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Role of national Codes in implementing
international Standards

WHO “Ethical Criteria for Medicinal Drug Promotion” (1988)
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CODES & APPLICATION

Preamble

vi IFPMA member companies and their agents must comply directly with applicable national codes of
member associations where such codes exist. In all other territories, (i.e. where there are no local
codes or appropriate laws and regulations, or where a member company is not a member of local/
regional association), the IFPMA Code acts as a default code for the activities of member companies
and the IFPMA operating procedures apply.

APPLICABILITY OF CODES

The EFPIA Code sets out the minimum standards which EFPIA considers
I F P M A must apply. In a manner compatible with their respective national laws and
regulations., member associations must, at a minimum, adopt in their national

codes provisions no less rigorous than the provisions contained in the EFPIA
‘ Od e o Code. Member associations are encouraged to tailor their national codes to adapt

to national conditions and to adopt additional provisions which extend further
Practice

than the minimum standards included in the EFPIA Code.

Promotion and interaction which take place within Europe must comply
with applicable laws and vegulations. “Europe” as used in the EFPI4 Code
includes those countvies in which the EFPI4 member associations’ codes of
practice apply. In addition, promotion and interaction which take place within

ef p l a Europe must also comply with each of the following “Applicable Codes

(a) (i) in the case of promotion or interaction that is undertaken,
sponsored or organised by or on behalf of, or with, a company located within
Europe, the member association national code of the country in which such
company is located; or (ii) in the case of promotion or interaction that is
undertaken, sponsored or organised by or on behalf of, or with, a company
located outside of Europe, the EFPIA Code; and

EFPIA CODE ON THE PROMOTION OF (b) the member association national code of the country in which the
PRESCRIPTION-ONLY MEDICINES TO, AND ~ promotion or interaciion iakes place
INTERACTIONS WITH, In the event of a conflict between the provisions of the Applicable Codes

HEALTHCARE PROFESSIONALS set forth above, the move restrictive of the conflicting provisions shall apply
{un L ered by Section 13.01). For t 7 "~ the
term “company” as used in this EFPL4 Code, shall mean any legal entity that
organises or SPoOMsOFs promotion, or engages in interactions with healthcare

professionals covered by an Applicable Code, which takes place within Europe,

Sistema 3
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SELF-REGULATION SYSTEM: Evolution of the Codes

1991 Adoption of the EFPIA Code as a Spanish Code {Adapted 1992)
2002 New version of the more demanding and precise Code
2004 Development Guides

Queries (Questions and answers)

Spanish Code of Practice Surveillance Unit

Version 2005 Implementation of the EFPIA Code (Nov. 2004)

Version 2008 New version of the Code of Interactions with Healthcare Professionals

New version of the Code of Interactions with Patient Organizations

Version 2010 Adaptation and improvement of the Code of Interactions with Healthcare Professionals.
Modification of articles 3, 10, 11, 14, 16 and 17

Version 2012 Patients Code: adaptation of the Efpia Code {jun. 2011)
Versién 2014 Code of Good Practices of the Pharmaceutical Industry 2014
Adapted to the requirements of the EFPIA Disclosure Code
Version 2016 Modification of article18: Disclousure (AEPD report)
-
Version 2021-3 Adaptation of the new EFPIA Code and new Annexes | vl ==

-
0

‘
Préacticas de la Industria
Farmacéutica 2
Sistema A
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SELF-REGULATION SYSTEM: Objetives

CARRY OUT THE PROMOTION OF MEDICINES AND
THE RELATIONSHIP WITH HEALTHCARE PROFESSIONALS (HP),
HEALTHCARE ORGANIZATIONS (HO),
AND PATIENT ORGANIZATIONS (PO),
UNDER THE ETHICAL PRINCIPLES OF

PROFESSIONALISM AND RESPONSIBILITY

ENHANCE TRUST IN THE INDUSTRYPHARMACEUTICAL
UNDER THE FUNDAMENTAL BASES OF

PREVENTION AND TRANSPARENCY

Sistema 3 D
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SELF-REGULATION SYSTEM: Principles
TRUST

Fundamental to protect and preserve the image and reputation of the pharmaceutical industry. It
is based on acting with integrity and honesty, respecting the independence of the interest
groups with which it interacts.

INTEGRITY

Promoting legitimate, honest, balanced and transparent relationships with those we have
interacting, avoiding undue influence and properly handling conflicts of interest.

RESPECT

Open, responsible and constructive relations respecting in all cases the independence and
interests of the different groups with which the industry interacts.

LEGALITY

Conformity and adequacy with current national and international regulations. Promotion of fair
competition between pharmaceutical companies.

TRANSPARENCY

Promotes public knowledge of our interactions, in particular with those with whom a conflict of
interest could exist.

PREVENTION

Actively ensure compliance with and respect for the Code. D
AUTORREGULACION F: A A
_ Code of Practice for the Pharmaceutical Industry 2023 ‘ C
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SELF-REGULATION SYSTEM: CONTROL BODIES ()

ACTIVLY RESOLUTION
MONITOR

COMMITTEE

Sistema o i D
AUTORREGULACION
Code of Practice for the Pharmaceutical Industry 2023
_______________________________________________________________________________________________________________________________________________________________________________________________________________________________________|]

farmaindustria


http://www.codigofarmaindustria.org/servlet/sarfi/home.html

SELF-REGULATION SYSTEM: CONTROL BODIES. (Ii)
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SELF-REGULATION SYSTEM: COMPLAINT PROCEDURE

Any other
outside the

COMPLAINANT Code of Practice Pharmaceutical

Surveillance Company
Unit

V V

Self-Regulation
System

Mediation Process

4

ooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

[ CODE OF PRACTICE COMMITTEE ]

/ AUTOCONTROL JURY
Resolution Process

Final Resolution | <G ‘ <= | Resolution

\ Publication

Code of Practice for the Pharmaceutical Industry 2023
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SELF-REGULATION SYSTEM: COMPLAINT PROCEDURE

~

CODE OF PRACTICE Operates under the high standards of Confidentiality, Truthfulness, Impartiality,
SURVEILLANCE UNIT : Independence and Agility

! The Director may attend the meeting of the Code of Practice Committee and shall be

Director appointed by the Board of Governors of FARMAINDUSTRIA, proposed by the
Steering Committee and approved by the Code of Practice Committee

Active monitoring : entitled to express his opinions but not to vote
\ Mr. José Zamarriego /
- A
/ : Members appointed by the Board of Governors of FARMAINDUSTRIA, proposed by thﬁ
: Steering Committee:

» At least three members who shall be technicians or professionals of recognized prestige,

CODE OF PRACTICE

Dra. Africa Mediavilla Dr. Miquel Vilardell Dr. Miguel Angel Caracuel
COMMITTEE d sie Ane

L. : » A Secretary from among the persons belonging to the Legal Department of
Mediation Process : FARMAINDUSTRIA, who shall assist the members and be entitled to express hi/her

opinions but not to vote

\ Mrs. Ana Bosch (General Secretary and Legal Department Director)
' al

Code of Practice for the Pharmaceutical Industry 2023 I

AUTORREGULACION



http://www.codigofarmaindustria.org/servlet/sarfi/home.html

SELF -REGULATION SYSTEM: COMPLAINT PROCEDURE

The Jury is the independent out-of-court body in charge of adjudicating on
complaints submitted on advertising issues.

Its decisions are binding.

Its activity is based on independence, transparency, accountability, etc., amongst

AUTOCONTROL other principles.

JURY OF THE _ , . ,
The Jury is fully composed of independent lay experts: prestigious academics on
SELF REGULATION : Law, Economics, Sociology, Commercial Communications; retired advertising
OF COMMERCIAL i practitioners; ex-civil servants specialised on consumer affairs, etc.
ICATI :
SORELEINIE ON5 25% of its members are nominated by the Spanish National Institute on Consumer

¢ Affairs (INC) amongst independent and prestigious academics, experts in consumer
Resolution Process i affairs, etc.

All the Jury's decisions are clearly motivated and are published in Autocontrol's
monthly newsletter and on its website.

Actually composed by a President and 6 sections

AUTORREGULACION ‘ P< A A
Code of Practice for the Pharmaceutical Industry 2023
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INFRINGEMENTS AND SANCTIONS

Infringements will be classified as minor, serious and very serious based on:

» Magnitude of the infringement, particularly its potential risk for the health of patients.
» Impact on the scientific or medical community of the practice resulting in Code infringement.

» Unfair competition.
» Damage to the image of the pharmaceutical industry.

There may be aggravating circumstances that shall be considered:

» Degree of intentionality
» Failure to comply with previous warnings
» Generalization of the infringement

» Recidivism
» Concurrence of several infringements for the same action or promotional activity

» Financial benefit for the pharmaceutical company derived from the infringement.

In accordance with the criteria indicated, the Jury and the Board of Directors of FARMAINDUSTRIA may impose:

NON MONETARY:
Urge the company to cease the conduct
Corrective or corrective measures
Publication of the sanction or agreement
Withdrawal from the Association
Complaint before the Health Authorities

Sistema ; * With the amount of the sanctions, a special fund wilf be sef up fo promote the rational use afl ] p
AUTORREGULACION
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PECUNIARY SANCTIONS *
Minor infrigments: 6.000 a 120.000 €
Serious infrigments: 120.001 a 240.000 €
Very Serious infrigments : 240.001 a 360.000 €

farmaindustria
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RELATIONS WITH HEALTHCARE PROFESSIONALS

A relationship based on TRANSPARENCY
builds credibility and builds trust
INTEGRITY RESPECT

Health professionals update
and improve their knowledge

Pharmaceutical companies C
encourage training activities ONTINUED
so that healthcare MEDICAL

professionals are
continuously trained

EDUCATION

Healthcare

In this way, it is guaranteed that
each patient receives the best

possible treatment according to
their needs.

TRUST

Professionals

Pharmaceutical
Industry 4

Doctors are involved as
researchers, contributing

. i "“\.‘H
Ylf’lf belnef:; frgm t.l;'.e -y T experience and knowledge in
clinical an Sc':";:' Ic _ ; 2 =B the development process
experience of the
PREVENTION

Professional

This collaboration is widely
regulated for both parties

S LEGALITY |PCAA .

Code of Practice for the Pharmaceutical Industry 2023
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AREAS COVERED BY THE CODE
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INTERACTIONS
PROMOTION OF WITH HEALTHCARE RELATIONSHIPS DISCLOSURE OF
PRESCRIPTION-ONLY PROFESSIONALS WITH PATIENT TRANSFERS OF
MEDICINES AND HEALTHCARE ORGANISATIONS VALUE
ORGANISATIONS

CODE OF PRACTICE

FOR THE PHARMACEUTICAL INDUSTRY

Sistema . I 1 P A A
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Disclosure Transposition Process - Spain

i

SPANISH
CODE OF
PRACTICE

PNT,
COMPANY

CODES,
CONTRACTS,
IT...

June 2013 January 2014

farmaindustria
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** ART. 10 - GUARANTEES OF INDEPENDENCE, june 2014

ARTICLE 10 APPLICATION CRITERIA IN THE DIRECT OR INDIRECT PROVISION TO HEALTHCARE PROFESSIONALS

WITHIN THE FRAMEWORK OF ACTIVITIES MAINLY RELATED TO

PRESCRIPTION-ONLY MEDICINES (POM) MEDICAL VISIT COMPANY MEETING 3rd PARTY EVENT

NO NO NO
Yes
CORPORATE PENS AND NOTEPADS ' NO = Market price <10€ NO

= Corporate

ITEMS NECESSARY FOR

THE PRACTICE OF MEDICINE NO NO NO
ELECTRONIC DEVICES

SUSCEPTIBLE OF PERSONAL USE NO NO NO
INFORMATIONAL YES

REPRINTH

= Unit market price <60€ . USB stick <10€
= Directly relevant to the practice of medicine or pharmacy
= Directly benefic patient care
= No inducement to recommend, prescribe, purchase, supply, sell or
administer a medicinal product

EDUCATIONAL MATERIALS*

ITEMS OF MEDICAL
UTILITY *

* May only be related to POM if the competent Health Authorities grant it the condition of “valid means of delivery”.
* When aimed at patients, shall not include elements that directly or indirectly relate to POM, unless authorized by Health Authorities.

ADDITIONALLY, WITHIN THE FRAMEWORK OF ACTIVITIES MAINLY
RELATED TO NON-PRESCRIPTION PRODUCTS OR MEDICINES MEDICAL VISIT COMPANY MEETING 3rd PARTY EVENT
STATIONERY OR ITEMS FOR THE PRACTICE YES

OF MEDICINE OR PHARMACY 3 : ) = Market price <10€

EI.IIUE{REGULAGIUN e = Not related to POM
Code of Practice for the Pharmaceutical Industry 2023 LUMZavay H B e # s A Y

farmaindustria
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SELF-REGULATION SYSTEM:
m 3 COMMUNICATION SYSTEMS

Sistema 3
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J EVENTS (art. 11)
J STUDIES (art. 14.3)

] SERVICES (art. 16)
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¢ ART. 11 — SCIENTIFIC AND PROFESSIONAL MEETINGS

= Moderate and subordinated to the scientific purpose

m HOSPITALITY

= Exclusively to Healthcare Professionals

= LOCATION selected transmits an appropriate image
= TRAVEL PLANNING subordinated to the scientific purpose
= SCIENTIFIC CONTENT takes up a minimum of 60% of the working day

= SOCIAL ACTIVITIES no elements of entertainment or leisure are permitted (only welcome

cocktail, work lunches and gala dinner)

= Sponsorship of companies will be stated in the articles, papers and documents

pertaining thereto. D
FUTQRBEGULAGION Code of Practice for the Pharmaceutical Industry 2023 \ I C] \I \
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“* ART. 11 — SCIENTIFIC AND PROFESSIONAL MEETINGS

Event: Any promotional meeting, scientific-professional meeting, congress, conference,
symposium, in-person or distance educational courses, or any other type of similar activity
(including but not limited to expert meetings, visits to manufacturing and research
facilities, as well as training meetings for investigators conducting clinical trials and post-
authorization studies) organised or sponsored by a pharmaceutical company or under its
control.

Events taking place outside of Spain. Section 11.10.(b) “a resource or relevant expertise is
located in a foreign country and it is the object or subject matter of the Event. This
assumption (b) must receive prior authorization from the code of Practice Surveillance
Unit.

= Removal of any entertainment or leisure activity organised
connection to the event.

=> Ban to sponsor Events whose programme contains elements of a
social or leisure nature, event if these are not sponsored by the
Industry.

=>» Demand of the same rigour, disregarding whether the event is

__organised by a company or a third party. C
AhTERIEEGIILACIﬂN I P A A
Code of Practice for the Pharmaceutical Industry 2023 IPCAA
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COMUNICATION TEMPLATE USED BY LABORATORIES

Unidad de Supervision farmaindustria
Deontologica

Comunicacion de eventos y reuniones cientificas

Informacion enviada:

Laboratorio:

. PHARMACEUTICAL COMPANY
CDC76/08

Mo 8673

o i =ome COLLABORATION LEVEL: organizer, main or minor sponsor

participacion:

Lugar:

Pais: L A A,

Prowvincia: Otras

Fecha de fin:

Hotel y categoria: REUTEMANN 4 estrellas

N2 de pernoctaciones 3

ofrecidas:

N? horas: 07,45

Promocion de especialidad

farmacedtica: MEDICINE PROMOTED & GIFTS

Obsequios:

Declaracién relativa a acompanantes:

Mo =e permiten acompafantes por tratarse de un evento organizado -directa o indirectamente- o
patrocinados -exclusiva o mayoritariamente- por mi laboratorio y asi se ha comunicado a los
profesionales sanitaros asistentes.

Profesionales a los gue esta dirigido

Profesion: Medicos
Especialidacd: Medicina Interna
origen geografico: Varias

Ambito de la reunidn: Internacional

N2 previsto de profesionales 70
sanitarios asistentes:

Invitados ejercicio en 78
Espaiia:
MN? de ponentes: 10

Observaciones

Sistema « A
AUTORREGULACION h_d I I—' \ /—\ A
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¢ ART. 11 — SCIENTIFIC AND PROFESSIONAL MEETINGS

EVENTS TAKING PLACE OUTSIDE OF SPAIN: RESOURCE OR RELEVANT EXPERTISE

farmaindustria
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farmaindustria

“* ART. 11 — THRESHOLDS IN EUROPE FOR HOSPITALITY TO HCPs

EFPIA CODE ON THE PROMOTION OF PRESCRIPTION—-ONLY MEDICINES TO, AND

INTERACTIONS WITH, HEALTHCARE PROFESSIONALS
Art. 10.05 establishes that National Associations shall establish a threshold for hospitality.

Article 11 . SCIENTIFIC AND PROFESSIONAL MEETINGS,

Adapted to the new wording of article 10 of the EFPIA HCP Code

In the context of an activity of a scientific / professional
nature, a maximum cost of 70 Euro (including taxes) applies
to any form of hospitality associated with meals.

For scientific nd professional meetings taking place
outside of Spain, the maximum threshold established by
the National Association of the country where the Event
occurs will apply. Therefore, the general rule of applying
the most stric or restrictive rule will not be applicable.

Sistema ¢
Ammm of Eve&;:a ﬂ, egard to ftortt'h | sh Code of ﬁ'lrglc‘ts cr\e, 2023

&8 maceutica
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ART. 33 PROCEDURE FOR COMMUNICATING EVENTS AND
SCIENTIFIC MEETINGS

= Deadline for prior notification to the Surveillance Unit: 10 working days before its
beginning.

= Electronic Procedure
0 E-mail
0 Self-Regulation Website

= Information to be Provided: Company, nature of the participation, name of the
meeting, HCPs to whom it is directed, Nr. Of HCPs invited, venue and dates, scientific
programme, social programme and parallel activities, other entities involved in the
organisation and sponsorship.

The Surveillance Unit will have five working days from receit of the report to make any
pronouncements on international Events that, according to the stipulations of article
11.10(b) of the Code, require previous authorization.

AUTORREGULACION D ‘ P< ; A A
- Code of Practice for the Pharmaceutical Industry 2023
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ART. 33 PROCEDURE FOR COMMUNICATING EVENTS AND
SCIENTIFIC MEETINGS

The communication of activities within the scope of article 11.8 of the Code must be notified
by the pharmaceutical company, through the person(s) responsible for communicating
scientific and professional meetings.

Prior notification shall be compulsory when the following circumstances cocur:

. that they are organised - directly or indirectly — or sponsored - exclusively or
in the majority — by the reporting company;

. they include at least one overnight stay; and

. they involve the participation of at least 20 Healthcare Professionals

practicing in Spain.

Prior notification shall be compulsory when the company organises attendance of a group over
20 Healthcare Professionals practicing in Spain to a meeting organised by a third party. If such

meeting is available in the third-party event database of Farmaindustria’s website, prior
notification will not be compulsory.

Voluntary prior notifications may be provided.

Sistema 3 D
AUTORREGULACION
farmaindustria Code of Practice for the Pharmaceutical Industry 2023
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GENERAL STANDARDS APPLICABLE IN SPAIN TO
SCIENTIFIC AND PROFESSIONAL MEETINGS

Establish reasonable measures to guamantee that peopie
EXHIBITION AREA accessing the Exhibition Area are Healthcare Professionals, |~ pows Tt STance Of peopie diferent from
For example: badges, control dccess, etc. ;
Facilitate the exchange of scientific Information and Accessible to persons cifferent from healthcare
cpinions among healthcare professionals. professionals (accompanying persons).
Offer 3 moderate and reaszonable level of hospRality, Offering out of proportion or excessive (1) services
M taking into account aspects like: (1) the environment/scene (for exampie: massages), (II) food and beverages
and nature of the event “Scientific & Professional (for example: alcobolic drinks, etc.).
meeting”, (1) image of the pharmaceutical Incustry. Directly or Indirectly promoting prescription-only
Corporate/institutional sponsorship of this area ondy. medicines.
Supplying, offering or promising 3 gIt or pecuniary
NONE related to prescription-only medicines. advantage (in cash or beneft In kind) to 2
In meetings where promotion mainly pertains to medicines healthcare professional.
W cther than prescription-only, gifts related to the practice of in meetings where promotion mainly pertains to
AIDS medicine or pharmacy with 3 market value of 10€ or less prescription-only medicines, offering or providing
D which are not related to prescription-only medicines. stationery or ems for the practice of medicine or
Corporate pens and pads under 10€ in company organised pharmacy, Inserting pens or pads in the congress
meetings. bag that include corporate/instititional advertising
or product advertising.
Informational or educational materials with 3 market value
of GOE or less that are directly relevant to the practice of Informational or educational materials and Rtems of
INFORMATIONAL OR medicine or pharmacy; and directly beneficial to the care medical utility with 3 market value ove 70 HUROS
EDUCATIONAL of patients. The transmission of Informational or education
MATERIALS, AND ITEMS Items of medical wtility aimed directly at the education of materiais and tems of medical utility that constitute
OF MEDICAL UTILITY heathcare professionals and patient care ¥ they have a an Inducement to recommend, prescride, purchase,
market value of GOC or less and do not offset rowtine supply, sell or administer 3 Medicinal Product.
business practices of the recipient.

Companies are encouraged to contact their Spanish subsidiary representatives to clarify any aspect related to these provisions and/or their potential
participation/collaboration in a scientific or professional meeting in Spain.
This document is provided exclusively for informative purpeses. In all cases the provisions included in the Spanish version of the Code of Practice for the

IPCAA
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EDUCATIONAL AND
SCIENTIFIC
MEETINGS

Pharmaceutical industry guidelines for the
collaboration with Healthcare Organizations
educational and scientific meetings.

Access to the list

MEDIATION
AGREEMENTS

Mediation Agreements reached before
the Code of Practice Committee.

Access to the list

PHARMACEUTICAL
INDUSTRY
COLLABORATIONS

Pharmaceutical Industry collaboration with
Patient Organizations, Healthcare Professionals
and Healthcare Organizations.

More information

ADVERTISING JURY
RESOLUTIONS

Resolutions issued by Autocontrol
Advertising Jury (Spanish advertising
self-regulation organisation).

Access to the list
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Mediation Agreements

L/ L

Mediation Agreements

2O Sistema de Autorregulac X i

http://www.codigofarmaindustria.org

& & ‘ ® www.codigofarmaindustria.org/servlet/sarfi/acuerdos.html
Sistema ae i
AUTORREGULACION
farmaindustria SEFL-REGULATION SYSTEM THE CODE OF PRACTICE COLLABORATIONS DOCUMENTATION Q

Sistema ¢ A
AUTORREGULACION

Self-Regulation System

Control Bodies

Mediation Agreements

Home ‘ Self-Regulation System ‘ Control Bodies ‘ Code of Practice Committee | Mediation Agreements

Mediation Agreements

Complaints

One of the functions of the Code of Practice Committee is to mediate between the parts involved in a complaint seeking conciliation of conflicts concerning

matters subject to the Code.

See below the mediation agreements reached:

23/09/2016
UNIDAD DE SUPERVISION VS BOEHRINGER INGELHEIM ESPANA, S.A.

17/05/2016

UNIDAD DE SUPERVISION VS BOEHRINGER INGELHEIM ESPANA, SA.

20/04/2016
UNIDAD DE SUPERVISION VS NOVARTIS FARMACEUTICA, SA.

Code of Practice for the Pharmaceutical Industry 2023
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Mediation Agreements
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Mediation Agreements
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Acuerdo Sanofi Aventis-Novo Nordisk Pharma, 5.A.
Asunto CD-PS 15/13. Actividad Promocional “Victoza”

{en adelante, sanqm,

de la presente comunican a la Comisién Deontoldgica:

programa clentifico oficial del mismo.

Farmaindustria. Comision Deontoldgi
Maria de Molina 54, 72, 28006
ALa ARIA T
DE FARMAINDUSTRIA
S [ aauando en nombre v representacién de Sanofi-Aventis

, actuando en nombre y
representacidn de Nove Nordlsl( Phan'nl, S.A. (en adelante, Novo Nordisk), por medio

I. Oue Sanofi y Mows Nordisk han llegadae a un acuerdo amistoso en el
procedimiento CD-PS 15/13 {"Actividad promocional Victoza®), el cual fue
iniciade mediante denuncia interpuesta por Sancfi con motive de las diapositivas
presentadas por un profesional sanitario contratade por Nove Nordisk dentro del
simposio patrocinado en exclusiva por |a referida compafifa, y titulado “Sinergias
de firmacos complementarios”, que tuvo lugar en el marco del Congresa de la
EASD celebrado en Barcelona en el mes de septiembre de 2013, pero fuera del

. Que, contestada la denuncia por Novo Nordisk y a resultas de la comparecencia
del pasado 26 de noviembre de 2013 ante la Comisién Deontoldgica de
Farmaindustria, en la que se hizo evidente la discrepancia existente en torno asi
los simposios patrocinados por un laboratorio farmacéutico en el marco de un
Congreso Internacional (pero fuera del programa clentifico oficial del misma)
deben ser considerados como material promocional (postura defendida por

procedimiento.

AcUERDOS

Sanofi), o como informacion cientifica y no pr jonal [postura defi
Move Mordisk), ambas partes, atendiendo al criterio mostrado por la propia
Comisién Deontolégica, desean alcanzar un acuerde para poner fin al presente

Wl. Que, en virtud de lo anterior, ambas partes han llegado a los siguientes

Primero.- Movo MNordisk se compromete frente a Sanofi y ante la Comisidn
Deontolgica a no usar en ningdn momento, ni total ni parcialmente, |la misma versidn
de las diapositivas (en las que se comparan diferentes estudios con diferentes
metodologias y diferentes poblaciones sin que procedan de metandlisis ni de estudios
directos head-to-head) que fueron presentadas por el ponente en el simposio satélite
realizado durante la celebracién del Congreso de la EASD. En caso de gue Novo Nordisk
esté interesada en utilizar los datos procedentes de los estudios mencionados en
dichas diapositivas, lo hari siguiendo estrictamente las directrices del Cédigo Espanol
de Buenas Practicas de Interrelacidn con los Profesionales Sanitarios.

Code of Practice for the Pharmaceutical Industry 2023
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Resolutions
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Jury Resolutions

2O Sistema de Autorregulac X - .

<« C  © www.codigofarmaindustria.org/serviet/sarti/resoluciones html

Self-Regulation System

Control Bodies

Resolutions Complaints

Home | Self-Regulation System | Control Bodies | Jury of Autocontrol | Resolutions

Jury Resolutions [

By virtue of the ageeement signed, Farmaindustria subjects the control of compliance and interpretation of the Code of Practice to the Jury of Autocontrol,
governed by its own rules of procedure.

See below the Jury of Autocontrol resolutions:
UNIDAD DE SUPERVISION DEONTOLOGICA DE FARMAINDUSTRIA VS, ABBOTT LABORATORIES, S.A.

07/01/2016 Plenary o

05/11/2015 Division

IPSEN PHARMA, S.A. VS. ALLERGAN, S.A. “PRECIO BOTOX®"

Sistema ¢ A
AUTORREGULACION
Code of Practice for the Pharmaceutical Industry 2023
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Resolucion de 20 de diciembre de 2012, de la Seccion Sexta del Jurado por la que se
estima parcialmente la reclamacion presentada por Feming S.AU. contra una
publicidad de la que es responsable la compaiiia Bial Industrial Farmacéutica Spain,
SA.

La Seccion Sexta declard que la publicidad reclamada infringia bos articulos 1.2, 3.1y
3.5 del Codigo Espafiol de Buenas Practicas de Promocion de Medicamentos y de
Interrelacion de la Industria Farmacéutica con los Profesionales Sanitarios de
Farmaindustria.

Frente a dicha resolucion Feming S.A.U. interpuso recurso de alzada que fue
desesimado por el Pleno en su resolucion de 30 de enero de 2013.

EResumen de la Rezolncidn:

FERRING $.A.U. vs. BIAL INDUSTRIAL FARMACEUTICA SPAIN, S.A.

(“Mizofar®™)

Resolucion de 20 de diciembre de 2012, de la Seccion Sexta del Jurado por la
que se estima parcialmente la reclamacion presentada por Femming S.A.U. contra una
publicidad de la que es responsable la compaiiia Bial Industrial Farmacéutica Spain,
SAL

La reclamacion se formula contra un follsto de ocho paginas dirigido a
profesionales sanitarios en el gue se promociona el medicamento Misofar®.

En la portada observamos unas manos sujetando la cabeza de un recién
nacido. Debajo se puede leer: “Ahora, en fa induccién al parto... la via nafural.
MISOFAR® 25. MISOPROSTOL 25meg”. En la segunda pagina puede leerse a modo
de titular: “;Qué es MISOFAR® 25 MISOPROSTOL 25mcg?”. ¥ debajo del titular
figura la siguiente informacion: “Misofar 25 es un agente uterofdnico, andlogo sintético
de la PGE1 gue estd indicado en la maduracion cervical e induccion del parfo a
término, especialmente en casos de cuello wtenno inmadure™ Y a continuacion,
dentro de un rectangulo: “Dosis recomendada. La American College of Obstefrics and
Gynecologists apoya el uso de Misoprostol como agente inductor del parto®. La dosis
inicial no debe exceder los 25 pg. Las dosis no se deben administrar con infervalos
menores de 3-6h. Dosis recomendad por la FIGO™. En la tercera pagina, aparecs el
siguiente texto de forma destacada: “Llega el primer y dnico analogo sintético de la
PGET misprostol 25ug, aprobado para la maduracion cervical e induccion del parto a
término en una via de administracion dptima”. En el margen inferior derecho, puede
leerse “Ahora, en la induccion al parto... fa wvia natural. En la cuarta pagina puede
leerse @ modo de titular: *;Por gué MISOFAR® 25. MISOPROSTOL 25mcg? Eficacia
de dosis de 25 pg”. A continuacién, aparece la siguiente informacién: “Maduracion
cervical-dilatacidn del cuello del itero®®. 95,1% de éxito en maduracion cervical®. En
cuelle uterino actda a nivel de- Lisis de coldgeno. Mayor produccion de Acido
Hialurénico que reblandece el cuello del Gtero”. A la derecha se muestra una tabla con
porcentajes de éxito y fracaso y debajo se puede leer: “Induccién de contracciones.
Aumenta la frecuencia y la intensidad de las contracciones del musculo liso uterino,
produciendo contracciones regulares”™. Activacion de receptores de oxitocing que
favorecen la accidn de la misma® Disminuye significativamente la demanda de
oxitocina para el trabajo del parfo”™ La guinta pagina, continiia con la siguiente
informacion: “Disminuye la tasa de cesdreas. Indicador de cesareas por induccion
fallida un 5%° Disminuye el tiempo de parto®. Actia sobre la resistencia cervical,
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ART. 18 TRANSPARENCY OF THE INDUSTRY’S RELATIONSHIPS

WHO All companies member of Farmaindustria and/or that signed on the Code
WHAT All Transfers of Value, direct and indirect enacted the previous year
RECIPIENTS Individual Healthcare Professionals and Healthcare Organisations
WHEN 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)
= Related to Educational Activities and Scientific-Professional Meetings
Standard template for > Registrationfees
) Identifying each » Travel and accomo_datlon
all com panies HEALTHCARE = Related to Fees for Service
PROFESSIONAL* > Fees , , ,
» Related expenses, including travel and accommodation
Each company will attach -
: = Donations
HOW a methodological note = Related to Educations Act. and Scientific-Professional Meetings
g o » Sponsorship HCOs / third parties appointed to manage Events
tO the Informatlon . » Registration fees
Identifying each » Travel and accomodation
HEALTHCARE = Related to Fees for Service
ORGANISATION » Foos
|n SpaniSh. Addltlona”y » Related expenses, including travel and accomodation
publication in English
IS recom mended AGGREGATE Resecarch 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
WHERE : . ., . .
Link from Farmaindustria’s Self-Regulation System website
Data shall remain available during a minimum of 3 years.
AVAILABILITY g y

Each company shall keep record of the data for a minimum of 5 years.
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ACTIVITY OF THE CODE OF PRACTICE (COP) SURVEILLANCE UNIT

From January 1st to December 31st 2023

20042012 2013 2014 2015 2016 2017 E'I]:]“ 2019 2020 2021(d) 2022 2023

Selsnisler e EANALYSED | 30,501 | 4.954 | 5.566 | 5.337 | 5.382|5.377|3.804|3.884| 1.452( 1.419(2.230| 2.446|| 72.442
PROFESSIONAL NoIncidents| 26600 | 4412 | 5124 | 4867 | 5110 | 5.084 | 3747 | 3772 | 1.321 | 1.380 | 2.176 | 2.380 66.072
MEETING % Adapted| 87,53% |89,06% | 92,06% | 91,19% | 94,95% | 94,55% | 96,22% | 97,12% | 90,98% | 97,25% | 97,58% | 97,30% 91,21%

ANALYSED | 2.549 | 400 | 449 | 300 | 317 | 293 | 262 | 310 | 285 | 263 | 238 | 217 5.883
NoIncidents|  1.924 332 | 368 | 251 280 | 27 249 | 300 | 275 | 233 [ 222 [ 201 4.906
% Adapted| 81.25% |83,00% [81.96% | 83.67% | 88,33% [ 92.49% ] 95.04% | 96.77% [ 96.49% [ 88,59%[ 93.28% [ 92.63%|[ _83.39%

ANALYSED| 687 306 | 350 | 368 | 363 | 364 | 290 | 373 | 303 | 984 | 876 | 921 6.185

STUDIES

(a}

SERI‘;I}GES No Incidents 554 230 292 301 274 321 270 354 285 943 807 890 5.521
% Adapted] 80,64% | 75,16% | 83,43% | 81,79% | 75,48% | 88,19% | 93,10% | 94,91% | 94.06% 1 95.83% 1 92,12% | 96.63% 89,26%
20.204 |2.1122.180|2.138| 1.483[1.674[ 1.513[ 1.633| 771 | 775 |1.324]|1.275|| 37.172 |

o] 8 [ o [ 7 [ 7 [2 3 s s [alo] 1[4l 2]

7 - Cases resolved in Court

6 - Firm resolutions of the Autocontrol Jury in favor of the USD

90 - Resolved through mediation before the Committee with recognition of the infraction and acceptance of corrective measures
17 - Archived at the request of the USD

2 - Not estimated by the Autocontrol Jury

0 - In process in the Commission
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THE SELF-REGULATION SYSTEM IS A

STRENGTH
OF THE PHARMACEUTICAL INDUSTRY
TO POSITIVELY IMPROVE ITS

TRUST AND REPUTATION
BEFORE THE WHOLE SOCIETY
(PUBLIC ADMINISTRATION, HEALTHCARE
PROFESSIONALS AND PATIENTS)
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CODE OF PRACTICE SURVEILLANCE UNIT

9 C/ Castell6 128, 4 ° floor
E - 28006 Madrid, Spain

Tel.: +34 91 745 20 50

Fax.: +34 91 745 04 08

Codigo de Buenas

@ www.codigofarmaindustria.org Practicas de la Industria
Farmaceutica

@ www.farmaindustria.es

>4l usd@codigo.farmaindustria.es
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