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Impact of Self-Regulation Schems on Industry
Relationships with HCPs, HCOs and 

Patients Organizations

Lisbon, 16 May 2017

José F. Zamarriego Izquierdo
Director

Code of Practice Surveillance Unit

The Eleventh International Pharmaceutical
and Medical Device Compliance Congress
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1991 Adoption of the EFPIA Code as Spanish Code (Adopted in 1992)

2002 New version of the Code

Version 2004 Guidelines

Queries (Questions and Answers)

Surveillance Unit

Version 2005 Adaptation to the EFPIA Code (Nov. 2004)

Reinforcement and continued development

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

New Code on Relationships with Patient Organisations

Version 2010 Adaptation and development of the HCP Code:                       
Modification of articles 3, 10, 11, 14, 16 y 17

Version 2012 Patients Code: Adaptation to the EFPIA Code (June 2011)

Version 2014 Code of Practice for the Pharmaceutical Industry 2014

Adapted to the requirements of the EFPIA Disclosure Code

Version 2016 Code of Practice for the Pharmaceutical Industry 2016

Art. 18th amended taking into account SPDPA Report. 

ORIGIN AND EVOLUTION OF THE CODES
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PROMOTION OF 
PRESCRIPTION-

ONLY MEDICINES

INTERACTIONS 
WITH HEALTHCARE 

PROFESSIONALS 
AND HEALTHCARE 
ORGANISATIONS

RELATIONSHIPS 
WITH PATIENT 

ORGANISATIONS

CODE OF PRACTICE 
FOR THE PHARMACEUTICAL INDUSTRY

AREAS COVERED BY THE CODE
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HEALTHCARE PROFESSIONALS CODE
Self-Regulation System

 3 COMMUNICATION SYSTEMS

 EVENTS (art. 11)

 STUDIES (art. 14.3)

 SERVICES (art. 16)

4
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GENERAL STANDARDS APPLICABLE IN SPAIN TO 
SCIENTIFIC AND PROFESSIONAL MEETINGS
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GENERAL STANDARDS APPLICABLE IN SPAIN TO 
SCIENTIFIC AND PROFESSIONAL MEETINGS
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Circular USD/02/14
 ART. 11 – SCIENTIFIC AND PROFESSIONAL MEETINGS
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NATIONAL EVENTS

AUTORISED
NON PERMITTED
PENDING

INTERNATIONAL EVENTS

AUTHORISED
WITH OBSERVATIONS
SPEAKERS ONLY 
NON PERMITTED
PENDING

EVALUATION 

Scientific Programme Schedule
Social Programme & Activitise

Venue / Location – Hotel
Dates

COMMUNICATION

Pharma Companies
Scientific Societies

Prof. Congress Organisers
Surveillance Unit

PREVENTIVE ACTIONS

Prevent Possible Breaches
Clarify Evaluations

Inform of Modifications

If changes

EVALUATION PROCESS
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http://www.codigofarmaindustria.orgEVENT DATABASE



Code of Practice for the Pharmaceutical Industry 2016 10

http://www.codigofarmaindustria.orgEVENT DATABASE
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NATIONAL EVENTS – SCSU & Stakeholders

“With the aim of easing the possible collaboration / participation of those 
pharmaceutical companies belonging to our self-regulation system, please take 

into account  the information presented in this letter, adapting or modifying, where 
necessary, the above detailed elements.”

ELEMENTS PREVENTING 
MEMBER COMPANIES’ 

COLLABORATION:

- Entertainment
- Accompanying persons
- 5* Lux Hotel as Venue
- et alt.

COLLABORATION WITH EVENT ORGANISERS:  
Scientific & Medical Societies, PCOs, HCPs, etc.
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OBJECTIVE

SIZE
U/n

REMUNERA
TION

RISK ZONE: TO USE STUDIES AS AN INCENTIVE FOR 

HEALTHCARE PROFESSIONALS

MARKET RESEARCH STUDIES & FEE FOR SERVICES
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Self-Regulation System
PATIENT ORGANIZATIONS CODE

COLLABORATION
www.codigofarmaindustria.org
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Self-Regulation System
PATIENT ORGANIZATIONS CODE

COLLABORATION
www.codigofarmaindustria.org
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http://www.codigofarmaindustria.org

Transparency with all Stakeholders
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ACTIVITY OF THE CODE OF PRACTICE (COP) SURVEILLANCE UNIT

2004 2005 2006 2007 20082009              2009 (a)    20102009              2011 (b) 2012 2013 2014 2015 2016 TOTAL
Apr.-Dec Jan.-Dec Jan.-Dec Jan.-Dec Jan.-Dec Jan.-Dec Jan.-Dec Jan.-Dec Jan.-Dec Jan.-Dec Jan.-Dec Jan.-Dec Jan.-Sept Apr.04 - Sept.16

ANALYSED 945 1.747 2.199 2.926 3.388 3.878 5.080 5.335 5.003 4.954 5.566 5.337 4.497 50.855
No Incidents 718 1.390 1.909 2.616 3.087 3.345 4.383 4.862 4.389 4.412 5.124 4.867 4.271 45.373

% Adapted 75,98% 79,56% 86,81% 89,41% 91,12% 86,26% 86,28% 91,13% 87,73% 89,06% 92,06% 91,19% 94,97% 87,81%

ANALYSED 687 724 626 512 400 449 300 255 3.953
No Incidents 397 546 565 416 332 368 251 210 3.085

% Adapted 57,79% 75,41% 90,26% 81,25% 83,00% 81,96% 83,67% 82,35% 79,46%

ANALYSED 357 330 306 350 368 300 2.011
No Incidents 282 272 230 292 301 218 1.595

% Adapted 78,99% 82,42% 75,16% 83,43% 81,79% 72,67% 79,08%

814 1.801 1.376 2.092 2.440 2.670 3.482 3.131 2.488 2.112 2.180 2.138 1.224 27.948
18 11 9 18 8 12 4 3 1 9 7 7 2 109USD COMPLAINTS

SCIENTIFIC AND 
PROFESSIONAL 

MEETING

STUDIES
(a)

SERVICES
(b) 

PREVENTIVE ACTIONS

 * 5 cases resolved in Court
 * 7 Final rulings from the Self-Regulation Panel in favour of the USD
 * 59 Resolved by mediation before the Deontology Committee with the infringement acknowledged and corrective measures accepted
 * 24 Agreements reached between parties prior to coming before the Deontology Committee
 * 12 Discontinued at the request of the USD
* 2 Being processed in the Committee 
* 0 Not upheld by the Self-Regulation Panel

 (a) System for Communicating Studies approved under the 2008 Code
 (b) System for Communicating Services approved under the 2010 Code Note.
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CODE OF PRACTICE SURVEILLANCE UNIT

C/ María de Molina 54, 7ª planta
E - 28006 Madrid

 Tel.: +34 91 745 20 50
 Fax.: +34 91 745 04 08

 usd@codigo.farmaindustria.es
www.codigofarmaindustria.org
www.farmaindustria.es 


