23th/10/2008 – Summary and lectures of the USD informative meeting on the Code of Ethics.

Lectures on the new code of ethics and its impact on market research of Farmaindustria Deontological Supervision Unit (DSU), presented by Mr. José Zamarriego and Mr. Santiago Páramo at an informative meeting held on the 21st and 22nd of October, are now available at:

http://www.aimfa.es/varios/ponencias_usd.zip
It is a 2.21 MB compressed .zip file
The new Farmaindustria Code of Ethics can be downloaded from:

http://www.farmaindustria.es
Last 21st and 22nd of October, Mr. José Zamarriego and Mr. Santiago Páramo, members of Farmaindustria Deontological Supervision Unit, attended the two informative meetings organized by AIMFA in Madrid and Barcelona. Both sessions, chaired by Mr. Juan Antonio Sacristán, General Excutive of AIMFA, created much expectation and concern among the audience because of the new market research regulations to be complied before next 1st of January by the Industry.
	

	Mr. Juan Antonio Sacristán General Executive of AIMFA (in the middle ),Mr.  Santiago Páramo (left) and Mr. José Zamarriego from Farmaindustria Deontological Unit (right).


 

Self-regulation
The new Farmaindustria Code of Ethics is a code that establishes the relations between the pharmaceutical industry and healthcare professionals, and this new version also establishes the relations between the industry and patients associations. It was created some years ago, mainly to control medical meetings and conferences organized by the Industry and to guarantee openness in its commercial activities (highly criticized by public opinion). This new code can be downloaded from: www.farmaindustria.es
 

Article 14. Studies
Mr. Zamarriego remarked that there is an important need to regulate the clearness of the relations with healthcare professionals through marketing research projects. Clinical trials are defined in point 14.1 and so are observational post- authorization studies which are fully regulated by the Government in 14.2. Point 14.3 comprises “other studies” which includes opinion and marketing studies. Marketing research companies have not welcomed this new designation −“other studies”− as they think it would sweep all their professional identity away. Mr. Zamarriego said that point 14.3 was created in order to gather all those studies that do not belong to 14.1 or 14.2, including marketing studies and other kind of studies carried out by some companies. This should not be considered as an underestimation because they know the seriousness of the marketing research sector and they also know that this sector has several codes of ethics, such as AEDEMO and ESOMAR.
The essence of this code is to implement measures to prevent those studies from being an induction to prescription or from containing any forbidden incentives, because as Mr. Zamarriego pointed out “we are aware of the existence of such pseudostudies”.
From the 1st of January, all marketing research studies should fulfil the following precepts and rules:

1) Should the study with certain conditions, it should be previously reported to the Supervision Unit.
2) Marketing research studies should have scientific purposes. Their objectives, methodology and results should be scientifically consistent, that is, these studies should really exist and provide results.

3) To look after that doctors’ prescription habits or chemists’ dispensations are not modified.
4) They should also have a written protocol specifying their purpose, methodology, projected results and use. Written agreements between the parties involved should also be included, specifying the nature of those services to be rendered, participation conditions and remuneration, etc. The laboratory would then be responsible for this aspect, and not the firm managing the study.
5) Interviewees payment must be in accordance with market criteria, time spent, work done and responsibilities taken and it should be properly formulated. With all that, we intend to avoid incentives that are not in accordance with the code.
6) Payment should be in cash. As an exception, and with prior authorization from USD, it could also be in kind. Mr. Zamarriego explained that “as an exception” would be very strictly considered, that is, the laboratory would need to argue with very good reasons why the interviewee should be paid in kind.  
7) There should be real guarantee that the study will not mean an incentive for recommendation, prescription, purchase, supply, sale or administration of drugs.
8) The project should have prior approval from the laboratory scientific service or in-house supervisor or compliance officer. Approval should be prior to its start, that is, the Unit cannot be informed a posteriori.
9) Pharmaceutical representatives would only be involved in logistics aspects of the studies.

It is very important to know that not reporting those studies whose report is compulsory means an infraction of the Code.

Prior report of studies
Mr. Zamarriego clearly declared that USD will not reply to enquiries made by any marketing research company refusing to give the name of the laboratory for which it is working.
 

In which cases would it be not compulsory to report the execution of a study to USD?

Its report would not be compulsory if any of the following situations were given:
· If the laboratory is not mostly sponsoring or financing the study.

· If the study has been previously reported to concerning authorities.

· If the study has been approved by Clinical Research Ethics Committee.
· If the laboratory does not know those health professional taking part in its study or if the laboratory is not involved in the selection process. In this sense, it has to be pointed out that when a laboratory provides the marketing research company with a long list of doctors that could be interviewed, that does not mean that the laboratory has been involved in the selection process.
· If the health professional taking part in that study do not receive any payment.
The laboratory would be responsible for the report, not the marketing research firm. Farmaindustria recommends that all studies should be reported on a voluntary basis, and not only if compulsory. The deadline of the report would be 10 workings days before its start. In fact, it has been proven that more than 90% of studies do not need to be reported to USD, because in most of them, the laboratory does not know the identity of doctors being interviewed.

USD will offer an electronic reporting system.
   

Questions and answers arising at the informative meeting:
Do we have to report those studies carried out by our headquarters out of Spain and of which we do not even know anything about?
If the study, or a part of it, takes place in the country and with Spanish doctors, it would have to be reported to USD, even if the study was requested from London no notice was received. The laboratory in Spain must report the study so it must be aware of its existence. Therefore, the laboratory must inform its headquarters about the existence and obligations of the new code.
