training on the correct use of medicines or medical devices

Must meet following cumulative conditions:

v' Permitted only after purchase and only where objectively necessary for the proper, secure & effective use

Not part of the regular professional training

Of an exclusively technical and functional nature, with no commercial or promotional content

NN X

Medical devices:
- Only training abroad if unavoidable
- All alternative options must be assessed and duly justified if excluded

v Limited strictly to the necessary participation costs (if sponsored)

v All conditions of the training or demonstration are set out in writing in the purchase contract or a linked document

Scientific training

Continuing education activities delivered by subject-matter experts
Delivered live or online (whether live or pre-recorded)

Objective, neutral and scientific information that is free of promotional content

be



EXCEPTION 2: SCIENTIFIC EVENTS

Scientific meetings that may be sponsored

Advisory and research boards
 Experts provide scientific or medical expertise to companies
A clearly defined and legitimate scientific objective is required

Interdisciplinary study days
e Multi-disciplinary sessions with a clearly defined scientific program

Scientific information sessions
 Short sessions with HCPs covering recent guidelines, scientific developments or research findings
e NOT to be confused with commercial product visits or promotional meetings with representatives

Investigator's meetings
e Meetings on clinical study design, protocols and procedures - essential for the proper execution of studies

be
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EXCEPTION 2: SCIENTIFIC EVENTS

Are NOT considered scientific events and may not be sponsored :

Meetings without a scientific program

o Staff, board, general assemblies

 Focus on organizational or administrative aspects — no scientific added value
Meetings with promotional nature

 products launches, marketing presentations, promotional roadshows, trade fairs
Satellite symposia with promotional nature

 Presentation or promotion of products or product portfolios
Workshops with product demonstrations

 Training is not essential for proper use
Local quality groups (LOKs)

 Financed by RIZIV — never by industry
Interdisciplinary discussions

e Meetings on patient cases

o~
C®,
e
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EXCEPTION 2: SCIENTIFIC EVENTS

Are NOT considered scientific events and may not be sponsored :
Product-focused training
 Training aimed at the promotion of a product or product range
 Training before purchase with commercial purpose
Open days
By health organizations or companies
 Aimed at public communication or visibility
Business lunches and dinners
e A meal alone is never a scientific event
Non-scientific presentations
Social events
Do not qualify for hospitality from pharmaceutical or medical device companies
e Regardless of the medical or academic context or any connection with a scientific event
e E.g.personal or academic celebrations, leisure, recreational or cultural activities




EXCEPTION 2: SCIENTIFIC EVENTS

» Invitation and participation-related expenses, including hospitality, may be sponsored by
pharmaceutical or medical device companies, subject to cumulative conditions

Five criteria relating to the scientific event must be fulfilled:

Exclusively scientific character, within medical and pharmaceutical science
Hospitality is strictly limited to the scientific purpose
Location, date, and duration create no doubt about the scientific character

B W

Coverage of participation costs, including hospitality, is limited to the official duration of the
event

5. Funding must not be extended beyond the persons covered by Article 10 §1

AN

These conditions apply to one-day and multi-day events

AN

Multi-day events also require a prior Mdeon visa (covered later)




EXCEPTION 2: SCIENTIFIC EVENTS

HOSPITALITY
Strictly limited to

 Costs necessary for participation in the scientific program
== [\Vleals, accommodation, transport, registration fees

e Reasonable and ancillary to the scientific purpose

e Official duration (start-end)

* No extension to sport-, social-, or recreational activities

Meal limits
e Max €23 per person per “full” hour of scientific activity
e Lunch upper limit: €45
e Dinner upper limit: €90
 Incl. VAT, beverages, coffee breaks, room rental, other functional/necessary costs

I Virtual events: Meal provisions (or vouchers, gift cards, home delivery) = not allowed

be




EXCEPTION 2: SCIENTIFIC EVENTS

» Invitation and participation-related expenses, including hospitality, may be sponsored by
pharmaceutical or medical device companies, subject to cumulative conditions

Five criteria relating to the scientific event must be fulfilled:

Exclusively scientific character, within medical and pharmaceutical science
Hospitality is strictly limited to the scientific purpose
Location, date, and duration create no doubt about the scientific character

Coverage of participation costs, including hospitality, is limited to the official duration of the
event

5. Funding must not be extended beyond the persons covered by Article 10 §1

W

v These conditions apply to one-day and multi-day events

AN

Multi-day events also require a prior Mdeon visa (covered later)




EXCEPTION 2: SCIENTIFIC EVENTS
LOCATION - DATE — DURATION

* Location must suit the scientific purpose of the event

 Objectively justifiable

 To avoid : locations with recreational or leisure facilities

 Duration of the event : proportionate to the scientific program

 Travel and overnight stays: only if necessary, in line with the scientific program

ACCOMPANYING PERSONS
* |nvitations only for HCPs
e Non-HCPs (partners, family, other third parties): no sponsoring
e Accompanying persons (non-HCPs): all expenses for themselves
e Alternative program for accompanying persons: not allowed
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EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING

Financing the participation of individuals

Financing of the organization of an event

Modalities of financing

Events taking place over several consecutive calendar days

ol




EXCEPTION 2: SCIENTIFIC EVENTS
METHODS OF FINANCING

1. Financing the participation of individuals
Companies may sponsor directly/indirectly the participation of HCPs in scientific events

DIRECT FUNDING

e Companies select which HCPs are to be sponsored

e Payment of registration fees, travel expenses, accommodation,...
e No direct payment to HCPs is required:

E.g. directly pay registration fees to organizer, book hotel/flight with an airline

be



EXCEPTION 2: SCIENTIFIC EVENTS

1. Financing the participation of individuals

INDIRECT FUNDING
Sponsorerende Gezondheidsorganisatie Deelnemende HCPs
Onderneming aan Manifestatie

Schematic representation of indirect financing of the individual participation of HCPs

e Companies provide funding to a health organization

e Health organization selects the participating HCPs (without any influence from companies)
e The beneficiary remains the person or institution referred to in Article 10, §1

| Transparency (sponsoring, beneficiaries, costs, invoices) = essential

be
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EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING

1. Financing the participation of individuals
2. Financing of the organization of an|event
3. Modalities of financing

4

Events taking place over several consecutive calendar days




EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING
2. Financing of the organization of an event

Sponsorerende Ondernemingen Organisator van Evenement Deelnemende HCP’s
aan Manifestatie

Schematic representation of the financing of the organization of an event




EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING
2. Financing of the organization of an event

* Pharmaceutical or medical device companies may contribute to the organization of a scientific event by
paying:
» Venue rental
» Technical support (audiovisual, IT,...), printed materials
» Speaker fees

» Catering - limited to the scientific program

e Event: organized by a health organization or a separate event organizing company

* Financial contribution = limited to the scientific component of the event
e Companies may NOT influence:

» The content of the scientific program
» The selection of speakers

» The target audience of the event

 QOrganizer = responsible for scientific independence + transparency of the event
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EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING

Financing the participation of individuals
Financing of the organization of an event

Modalities of financing

cll Bl R o

Events taking place over several consecutive calendar days




EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING

3. Modalities of financing
Core principle
 Funding by companies: only allowed for the scientific part

e Shared responsibility: sponsor, organizer, health organization
e (Costs: transparent + verifiable

Exclusive scientific character and strict separation of the different components

A sponsored event must at all times maintain an exclusively scientific character

e A clear distinction must be made between the scientific and any non-scientific components:
e Scientific program
e Activities without scientific content, such as social, recreational or promotional ones

* Transparency of separation at all levels ( content, organization, space, program, financing)

be




EXCEPTION 2: SCIENTIFIC EVENTS
METHODS OF FINANCING 3. Modalities of financing

Concrete rules for separation of the components :
 Non-scientific part
» Cannot affect the scientific nature of the event

* Non-scientific (promotional/social) part:
» Must be clearly and strictly separated from the scientific program

* Non-scientific (recreational/social) part:
» Only before or after the scientific part

 No confusion about purpose/nature of the meeting: SCIENTIFIC

e Sponsorship by companies referred to in Article 10
» May relate exclusively to the scientific component

 No hospitality at company stands (except water, coffee, tea, soft drinks)

be



EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING

3. Modalities of financing
Separation of funds
» Financial flows must be clearly separated AND traceable
 Pooling all income into a single fund creates a real risk of a prohibited situation
e Recommendation : to organize several different financial flows

» To ensure complete, clear and traceable separation
» scientific program >< non-scientific component

 Permissible:
» Any third-party contributions to the non-scientific component

» Where organized and documented separately from the scientific program
» A separate and traceable financial flow must be ensured at all times

e Prohibited:

» Perceived indirect funding of the non-scientific component by companies subject to Article 10
» HCP perception : a determining factor

be



EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING

3. Modalities of financing
Responsibilities & documentary evidence
o All parties involved: retain detailed, verifiable supporting documentation
 Before the event - Company:
» Detailed scientific program
» Granted Mdeon-visa
» Estimated budget (provided by organizer) — planned scientific expenses
 After the event — Organizer :
» Invoices and proofs of payment
» Full overview of income and expenses (see annexe A)
» Proves : funds used solely for scientific purposes
» To be provided to companies
 Unspent funds:

¥

be

» Always reimbursed to sponsors / used in accordance with legal provisions



EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING
3. Modalities of financing

Indirect funding via a health organization

* Transparency:
» Before event : written agreement outlining the purpose and allocation of funds
» Maintain detailed, continuous record of support received:
- Invoices, participants, costs, use of funds
» After event: comprehensive and summarizing accountability report

 Unspent funds:
» always reimbursed to sponsors / used in accordance with legal provisions




EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING

3. Modalities of financing
Written agreement
 Any funding provided by a pharmaceutical or medical device company
» Written agreement (between company and organizer or health organization)

e Mustinclude:
v’ Purpose, covered costs
v' Compliance with Article 10
v Obligation to provide documentary evidence
v Rules on unspent funds
v Provision of Mdeon decision (if applicable)

Transparency & control
e Transparency and full traceability of financial flows are essential
e Documents must be kept by all parties for 10 years

>
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EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING

Financing the participation of individuals
Financing of the organization of an event
Modalities of financing
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Events taking place over several consecutive calendar days




EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING
4. Events taking place over several consecutive calendar days

* Visarequired when:
v’ Scientific event
v Multiple consecutive calendar days
v’ Participation of HCP(s) is sponsored

* Meets cumulative conditions in Art. 10 §2 2°
e Also applicable to virtual live events over multiple consecutive calendar days

e Mdeon vzw (www.mdeon.be)

» Responsible for managing the visa procedure
» Distinction between V1 and V2



http://www.mdeon.be/

EXCEPTION 2: SCIENTIFIC EVENTS

METHODS OF FINANCING
4. Events taking place over several consecutive calendar days

e V1: Direct or indirect financing of individual HCPs
» The sponsoring company submits the visa application
» The company informs the concerned HCP (or health organization)
- Direct funding: informs HCP in writing

e V2:Support for organizer
» The organizer submits the visa application
» The organizer informs sponsoring companies

* SPONSORING = ONLY ALLOWED AFTER THE VISA IS GRANTED

» Internal practical preparations are permissible - BUT no sponsorship formally granted to
HCPs prior to a positive decision
be




Article 10 §2 - The three exceptions to the general ban

1. Premiums or benefits of very low value

* If relevant to the practice of the profession

2. Scientific events
 Invitation and coverage of participation, including hospitality, under cumulative conditions

3. Legitimate scientific services

e Remuneration within reasonable limits for services effectively provided

All benefits remain prohibited unless they demonstrably fall within one of these three categories.

>
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EXCEPTION 3: LEGITIMATE SCIENTIFIC SERVICES

= Remuneration of HCPs acting as consultants or advisors for scientific services

 Services:
e Speaking/chairing meetings and scientific events
* |nvolvement in medical/scientific studies
 |nvolvement in clinical trials/training activities
e Participation in advisory boards

* Related to scientific services actually performed

e Supporting documents retained (all parties) + available for FAMHP




EXCEPTION 3: LEGITIMATE SCIENTIFIC SERVICES

CUMULATIVE CONDITIONS:

e Actual, legitimate delivered services
» Services must meet company needs
» Contribute to scientific knowledge, relevant expertise
» No influence on behavior
 Service agreement
» Before the start of the service
» To ensure transparency and legitimize remuneration
* Scientific services
» Exclusively scientific character
» objective and methodologically, excluding commercial or promotional activities
 Fair compensation
» Proportionate remuneration
» Must align with expertise, time, market rates
» Necessary expenses: reimbursed with proof
» Travel and hospitality: within limits
» Hospitality: compliance with guideline (see conditions above)




FINANCIAL CONTRIBUTIONS FOR SCIENTIFIC
RESEARCH, ACADEMIC CHAIRS, AND SCHOLARSHIPS

 Considered to constitute premiums and benefits
* No exception under Article 10 §2

 Nevertheless, such funding can be provided, IF:

» NO (in)direct benefit for individual HCPs / Health organizations
» NO influence on prescribing, supplying, dispensing, administering or use behavior

e Therefore:
» strict and cumulative conditions to respect

» full transparency, independence, clear purpose limitation




FINANCIAL CONTRIBUTIONS FOR SCIENTIFIC
RESEARCH, ACADEMIC CHAIRS, AND SCHOLARSHIPS

* |ndependent from supplying, prescribing, dispensing, administering, using medicines/medical devices

 Exclusively legitimate purpose:
» Scientific/educational progress
» No individual benefit for HCPs/ health organizations

 No (in)direct compensation for use sponsor’s products/services (past/current/future)

 Full independence of recipient:
» Decisions entirely by receiving institution
» No influence on decisions, researchers, budget allocation by sponsor

* Written agreement:
» Purpose, amount, use of funds
» Transparent, detailed, verifiable reporting
» Traceability of expenses




e Decisions on use of funds:
» Made within receiving institution
» No influence from sponsoring company
» In line with internal policies

e | Scholarships
= Universities / recognized institutions:
» Only permissible if fully independent in selection of the beneficiary, use of funds
* Hospitals/Health organizations:
» Name ‘Scholarship’: not sufficient
» Must be clear in conditions: no (in)direct benefit to beneficiary referred to in Article 10

* |findividual HCPs are involved in a project, additional:
» No (in)direct personal financial benefit from sponsor
» Professional independence must be maintained

be



e Written agreement: mandatory
» Between company and recipient organization
» To ensure independence, transparency, proper use of funds

 Elements to include:
 Nature, purpose, amount, and conditions of financial contribution:
» Approved in advance by competent authority of beneficiary institution (formal)
* Funding: only for scientific/educational advancement
e All parties involved: comply with applicable transparency legislation
» Including obligations from the Sunshine Act
» Information exchange required
e Sponsor recognition:
» Only permitted : mention of the name (informative)
» Never: promotional, product references, influence professional behavior

be



QUESTIONS ?



CONTACT

Federal Agency for Medicines and Health Products - FAMHP

Avenue Galilee/Galileelaan 5/03
1210 BRUSSELS
tel. + 322528 40 00

welcome@fagg-afmps.be
www.famhp.be

Division Distribution — Cel Publicity
publicity @fagg-afmps.be

Follow the FAMHP on

f XinNoX0)



mailto:welcome@fagg-afmps.be
mailto:welcome@fagg-afmps.be
mailto:welcome@fagg-afmps.be
http://www.famhp.be/
mailto:pharmacy@afmps.be
mailto:pharmacy@afmps.be
mailto:pharmacy@afmps.be
https://www.facebook.com/FAGG.be/
https://www.linkedin.com/company/fagg---federaal-agentschap-voor-geneesmiddelen-en-gezondheidsproducten/
https://www.youtube.com/@federalagencyformedicines
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