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• Marie-Claire Pickaert is a full-time employee of EFPIA, holding the position of Deputy 
Director General and is a member of EFPIA’s General Management.

• Since 2008, Marie-Claire is coordinating EFPIA’s ethics and compliance activities. She is 
acting as the Chief Ethics & Compliance Officer at EFPIA.  

In 2015, she was asked to take the role of Ambassador to the Medical Communities, 
coordinating EFPIA’s relationships with medical & scientific societies, including learned 
societies, also through professional communities within the pharmaceutical companies 
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societies, also through professional communities within the pharmaceutical companies 
that interact with medical communities.

• Marie-Claire Pickaert declares having no direct / indirect financial interest in any life 
science company.

• This slide deck includes EFPIA public policy positions, unless otherwise indicated.

• When expressing personal opinions, Marie-Claire will clearly indicate so.



“The aim of the European Federation of
Pharmaceutical Industries & Associations is to
promote pharmaceutical discovery and
development in Europe and to bring to the
market medicinal products in order to
improve human health worldwide.”

EFPIA Mandate
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EFPIA, which has no profit-making purpose, pursues a mainly scientific aim, ensuring and
promoting the technological and economic development of the pharmaceutical industry in Europe.

EFPIA’s represents the pharmaceutical industry operating in Europe. Its direct membership
includes 33 national associations and 40+ leading companies. Two specialised groups within
EFPIA represent vaccine manufacturers – Vaccines Europe - VE, with 12 member companies and
European Bio-pharmaceutical Enterprises – EBE with 50+ member companies.

“Partners in Research” is constituted of non-pharma companies that collaborate in the IMI public-
private membership. This constituent entity, created in June 2014, counts 15+ members.



The many 
faces of 
Business 
Conduct 
Policies
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EFPIA CHARTER
Setting general principles for membership      2015

ETHICAL PRINCIPLES
Patients at the heart of what we do – Integrity – Respect – Transparency     2016

Values and standards behaviour in collaboration and relationships…

… with Patients & Patient 
Organisations

… with Public Authorities & 
Regulators

… with Healthcare Professionals & 
Organisations

HCP Code + Disclosure Code PO Code, incl. Disclosure EU Institutions Code of Conduct, 

HOW we are working together
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HCP Code + Disclosure Code
1992/2004/2007/2010 + 2013

PO Code, incl. Disclosure
2004/2007/2013

EU Institutions Code of Conduct, 
incl. transparency

CPME-EFPIA
JOINT DECLARATION

2005 – being review

EPF-EFPIA
JOINT STATEMENT

In development

WHY are we working together

EU Transparency Register
2008 & subsequent updates

GENERAL PRINCIPLES FOR GOOD 
GOVERNANCE IN THE PHARMA SECTOR

2012

BioMed Allicance Code
2016

Knowledge dissemination and 
scientific exchange

Optimal use of treatments 
developed by pharma

Improved understanding of patient 
needs

Optimising outcomes a.o. through 
concordant use of medicines

Improving policy decision making
Smarter law making and adaptive 

pathways keeping pace with 
scientific & medical innovation 
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Legal & Self-regulatory background

Legal background
• EU Directive 2001/83 (including the 1992 Directive)
• National law & regulations

Self regulation background – complementing legal provisions in place at national level
• Code of Conduct for the Promotion of Medicines (1992)

 Update - Code on the Promotion of Prescription-Only Medicines to, and
Interactions with, Healthcare Professionals (2007): HCP Code

 Guidelines for Internet websites (2001 - incorporated to the HCP Code in 2007)
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 Guidelines for Internet websites (2001 - incorporated to the HCP Code in 2007)
• Code of Practice on Relationships between the Pharmaceutical Industry and Patients

Organisations (2004 – updates in 2007): PO Code
• Joint Declaration between CPME and EFPIA (2005) – under review
• European Commission Guiding Principles Promoting Good Governance in the

Pharmaceutical Sector (2011)
• Pre-assessment Platform e4ethics (2012)
• Code on Disclosure of Transfers of Value from Pharmaceutcial Companies to Healthcare

Professionals and Healthcare Organisations (2013): HCP & HCO Disclosure Code
• Principles for Responsible Clinical Trial Data Sharing – joint PhRMA-EFPIA Principles

(2013)



EFPIA HCP Code
EFPIA Code on the Promotion of Prescription-only Medicines 

to, and Interactions with, Healthcare Professionals

 Marketing authorisation
 Information to be made available – reference documents
 Promotion and its substantiation
 Use of quotations in promotion
 Transparency of promotion
 No advice on personal medical matters
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 Informational & educational materials, and items of medical utility
 Events & hospitality
 Donations & Grants that support healthcare of research
 Fees for Service
 Sponsorship of HCPs
 The use of consultants
 Non-interventional studies for marketed medicines
 Medical Samples

 Prohibition of gifts



EFPIA PO Code
EFPIA Code of Practice on Relationships between the 
Pharmaceutical Industry and Patient Organisations

 Non-promotion of prescription-only medicines

 Written agreements
 Use of logos and proprietary materials
 Editorial control
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 Transparency

 Contracted services

 Single company funding

 Events and hospitality



EFPIA HCP/HCO DISCLOSURE Code
EFPIA Code on Disclosure of Transfers of Value from Pharmaceutical Companies 

to Healthcare Professionals and Healthcare Organisations 

 Disclosure Obligations

 Form of Disclosure

 Individual and Aggregate Disclosure
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 Enforcement

 Amendments to, and Guidance regarding Compliance with, the Code

 Definitions
 Template
 Implementation and Procedural Rules



Minimum Standards at European Level

The EFPIA Codes set minimum standards which EFPIA considers must apply to all 
EFPIA Member Associations in all member states.  

All EFPIA Member Associations were required to transpose the Code into their 
national codes in full, 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 
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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)

EFPIA’s CODES COMMITTEE regularly reviews the transposition of the EFPIA Codes 
into national codes.  Applicable codes are posted on the EFPIA website (in English).  



Promotion of 
Medicines to and 
Relationships with 

HCP

EFPIA HCP 
CODE

Relationships with PO 
(including disclosure)

EFPIA PO CODE

Disclosure of 
Transfers of Value to 

HCPs/HCOs

EFPIA HCP/HCO 
DISCLOSURE 

CODE

Setting Standards at European level
Transposition, Implementation and Enforcement in the Countries
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CODE

Transposition Transposition

CODE

Transposition

In line with national laws & regulations
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CASE STUDIES
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CASE STUDIES
HCP CODE – Article 10: Events and Hospitality

e4ethics assessment process illustrated



• José Zamarriego has a PhD on Economics & Business Studies by Universidad
Complutense de Madrid, MBA on Business Administration by the University of
Wales (Aberystwyth) and General Management Program in IESE Business
School.

• Since January 2004, he has been working as Director of the Code of Practice
Surveillance Unit, one of the control bodies of FARMAINDUSTRIA Self – Regulation
System. FARMAINDUSTRIA is the National Trade Association of the Spanish based

Declaration of Interest
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System. FARMAINDUSTRIA is the National Trade Association of the Spanish based
pharmaceutical industry.

• He is Chair of the EFPIA’s Compliance Committee. He is also Chairman of
IFPMA’s Code Complaint Procedure Adjudication Group and Member of the
eBIC. He has actively participated in several modifications of the EFPIA, IFPMA
and FARMAINDUSTRIA Codes.



Case Studies 1 – EVENTS & HOSPITALITY
Article 10 – HCP Code

Section 10.01.  All promotional, scientific or professional meetings, congresses, 
conferences, symposia, and other similar events … organised or sponsored by or on behalf 
of a company must be held in an “appropriate” venue that is conducive to the main 
purpose of the event and may only offer hospitality when such hospitality is appropriate …

Section 10.02.  No company may organise or sponsor an event that takes place outside its 
home country unless: 
a. most of the invitees are from outside of its home country and, given the countries of 

origin of most of the invitees, it makes greater logistical sense to hold the event in 
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origin of most of the invitees, it makes greater logistical sense to hold the event in 
another country; or 

b. given the location of the relevant resource or expertise that is the object or subject 
matter of the event, it makes greater logistical sense to hold the event in another 
country (an “international event”). 

Section 10.03.  …

Section 10.04. Hospitality extended in connection with events shall be limited to travel, 
meals, accommodation and genuine registration fees.



Section 10.05. Member Companies shall not provide or offer any meal (food and 
beverages) to healthcare professionals, unless, in each case, the value of such meal (food 
and beverages) does not exceed the monetary threshold set by the relevant Member 
Association in its national code.  …

Section 10.06. Hospitality may only be extended to persons who qualify as participants in 
their own right. 

Section 10.07.  All forms of hospitality offered to healthcare professionals shall be 
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Section 10.07.  All forms of hospitality offered to healthcare professionals shall be 
“reasonable” in level and strictly limited to the main purpose of the event. …

Section 10.08.  Hospitality shall not include sponsoring or organising entertainment (e.g., 
sporting or leisure) events.  Companies should avoid using venues that are “renowned” 
for their entertainment facilities or are “extravagant”. 

Section 10.09.  Member associations shall provide guidance on the meaning of the term: 
“reasonable” – “appropriate” – “renowned” – “extravagant” venues



The purpose of e4ethics is to serve as a reference for the EFPIA members. Companies 
belonging to the EFPIA membership are encouraged to consult the e4ethics Events 
Database and should be mindful of the rules and provisions that apply when deciding to 
sponsor, participate or collaborate in an event.
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sponsor, participate or collaborate in an event.

It is however the company’s individual decision to decide to sponsor / participate in the 
event.

The pre-assessment reports posted on the e4ethics website are without prejudice to full 
compliance with laws and regulations applicable.  It is recommended to check the rules 
prevailing under applicable national codes.



The EFPIA Codes Secretariat assesses each event in regard of the 5 areas:
1. Scientific Programme Schedule/Structure;
2. Venue;
3. Hospitality Provided (Directly or Indirectly) to HCPs;
4. Other Activities;
5. Accompanying Persons;

and submits the draft pre-assessment reports to:

PRE-ASSESSMENT PROCESS
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and submits the draft pre-assessment reports to:
 The assessors’ team appointed by the EFPIA Codes Committee;
 The Member Association of the event hosting country.

The pre-assessment report validated by the assessors’ team is shared with the Learned
Society (or the event organiser, where applicable).

Following completion of the pre-assessment process the final reports posted on the
e4ethics public website are shared with EFPIA members and other interested parties
including IPCAA, Medicines for Europe and MedTech.



Selection of Events

- Multinational events 
in Europe

- Attendance from at 
least 5 countries

- Significant number of 

Preliminary pre-
assessment, prepared 
by EFPIA
- Information available 

on events’ dedicated 
website

- 5 criteria

Validation, by EFPIA
Assessors’ Team

Final pre-assessment 
report posted on the 
e4ethics platform

- Colour-code for each 
of the 5 areas   

Final pre-assessments 
reports are sent to:

- Congress organisers
- All EFPIA members 

(corporate & 
associations)

- Pharma communities: 
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- Significant number of 
delegates (5,000)

- Ad hoc, upon request

Assessors’ Team
- with input from 

organizing society
- Additional comments 

by Member 
Association in the 
event’s host country

- Where applicable, 
Member Association 
comment added 
preceded by attention 
sign

- Pharma communities: 
IPCAA, IFAPP, etc.

- Other life science 
associations: 
MedTech, Medicines 
for Europe

10 days for validation6 months prior to event MAY BE REVIEWED
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Euroanaesthesia 2017 (ESA)
concern regarding “other activities” (social evening live music performance)

European Hematology Association (EHA) 22nd Congress National 
Code provision regarding 5* Hotels

ILLUSTRATION & DISCUSSION

http://www.edtna-
erca.com/resource/edtna/files/EDTNA2017_2nd_Announcement.pdf
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European Society of Human Reproduction and Embryology
Clarifying “Networking event”

erca.com/resource/edtna/files/EDTNA2017_2nd_Announcement.pdf

And after discussion with the organisers they changed the brochure taking out 
the accompanying people section:

http://www.edtna-
erca.com/resource/edtna/files/EDTNA2017_2nd_Announcement_Final
_20170303.pdf



CASE STUDIES
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CASE STUDIES
Perception and Reputation

Addressing reputational damage resulting from activities
that are not supported by pharma companies



ADDRESSING REPUTATIONAL DAMAGE
How should we handle situations where activities not supported 
by pharma companies are not aligned with industry standards?
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QUI SOMMES-NOUS ?
Société d'édition et de communication depuis 1982
Spécialisée dans le secteur médical et 
pharmaceutique

MEDIPRESS SERVICES SA
Avenue G. Demey, 57
1160 Auderghem
Tel : +32 (0)2 352 07 80
Fax : +32 (0)2 354 59 17
Mail : info@mpsservices.be
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www.medipress.be
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COLLABORATIONS WITH PATIENT ORGANISATIONS
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COLLABORATIONS WITH PATIENT ORGANISATIONS
Perception becoming reality



• Holger Diener has been Managing Director of the Association of Voluntary Self-
Regulation for the Pharmaceutical Industry (Freiwillige Selbstkontrolle für die 
Arzneimittelindustrie e.V. – FSA) since January 2012. 

• Holger previously worked in the legal department of the German Association of 
Research-based Pharmaceutical Companies (Verband der forschenden
Arzneimittelindustrie e.V. – vfa. 

• He is Vice Chair of the Codes Committee and member of the Ethics and Compliance 

Declaration of Interest
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• He is Vice Chair of the Codes Committee and member of the Ethics and Compliance 
Committee at EFPIA. Holger is also a Vice Chair of the IFPMA Ethics and Business 
Integrity Committee (eBIC). Moreover, he is a Member of the International Society of 
Healthcare Ethics and Compliance Professionals (ETHICS). 

• Holger holds a law degree and a Ph.D. from the Phillips University of Marburg. 



PATIENT ORGANISATIONS ASSESSING THE PHARMA INDUSTRY AND ITS COMPANIES
2016 Findings – Source: PatientView, 21st March 2017
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between drug companies and independent health organizations.
In

Patient Groups Challenged on Pharma Ties
The role of patient advocates in shaping regulations and policy has put attention on financial and operational links 
between drug companies and independent health organizations.
In PharmTech, 6th April 2017

Toward a Healthier Patient Voice
More Independence, Less Industry Funding
JAMA, March 2017

Conflict of Interest for Patient-Advocacy Organisations
The New England Journal of Medicine – 2nd March 2017

… subpoenas were related to groups that help cover patient co payments for prescription drugs. … As aggressive price hike … subpoenas were related to groups that help cover patient co-payments for prescription drugs. … As aggressive price hike 
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… subpoenas were related to groups that help cover patient co payments for prescription drugs. … As aggressive price hike 
for certain prescription medications have drawn the ire of politicians and the healthcare industry, concerns have grown that 
donations made by pharmaceutical companies to patient assistance groups may be contributing to the price inflation. 
Source: Reuters (US) 

… subpoenas were related to groups that help cover patient co-payments for prescription drugs. … As aggressive price hike 
for certain prescription medications have drawn the ire of politicians and the healthcare industry, concerns have grown that 
donations made by pharmaceutical companies to patient assistance groups may be contributing to the price inflation. 
Source: Reuters (US) – 27 February 2017

…, a charity that tried to force the NHS to buy more of an expensive … treatment, has taken GBP 200,000 in grant funding from 
… drugs giant … since 2014. Last year, it had unsuccessfully taken NHS England to court for restricting access to the medicine on 
cost grounds. In 2016, the … charity brought a High Court action against NHS England to try to force it to reconsider a 
controversial decision to limit a new cure … . 

…, a charity that tried to force the NHS to buy more of an expensive … treatment, has taken GBP 200,000 in grant funding from 
… drugs giant … since 2014. Last year, it had unsuccessfully taken NHS England to court for restricting access to the medicine on 
cost grounds. In 2016, the … charity brought a High Court action against NHS England to try to force it to reconsider a 
controversial decision to limit a new cure … . Source: BBC (UK) – 1 March 2017
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German PO Code
2008/2009

2005
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http://www.zeit.de/2005/21/Pharmafirmen_neu

„Give and collect“

2016



Media Reactions 2016 in Germany
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Media Reactions 2017 in Germany
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FSA Press Release, 3 April 2017

(…)

Dr. Martin Danner, Managing Director of BAG 
SELBSTHILFE, also welcomes the transparency 
requirements of the FSA from the view of the patient 
organization:  "The work of self-help organizations of 
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organization:  "The work of self-help organizations of 
chronically ill and disabled people is supported above 
all by the voluntary commitment of those affected. 
However, many support and advisory services could 
not be realized without a sufficient financial basis. It is 
to be welcomed that, in addition to the public sector, 
statutory health insurance funds and other sponsors, 
the pharmaceutical companies are also involved here. 
It is important that the cooperation takes place on the 
same level and is clear from the outside. Disclosure 
promotes this confidence building and secures the 
neutrality and independence of the organizations.“

(…)



CODE ENFORCEMENT
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CODE ENFORCEMENT
Learning from case handling

Corrective actions can move the needle
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Caso práctico: REUNIONES CIENTÍFICAS



Caso práctico: REUNIONES CIENTÍFICAS



TRANSPARENCY IS AN ASSET
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TRANSPARENCY IS AN ASSET
Anticipating societal expectation of the pharma sector and

addressing conflict of interest



Declaration of Interest

 Heather Simmonds is the Director of the Prescription Medicines Code of 
Practice Authority (PMCPA).

 Heather chairs the Code of Practice Panel, which considers complaints 
submitted under the ABPI Code in the first instance, and is responsible for the 
overall running of the organisation.

 Heather also works with IFPMA and EFPIA in relation to their codes of 
practice.
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practice.

 Heather has a degree in pharmacology and joined the ABPI in 1984. Heather 
has been working full time on the Code of Practice since 1989 and has been 
Director of the Authority since 1997.



Our next challenge? …

www.disclosureuk.org.uk
46



Legislation expected
• Belgium
• Bulgaria

Legislation versus Self-Regulation

Self-regulation

Multi-stakeholder self-regulation
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• Bulgaria

Legislation 
• Denmark
• Estonia
• France
• Lithuania
• Poland (limited scope)
• Portugal
• Romania
• Slovakia
• Turkey



FORMS OF DISCLOSURE 
Company Websites / Government Platforms / Member Association Central 

Platforms / Member Association Gateways 

Several types of “Central
Platforms” have been
implemented :

►Association platform: Czech
Republic, Ireland, UK

►Association “gateways” in
place: Bulgaria, Finland,
Germany, Lithuania, Norway,
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Germany, Lithuania, Norway,
Poland, Sweden, Ukraine

►Association “gateways”
planned: Austria and
Switzerland

►Government platform:
Denmark, France, Greece,

Portugal, Romania, Slovak Rep.
►Multi-stakeholders platform:

Belgium (and Luxembourg), the
Netherlands



 Companies must document and publicly disclose certain 
transfers of value made directly or indirectly, whether in cash 
or kind, to health professionals other relevant decision 
makers and healthcare organisations located in Europe

CLAUSE 24    Transfers of Value to Health
Professionals and Healthcare
Organisations

makers and healthcare organisations located in Europe

 The transfers of value covered are those made in relation to:

Medical and educational goods and services
Joint working
Contracts with organisations or individuals
Sponsorship/subsistence/travel for meetings



Disclosure is on a central platform.

The template which to be used is available to 

CLAUSE 24 Transfers of Value to Health
Professionals and Healthcare
Organisations

The template which to be used is available to 
download from the Authority’s website 
(www.pmcpa.org.uk).





Disclosure UK - high-level analysis* 

 Total transfer of value 
disclosed for 2015 is 
£340.3 million, including 
research activity and non-
research activity

 2/3 £229.3 million (67%) is 

www.abpi.org.uk

 2/3 £229.3 million (67%) is 
research activity spend in 
2015

 1/3 £111 million (33%) is 
non-research activity spend 
in 2015 

* Data analysed 24 June
* 109 companies (54 ABPI members, 55 non-members)









FROM DISCLOSURE TO TRANSPARENCY
Leaving it to third parties / media or taking credit for it

Germany:
Disclosure reports  on 
companies’ websites 
accessible through the FSA 
Gateway
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CONNECTIV!
Replicated the re-
organisation of data in 
Switzerland and Austria

Recently, similar approach 
applied to Sweden
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14 July 2016

Database of Spiegel Online and Correctiv.org was published 
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 Companies must disclose details of clinical trials in 
accordance with IFPMA, EFPIA, PhRMA and JPMA positions 
and include on homepage of their website information as to 
where details of their clinical trials can be found

Other disclosure requirements – mixture of IFPMA
Code, EFPIA codes and principles and national
codes

 Detailed requirements for prospective non interventional 
studies

 EFPIA PhRMA data sharing principles

 Patient organisations 



CLOSING REMARKS
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CLOSING REMARKS

One-line comment from the PANELLISTS
Take away messages from the AUDIENCE
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 marieclaire.pickaert@efpia.eu
 julie.bonhomme@efpia.eu
 versina.bregu@efpia.eu

EFPIA Brussels Office
Rue du Trône 108

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

www.efpia.eu * info@efpia.eu


