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Living up to expectations

The R&D-based pharmaceutical industry is committed to working in
partnership with all stakeholders to improve healthcare across
Europe.

Industry is conscious of the importance of providing accurate, fair and
objective information about its medicines to allow rational decisions to
be made about their use. As such, industry fully respects the role that
(EU) legislation plays in regulating interactions between pharmaceutical
companies and healthcare professionals.

In the same spirit, industry is committed to working towards greater
transparency, accountability and ethical behaviour within an
Industry framework of self-regulation.

Therefore, EFPIA will continue to develop additional guidance around
areas where industry’s credibility is engaged.
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EFPIA’s “Transparency” Initiative

Increased external scrutiny of interactions between pharmaceutical
companies and HCPs at national level:

»Legal provisions: Denmark, France, Portugal, Slovakia

» Self-regulatory provisions: the Netherlands, UK

»Disclosure activities outside Europe: Japan, US

Different approaches are in place at national level re communication to
public authorities and/or publication on publicly accessible websites.

By acting now, EFPIA has the opportunity to help encourage a consistent
approach to data disclosure in Europe and help guide further action at
national level.
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Codes Committee

CodCom
/I\

Bureau

Code-Related Issues

Compliance Committee

ComCom
)

National Ethics Groups

Compliance Committee
Steering Group (CCSG)

Transposition, implementation &
enforcement
of the EFPIA Codes
Role & mandate defined
under the
EFPIA Codes (including:
HCP, PO &
HCP/HCO Disclosure
Codes)

Advising and promoting
good practice and prevention
of inappropriate behaviour
(including monitoring) —
Recommending interpretative
rules and developing
additional guidance
in line with EFPIA Codes and
“tone at the top”
Interacting with the TRPC

Ensuring effective
oversight of industry
standards, and
implementation of
the new guidance

Promoting ethical standards
in partnership with national
stakeholders

CODES AUTHORITY
(Member Associations &
National Code Authorities)

Corporate Compliance Officers
Corporate members representatives

(responsible for Ethics & Compliance)

Member Association representative

Set up at national level
by local operations
Member Associations
Ethics Working Groups
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Disclosure Requirements

THE EFPIA DISCLOSURE CODE
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The EFPIA “Disclosure Code” was approved by the General
Assembly on June 24t 2013

EFPIA Code on Disclosure of Transfers of Value from Pharmaceutical
Companies to Healthcare Professionals and Healthcare Organisations
the “EFPIA HCP/HCO Disclosure Code”

»Each member company shall document and disclose Transfers of Value it makes,
directly or indirectly, to or for the benefit of a HCP/HCO Recipient

> The first Reporting Period shall be the calendar year 2015 (disclosure in 2016)

»Each member association shall transpose the provisions of this Code into its national
code by 31 December 2013

»The Code sets out the minimum standards applicable to Member Associations, expect
where it is in conflict with applicable national law or regulation, in which case
deviations are allowed, but only to the extent necessary to comply with such national
law or regulation

»The EFPIA Codes Committee shall assist Member Associations to comply with their
obligations

Compliance with the new Disclosure Code has become an obligation for membership — this
obligation will be reflected in the EFPIA Internal Rules.
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Concomitant review of the HCP Code

* When preparing the new Code, it has been advised that
EFPIA should include stricter rules on hospitality and gifts.

* The amendments to the HCP Code include:

> The requirement for member associations to include a
threshold on hospitality in their national codes; and

> The prohibition of gifts.
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GIFTS
Previously Article 10

INFORMATIONAL & EDUCATIONAL
MATERIALS, and ITEMS OF MEDICAL
UTILITY

New Article

HOSPITALITY
Addition to Article 9

efpia

Amendments to the HCP Code

No gift or pecuniary advantage (in cash or benefit in kind) may be
supplied, offered or promised to a healthcare professional.

1.

The transmission of informational or educational materials is
permitted provided it is: (i) “inexpensive”; (ii) directly relevant to the
practice of medicine or pharmacy; and (iii) directly beneficial to the
care of patients.

Items of medical utility aimed directly at the education of healthcare
professionals and patient care can be provided if they are
inexpensive and do not offset routine business practices of the
recipient.

EFPIA and Member Associations shall provide guidance on the
meaning of the term “inexpensive”, as used in this Article 8.
Companies must comply with any relevant guidance provided under
this Section 8.03 or in connection with any Applicable Code(s).

Member Companies shall not provide or offer any meals (food and
beverages) to healthcare professionals, unless, in each case, the value of
such meals (food and beverages) does not exceed the monetary threshold
set by the relevant Member Association in its national code. Each Member
Association shall set such monetary threshold in its national code by 31
December 2013, failing which EFPIA will set such threshold in lieu of such
Member Association.

Ine damenaments wiil pe inciuaea in tne coorainatea version or tne ALy Loae.
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Final “Disclosure” Code

Approved by the General Assembly of 24 June 2013

Preamble
Applicability of the Code

Applicable Law or Regulation

Article 1 — Disclosure Obligation
Article 2 — Form of Disclosure

Platform of Disclosure
Applicable National Code

Article 3 — Individual and Aggregate Disclosure

Methodology: each member company will publish a note summarising the methodologies used by it in preparing the disclosures and
identifying Transfers of Value for each category of disclosure

Article 4 — Enforcement

Article 5 — Amendments to, and Guidance Regarding Compliance with the
Code

Schedule 1 — Definition of Terms
Schedule 2 — Model of Standardised Template
Schedule 3 — Implementation and Procedure Rules
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Preamble

* Healthcare professionals (HCP) and organisations (HCO) with whom
they work provide the pharmaceutical industry with valuable,
independent and expert knowledge derived from their clinical
and management experience.

* EFPIA Dbelieves that interactions between pharma companies and
HCP - either directly or through HCO - have a profound and
positive influence on the quality of patient treatments and the
value of future research.

* At the same time, the integrity of the decisions of a HCP to
prescribe a medicine is one of the pillars of the healthcare system.

* EFPIA and its member associations have adopted codes and
guidelines to ensure that these interactions meet the high standards
of integrity that patients, governments and other stakeholders expect.

* The society has a growing expectation that interactions between
corporations and HCP/HCO are not only conducted with integrity
but are also transparent.
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Applicability of the EFPIA Codes

The EFPIA membership, including:

* Corporate Member Companies (including full and affiliate members);

* Members of the EFPIA Specialised Groups: (i) European Bio-
pharmaceutical Enterprises (EBE); and (ii) Vaccines Europe (VE);

* Member Companies of Member Associations that are not directly
members of EFPIA.

EFPIA Member Associations (in 33 countries) are responsible for
Implementation and enforcement at national level.

For EFPIA direct membership, separate entities belonging to the same
multinational company — which could be the parent company (e.g. the
headquarters, principal office, or controlling company of a commercial
enterprise), subsidiary company or any other form of enterprise or
organisation — shall be deemed to constitute a single company, and is as
such committed to compliance with the EFPIA Codes.
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Minimum standards at European level

* This Code sets out the minimum standards which EFPIA considers
must apply to all EFPIA Member Associations in all member states.

* All EFPIA Member Associations are required to transpose this Code
into their national codes in full by 31 December 2013, except
where its provisions are in conflict with applicable national laws or
regulations, in which case deviations are allowed, but only to the
extent necessary to comply with such national law or regulation.

* Member Companies shall be bound by the relevant EFPIA Member
Association’s code in each country in Europe in which they operate
(whether directly or through its relevant subsidiary).
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Articlel — Disclosure Obligation

* General Obligation: each Member Company shall document and
disclose Transfers of Value (ToV) it makes, directly or indirectly, to or
for the benefit of a Recipient

* Excluded Disclosures:

 ToV solely related to OTC

ltems of medical utility

Meals & Drinks — subject to a threshold (review of HCP Code)
Medical Samples — subject to the “4x2” standard

ToV relating to purchasing and selling medicinal products
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Article 2 — Form of Disclosure

* Annual Disclosure Cycle —first disclosure in 2016, for ToV in 2015;
Reporting Period: full calendar year

% Time of Disclosure — within six months after the end of the relevant
Reporting Period, first before mid-2016

* Template — Schedule 2, provided as a model, reflecting the
requirements of the Code

* Platform of Disclosure — either on the Member Company’s website, or
on a central platform; disclosure to remain in the public domain for 3
years, subject to national laws and regulations

* Applicable National Code — disclosures shall be made pursuant to the
national code of the country where the Recipient has his/her principal
activity

* Language of Disclosure — local language, and English (recommended)

* Documentation and Retention of Records — 5 years retention, unless
shorter period is required by national applicable laws and regulations
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Article 3 — Individual & Aggregate Disclosure

Level of
Disclosure

Research & Development
Aq areg ate ToV to HCPs/HCOs related to the planning and conduct of:

a.Non-clinical studies (as defined in the OECD Principles of GLP)

b.Clinical trials (as defined in Directive 2001/20/EC)

c.Non-interventional studies that are prospective in nature and that involve the collection of patient data from or
on behalf of individual, or groups of, HCPs specifically for the study (cfr Section 15.02 of the EFPIA HCP Code)

Disclosure Categories

Ind IVId ual HCO Donat_lons_ & Grants to HCOs
= - Y Contribution to costs of events
following the money > Sponsorship agreements with HCOs/third parties appointed by HCOs to manage an event

»Registration fees

»Travel & accommodation

Fee-for-service & consultancy

»Fees

»Related expenses agreed in the fees for service or consultancy contract

Ind IVId ual HCP Contr_ibutipn to costs of events
= : Y »Registration fees
following the money »Travel & accommodation
Fees for service & consultancy
»Fees

»Related expenses agreed in the fees for service or consultancy contract
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Transfers of Value re Research & Development

Transfers of Value to HCP/HCO relating to Research & Development must
be disclosed in aggregate.

Such Transfers of Value to the planning or conduct of:

*non-clinical studies (as defined in OECD Principles on Good Laboratory
Practice);

«clinical trials (as defined in Directive 2001/20/EC); or

*non-interventional studies that are prospective in nature and that involve
the collection of patient data from or on behalf of individual, or groups of,
HCPs specifically for the study.

Transfers of value that do not fall within the definition of “Research and
Development Transfers of Value” shall be disclosed under the category “fee
for service and consultancy”.

efpia



Article 4 — Enforcement

* Enforcement through Member Associations — each Member
Association shall adopt implementation and Procedure Rules which will
be binding upon its members, in a manner that is consistent with
applicable data protection, competition, and other applicable laws and
regulation.

When transferring values to HCP/HCO, and in their written contracts with HCP/HCO,
companies are encouraged to include provisions regarding to consent of the Recipients to
consent to disclosure of the transfers of value in accordance with the provisions of the

EFPIA HCP/HCO Disclosure Code. In addition, companies are encouraged to renegotiate
existing contracts at their earliest convenience to include such consent to disclosure.

* Disclosure Requirements Different from this Code — disclosures
requirements different from those in this Code shall be clearly and
conspicuously identified; deviations are only allowed to the extent
necessary to comply with national laws and regulations.

The Codes Committee will submit a report to the Board, and the General Assembly will
confirm consistency with the Code.
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Schedule 2 — Model Template

SCHEDULE 2 - TEMPLATE

Date of publication: .. __

HCPs

Full Name

Dra

HCPa: City of
Principal Practics
HCOs: ciy where

Counry of Principal
Practice

[Scheuie 1)

Principal Practica
Address

Unigue country
dentifier OPTTOMAL

(A 3)

Dionatians and Grants |
10 HOOS At
301.13)

Contribution io costs of Events (At 3.071.7.0 & 107.23)

Feee for senvice and consuitancy (4. 3.07.1.¢

&3.01.2c)

Sponsarship
3QrE=mEnts Wi
HCOs J third partias
appoiried by HCOS o

manage an Event

I par HCP (Le. 3l fansiers of value during a year for an Inditual HCP wil be Summed up: Bemizason Shoukd be

Registration Feas

Travel &

OTHER, NOY
(aggreqats amount atiributabds to transfars of valus to such Reciplents - A7 3.02

NA NiA Yeary amount Yeary amount Yeary amount Yeary amount
OB NA NiA Yearty amount Yearly amount Yearly amount Yeary amount
[t NA NiA Yeary amount Yeary amount Yeany amount Yeany amount

(Humber of Reciplents In aggregate disclesurs - At 3.02

disciosed - Arl. 3.02

HCO 1

INDIVIDUAL NAMED DiSCLOSURE - one lne per HCO (Le. ail ransiers of value during a year for an indhvidual

% of the number of Recipients included In the aggregare disclosure in the toTal number of Recipients

‘Yeary amount

HCO 2

Yeary amaunt

¥eary amount

Yeary amount

Yeary amount

Yeary amount

Yeary amount

OTHER,

Aggregats amount atiributable fo transfers of valus fo such Raciplents - A7 307

Yeary amount

Number of Reciplents In aggregats disclosurs - A 302 RUMOET numeer number numaer number numasr
% of the number of Recipients included In the aggregare disclosurs i the 107l nuMber of Recipients " “ % o = o«
drsciosed - At 3.02

TOTAL

]
3

AGGREGATE INSCLOSURE

Transfers of Value re Research & Development as defined - Arficle 3.04 and Schedule 7

Iatest ypadate: 11 December 2013 w1
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Disclosure Transposition Process - Spain

i

SPANISH
CODE OF
PRACTICE

PNT,
COMPANY

CODES,
CONTRACTS
T
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Art. 18 Transparency in Industry’s Relationships

WHO
WHAT
RECIPIENTS

WHEN

HOW

WHERE

AVAILABILITY

farmaindustria

All companies member of Farmaindustria and/or that signed on the Code

All Transfers of Value, direct and indirect enacted the previous year

Individual Healthcare Professionals and Healthcare Organisations

By de end of the first semestre of each applicable period.
2016 will be the first period (Publication by 01.07.2016, of 2015 data)

Standard template for
all companies

Each company will attach
a methodological note
to the information

In Spanish. Additionally,
publication in English
is recommended

Identifying each
HEALTHCARE
PROFESSIONAL*

= Related to Educational Activities and Scientific-Professional
Meetings

» Registration fees

» Travel and accomodation

= Related to Fees for Service

» Fees

» Related expenses, including travel and accommodation

Identifying each
HEALTHCARE
ORGANISATION

= Donations

= Related to Educations Act. and Scientific-Professional
Meetings

» Sponsorship HCOs / third parties appointed to manage Events
» Registration fees

» Travel and accomodation

= Related to Fees for Service

» Fees

» Related expenses, including travel and accomodation

AGGREGATE

Research and Development

* If, for legal reasons, individual publication cannot take place, it will be given in aggregate form

In the Spanish or European website of the company
Link from Farmaindustria’s Self-Regulation System website

Data shall remain available during a minimum of 3 years.
Each company shall keep record of the data for a minimum of 5 years.
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Art. 18 Transparency in Industry’s Relationships

» To strengthen compliance with disclosure obligations, companies shall provide
the information yearly to the Code Surveillance Unit.

» Transfers of Value to HCP/HCO related to Research and Development shall
be published in an aggregate form.

Non-clinical studies (as defined by the OECD Principles on Good Laboratory Practice);
Clinical trials (as defined by Directive 2001/20/EC); or
Post-authorization studies (considered in article 14.2 of the Code).

ONONO;

» Transfers of Value that do not fall within the scope of the definition of “Transfers
of Value related to Research and Development” shall be published under the
category “Fees for Service”.

farmaindustria
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Annex | — Model Template

CODKSD DE BUENAS PRACTICAS DE LA INDUSTRIA FARMACEUTICA 2014
ANEXD | - Plantilla e Recogids de informacion
Progusstn parm aprobadon por bos Crganas de Gobiemo de FARMAINDUSTRIA &n Junia de 2044

Prufeslonsis SanRarka
(S cludad de sercico
uhmbona )
hombre Complel: Pl 4 ik Direseidn feehesions Dfl EF 1234 Nohddvua ¥ ahall {at M0 Prestsciée de servicies (B 15316 & 1833 6)
prfesana (LR
Chganie meicees
Sanfavias (O8] chodad
du domicilic sedal n
(AR 18.5.00) TOTAL
N Gawlos relationsios
[ Cisgpittaien] (Obligaisri) (peienal) {Cpeimal) i bgaieris) L:::.m.g‘g' atoidadon
(AR T8.1) TRLE! AL 183 (A THE) (AR 183) PrREISER con TR [res st y contrastugimente sara 1
Iereros migesioe por Crotas du mmevipeidin Alsjamianis Huecemrioy e PR
O purd s gastién da warvidon, iIncluyenda
Exsaing Wasteon ¢ akxamims
- PUBLICACIN ROMIMATIMA IRDIVIDUAL: La Tranid da Vit 4 'Rl indbvidual & cada Prok Banarks se sssarkn e forma gue se pibliges uni canlided por cida Prok Sanarks indbidual, El desghoss i watard il pra S condulle, ceinds procedi, pof
E parte del Professnal Saniteds ndividus, s Oganos de Contrel del Codigs © de las axtorkd sles compalests.
o
E O, AARR iy e e apion Ifrgerte Afal € mipanie Anual € Imigaiin Aniisl € Ifrpoit Afusl € Opcianl
g [, AAAR b e Mo gl |iiest Anual € gl Al € Imgsaite Aniial € |rrpestin Arual € Cpetsil
]
‘; 3 e il e apica Ifrgrte Ansal € migane Al € Imigaiin Anusl € Ifrpoita At € Cpcionl
E MFORMACION MO INGLUIDA ARRIBS - shermacsn que por ftoss giles 5o pusde pubie o de lomss individusl
E impute agregade impuisble a las Tressferacio de Valer nalleadan o PS - Artieoks 18.4 e b Ha apica Impeiie Agregase Anuald | Impone Agregads Anual€ | impore Agregeds Aausl € | impone Agiegas Arel Upcioml
E el o PE cuyi infemacids s publes an agregieds - Adioss 18.4 Mgt e st Mirnas PE Hifaim FE Hidiin P8 Nismeie PE Opelonal
% qua regrmiestan sobon ol bobal de S que has recibids Translerencias du Velor - Astieis 184 i e He aplon " L1 L} % Mo Aghea
PUBLICACION NOMIMATIVA INDPADUAL: Li Tranaherencin da Vilar nalise i i Bl individedl o cade Organieecibn Sanfaris se ssmarkn de forma que e publiges il por cida Cegusizaciin Sesitaria individual El desgicss Gnk awtanl disgonible pars su conssila, cussds proceda, per
E pirte da b Organizacain Sanitara individual, kow Srgancs de Controd del Cédige o de lis aulordidies comgtentes.
]
g = Ofed SARKIT 1 Impofie Anuai € Irperta Anusl € Irrperte Anuai € mpafie Anual € imparin Anusl € ifrports Arual € Opeional
Eg Ol SANIT Iripeaite Adil € Iffpeita Al € Ifrgerte Afal € mipanie Anual € Imigaiin Aniisl € Ifrpoit Afusl € Opcianl
e Frgsaite Anal € |t Al € |iiest Anual € gl Al € Imgsaite Aniial € |rrpestin Arual € Cpetsil
]
it
Eg Transferancias de Valor relacionadas con |I"I\'EB1IHEHEI'I y Dasarrollo - Articulo 18.6 Tpons AnualE
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UNIDAD DE SUPERVISION
DEONTOLOGICA
Maria de Molina, 54 — 72 / 28006 Madrid
T+3491 7452050/ F +34 91 745 04 08
usd@codigo.farmaindustria.es
www.codigofarmaindustria.es

EFPIA Brussels Office

Leopold Plaza Building
Rue du Trone 108

B-1050 Brussels - Belgium
Tel: +32 (0)2 626 25 55




	The EFPIA HCP / HCO Disclosure Code �& transposition example
	Living up to expectations
	EFPIA’s “Transparency” Initiative�
	Code-Related Issues
	THE EFPIA DISCLOSURE CODE
	Slide Number 6
	Concomitant review of the HCP Code�
	Amendments to the HCP Code
	Final “Disclosure” Code�Approved by the General Assembly of 24 June 2013
	Preamble
	Applicability of the EFPIA Codes
	Minimum standards at European level
	Article1 – Disclosure Obligation
	Article 2 – Form of Disclosure
	Article 3 – Individual & Aggregate Disclosure
	Transfers of Value re Research & Development
	Article 4 – Enforcement 
	Schedule 2 – Model Template
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Slide Number 22
	Slide Number 23

