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

IFPMA Code of 

Practice 
Global Company 

Codes of Conduct

National laws with 

global reach (e.g. 

FCPA)

APEC Mexico City 

Principles

EFPIA Code of 

Practice 

FIFARMA 

Latin American 

Federation

National Code of 

Practice of IFPMA 

Affiliated 

Associations

National Company 

Codes of Conduct

Summary of different code and regulatory mechanisms applying to international pharmaceutical companies
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CODES & APPLICATION
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Self-Evaluation
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Agreement No Agreement

COMPLAINANT Pharmaceutical 

Company

Any other 

outside the

Self-Regulation 

System

Code of Practice

Surveillance

Unit

CODE OF PRACTICE COMMITTEE
Mediation Process

SECTION
1st Instance

PLENARY
Last Instance

ResolutionFinal Resolution

AUTOCONTROL JURY    
Resolution Process

Publication
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CODE OF PRACTICE 
COMMITTEE

Mediation Process

Members appointed by the Board of Governors of FARMAINDUSTRIA, proposed by the 
Steering Committee:

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

▪ A Secretary from among the persons belonging to the Legal Department of 
FARMAINDUSTRIA, who shall assist the members and be entitled to express hi/her 
opinions but not to vote

CODE OF PRACTICE 
SURVEILLANCE UNIT

Active monitoring

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

Operates under the high standards of Confidentiality, Truthfulness, Impartiality, 
Independence and Agility

The Director may attend the meeting of the Code of Practice Committee and shall be 
entitled to express his opinions but not to vote

Mr. José Zamarriego

Dra. África Mediavilla Dr. Miquel Vilardell  Dr. Miguel Ángel Caracuel

Mrs. Ana Bosch (General Secretary and Legal Department Director)
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AUTOCONTROL 
JURY OF THE

SELF REGULATION 
OF  COMMERCIAL 
COMMUNICATIONS

Resolution Process

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 
other principles.

The Jury is fully composed of independent lay experts: prestigious academics on 
Law, Economics, Sociology, Commercial Communications; retired advertising 
practitioners; ex-civil servants specialised on consumer affairs, etc.

25% of its members are nominated by the Spanish National Institute on Consumer 
Affairs (INC) amongst independent and prestigious academics, experts in consumer 
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
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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 €          

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       
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Pharmaceutical 

Industry

Healthcare 

Professionals
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PROMOTION OF 
PRESCRIPTION-ONLY 

MEDICINES

INTERACTIONS 
WITH HEALTHCARE 

PROFESSIONALS 
AND HEALTHCARE 
ORGANISATIONS

RELATIONSHIPS 
WITH PATIENT 

ORGANISATIONS

DISCLOSURE OF 
TRANSFERS OF 

VALUE

CODE OF PRACTICE 

FOR THE PHARMACEUTICAL INDUSTRY

AREAS COVERED BY THE CODE
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EFPIA CODE ON 

DISCLOSURES OF  

TRANSFERS OF 

VALUE TO HCP & 

HCO 

SPANISH 

CODE OF 

PRACTICE

PNT, 

COMPANY 

CODES, 

CONTRACTS, 

IT…

June 2013 January 2014
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MEDICAL VISIT COMPANY MEETING 3rd PARTY EVENT

NO NO NO

NO
Yes

▪ Market price <10€ 
▪ Corporate

NO

NO NO NO

NO NO NO

YES
▪ 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

GIFTS

CORPORATE PENS AND NOTEPADS

ITEMS NECESSARY FOR 

THE PRACTICE OF MEDICINE

ELECTRONIC DEVICES 

SUSCEPTIBLE OF PERSONAL USE

INFORMATIONAL 

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.  
 

WITHIN THE FRAMEWORK OF ACTIVITIES MAINLY RELATED TO 

PRESCRIPTION-ONLY MEDICINES (POM)

❖ ART. 10 – GUARANTEES OF INDEPENDENCE, June 2014 

ADDITIONALLY, WITHIN THE FRAMEWORK OF ACTIVITIES MAINLY 

RELATED TO NON-PRESCRIPTION PRODUCTS OR MEDICINES 

STATIONERY OR ITEMS FOR THE PRACTICE 

OF MEDICINE OR PHARMACY

MEDICAL VISIT COMPANY MEETING 3rd PARTY EVENT

YES
▪ Market price <10€ 
▪ Not related to POM

ARTICLE 10 APPLICATION CRITERIA IN THE DIRECT OR INDIRECT PROVISION TO HEALTHCARE PROFESSIONALS
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  3 COMMUNICATION SYSTEMS

❑  EVENTS (art. 11)

❑  STUDIES (art. 14.3)

❑  SERVICES (art. 16)

 

19
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 HOSPITALITY  

 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. 

87.

 Moderate and subordinated to the scientific purpose

 Exclusively to Healthcare Professionals

❖ ART. 11 – SCIENTIFIC AND PROFESSIONAL MEETINGS

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

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.

❖ ART. 11 – SCIENTIFIC AND PROFESSIONAL MEETINGS

http://www.codigofarmaindustria.org/servlet/sarfi/home.html
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- Visita of a production plant or R&D 

Center.

- Visit of a renowned medical or 

research center, speakers working at 

the center.

- Visit of a management center or 

administration offices of the 

pharmaceutical company.

- Availability of meeting rooms.

EVENTS TAKING PLACE OUTSIDE OF SPAIN: RESOURCE OR RELEVANT EXPERTISE

 USD/05/08: companies organising or 

sponsoring in its majority these events (Art. 
11.10 (b)), must obtain prior authorization 
of the Code of Practice Surveillance Unit.

❖ ART. 11 – SCIENTIFIC AND PROFESSIONAL MEETINGS
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❖ ART. 11 – THRESHOLDS IN EUROPE FOR HOSPITALITY TO HCPs

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.

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

 

Pre-Assessment of Events with Regard to the Spanish Code of Practice
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▪ Deadline for prior notification to the Surveillance Unit: 10 working days before its 

beginning.

 

▪ Electronic Procedure

o E-mail

o 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.

ART. 33 PROCEDURE FOR COMMUNICATING EVENTS AND 

SCIENTIFIC MEETINGS

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

ART. 33 PROCEDURE FOR COMMUNICATING EVENTS AND 

SCIENTIFIC MEETINGS

http://www.codigofarmaindustria.org/servlet/sarfi/home.html
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GENERAL STANDARDS APPLICABLE IN SPAIN TO 

SCIENTIFIC AND PROFESSIONAL MEETINGS
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TRANSPARENCY WITH ALL STAKEHOLDERS

http://www.codigofarmaindustria.org
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HOW

▪



▪



▪
▪





▪


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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

ACTIVITY OF THE CODE OF PRACTICE (COP) SURVEILLANCE UNIT

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

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


     
    C/ Castelló 128, 4 º floor

   E - 28006 Madrid, Spain

' Tel.:  +34 91 745 20 50

7 Fax.: +34 91 745 04 08

* usd@codigo.farmaindustria.es

       www.codigofarmaindustria.org

       www.farmaindustria.es 
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