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	Article 20. Grants / Sponsorships to Institutions, Organisations

20.1
Grants, sponsorships and donations in kind to institutions, organizations or associations manned by healthcare professionals or conducting research are allowed only if:  i) they are made in order to support healthcare, research or the provision, ii) have been documented and are kept in file by the grantor / sponsor, iii) do not constitute a motive for the recipients of the grant, sponsorship or provision in kind, in order to prescribe or sell the specific pharmaceutical products.  

20.2
In addition, donations are also allowed to:  

A1) 
Hospital Institutions that are established as legal entities of public law, to NHS Health Centers and in general to Hospital Institutions that belong to the public sector and are supervised by the Ministry of Health or by any other applicable Ministry and are directly related with the provision of health services, or medical and training goods and services that promote patient care and are to their benefit, as well as to those belonging to the National Health System, as per the applicable legislation.  

A2)
Medical companies or institutions established by healthcare professionals that have been set up as non-profitable legal entities of the private law.  

20.3
A) This category includes various medical or diagnostic instruments, scientific writings, electronic aids (mainly electronic connections to databases, electronic supportive software and computers).  

B) In addition, it is allowed to provide grants for independent scientific and research programmes, ran by Hospital Institutions, as well as to provide grant for prizes and scholarships to Health scientists.  

20.4
The donation of the items of the present paragraph and of those services must be performed in a way that does not constitute an incentive for the prescription or purchasing of the medicine.  It is allowed to inscribe the name of the pharmaceutical company on the items donated to hospital institutions, but not the name of any pharmaceutical patent.  

For the application of the present paragraph, it is required to abide by all procedures that are provided for the specific type of each provision (donation, sponsorship, etc.) under a regime of complete disclosure, transparency, while also complying with the relevant applicable rules and with the pertinent clauses of tax legislation and mainly of the Code of Books and Records.  
	Article 20. Donations / Sponsorships to Institutions, Organizations

20.1
Donations, sponsorships and provisions in kind to foundations, institutions, organizations or associations staffed with healthcare professionals or conducting research are allowed only if:  i) they are made in order to support healthcare, research, training, or the provision of better health services, ii) have been documented and are kept in file by the donator/ sponsor, iii) do not constitute a motive for the recipients of the grant, sponsorship or provision in kind, in order to prescribe, or sell or purchase specific medicinal products.  

20.2
Donations or sponsorships are also allowed to:  

A1) 
Hospital Institutions which are established as public law legal entities, to NHS Health Centers and in general to Hospital Institutions which belong to the public sector and are supervised by the Ministry of Health or by any other competent Ministry and are directly related to the provision of health services, or medical and training goods and services that promote patients care and are to their benefit, as well as to those belonging to the National Health System, according to the legislation in force.  

A2)
Medical companies or Institutions or Associations or Unions established by healthcare professionals that have been set up as non-profitable private law legal entities.  

A3) Patients’ Associations organized as unincorporated companies, unions of non-profitable nature, and in accordance with the provisions of the Code of Ethics with regard to Patients’ Associations. 

20.3
A) This category includes various medical or diagnostic instruments, scientific writings, electronic aids (mainly electronic connections to databases, electronic supportive software and computers).  

B) In addition, it is allowed to make donations for independent scientific and research programmes, ran by Hospital & University Institutions, as well as to provide subsidies for prizes and scholarships to Health scientists.  

C) Donations, where allowed, may be in kind or money. A donation in money must serve a specific purpose and may be granted in order to finance a research program, the training of healthcare professionals, patients and patient caregivers, or purchasing of medical equipment or part of it by the recipient. Donations in kind may concern medical equipment (instruments, devices) and reagents in the context of a research program. As regards donations of computers and peripherals, an analytical description and documentation is required.

No donations for the construction / renovation of building facilities are allowed. Donations in money cannot be made “in general” for the purposes of the agency.  

20.4
The provision of the items of this paragraph and of those services must be performed in a way that does not constitute an incentive for the prescription, procurement, approval, invoicing or insurance coverage of the medicine.  It is allowed to inscribe the name of the pharmaceutical company on the items donated to hospital institutions, but not the name of any medicinal product.  

For the implementation of the present paragraph, it is required to abide by all procedures that are provided for the specific type of each provision (donation, sponsorship, etc.) under a regime of complete disclosure, transparency, while also complying with the relevant applicable rules and with the relevant clauses of tax legislation and mainly of the Code of Books and Records.  

20.5
Hospital institutions established as private entities, as well as medical companies providing primary care services, as per article 11, presidential decree 84/2001, are excluded from the scope of the present article. 

	20.6
Pharmaceutical companies are encouraged to disclose information about the donations, grants or provisions in kind, as such are provided for in the present article of the Code.   


	20.6 Change / Addition of procedure 
The relevant requests are submitted by the requesting organization / medical society / university school / hospital clinic / patients’ association, etc., along with a detailed description documenting the need, purpose and method of use of the donation, including the requested amount / cost. 

The donating party shall examine the request and reply in writing or orally to the requesting party.

In case of a positive reply, the following are required: 

1. A contract must be signed: It shall be prepared and executed by both parties (legal representative of the pharmaceutical company or any person authorized by the BoD, Chairman of the medical company, Manager or Chairman of the Hospital Institution and Vice-Dean / ELKE if this refers to a University).   For the contracts referring to donations to patients’ associations, the relevant clauses provided for by SFEE’s Code of Ethics on the relations between pharmaceutical companies and patient associations shall apply. 

2. Extract of the Resolution of the BoD of: Medical Company, Patients’ Association, Hospital Institution, NHS, or of the Rector’s Council or the Faculty (with regards to University) etc, concerning the acceptance of the donation by the recipient.

Following the implementation of the donation by the donator, the recipient must confirm the collection/purchase/procurement of the goods or services or the implementation / progress with regard to research work, generally confirming the use of the donation for the agreed purpose in a proper manner.  

	
	20.7. Pharmaceutical companies are obliged to annually publish information about donations, sponsorships, or provisions in kind at the official website of SFEE.

20.8 Requests to pharmaceutical companies by the above agencies for a donation to a third party shall not be accepted or considered. 

Donations of medicines within the context of corporate social responsibility actions, either individually or through SFEE, are exempted from the present donation procedure and must abide by the approval procedures provided for by the National Organization for Medicines (EOF).
20.9 Donations/ Grants (Educational or research grants or donations in kind) may be effected by pharmaceutical companies by a percentage of up to 1% of their total turnover.

If the above expenditures are effected with the initiative of the parent company in case of multinational companies, these will be regularly calculated in the expenses of the local subsidiary, subject to their signing by the Managing Director (legal representative) of the subsidiary.
Donations or grants (according to the above spirit) to HCPs are not allowed either directly or to third parties following his suggestion. 

	Article 21. Conduct of Scientific Events  
21.1
Definitions 
A. Conferences of scientific content 

The conferences of scientific content refer to conferences, seminars and similar events of continuous training that are held by state bodies, which include universities and state hospitals (clinics, laboratories, state agencies, bodies and health units of Social Insurance), scientific non-profitable unions, as well as non-profitable scientific institutions, public or private entities, societies of health scientists, and by scientific unions of any kind, including private treatment centers.   These are held in Greece or abroad and their entire programme is exclusively of scientific content (medical / dental / pharmaceutical / nursing / public health / health services). 

The same category includes all respective events held in Greece or abroad by foreign bodies that are sponsored by companies marketing products that fall into EOF jurisdiction. 

B. Type B scientific update events:

Conferences, seminars, and similar events to provide scientific updates will mean those hosted by pharmaceutical companies or other companies with products for which the EOF is competent, in collaboration with type A beneficiaries to ensure each interested scientist is able to participate, which are conducted in Greece and their entire programme includes only scientific subjects for which the EOF is competent.  

C. Type C scientific update events for pharmaceuticals or other products

One-day conferences, seminars, and similar events to provide updates on pharmaceutical products or other products for which the EOF is competent in the framework of their promotion, will mean those events hosted by companies with products for which the EOF is competent, which are conducted in Greece and their programme primarily aims to update healthcare professionals on products for which the EOF is competent. 

	Article 21. Conduct of Scientific Events

21.1
Definitions 
A. Conferences of scientific content 

Conferences of scientific content mean conferences, seminars and similar events of continuous training that are held by state agencies, including universities and state hospitals (clinics, laboratories, state agencies, agencies and health units of Social Insurance), scientific non-profitable unions, as well as non-profitable scientific institutions, public or private law legal entities, societies of health scientists, and by scientific unions of any kind, including private practices. These are held in Greece or abroad and their entire programme is exclusively of scientific content (medical / dental / pharmaceutical / nursing / public health / health services). 

The same category includes all respective events held in Greece or abroad by foreign agencies which are sponsored by companies seated in Greece. 

B. Type B scientific update events:

Conferences, seminars, and similar events aiming at the provision of scientific updates mean those hosted by pharmaceutical companies or other companies with products falling into the scope of EOF’s competency, in collaboration with type A entitled agencies, ensuring that each interested scientist is able to participate. They are conducted in Greece and their entire programme includes only scientific subjects falling into the scope of EOF’s competency.  

C. Type C scientific update events for pharmaceuticals or other products

One-day conferences, seminars, and similar events providing updates on medicinal products or other products for which the EOF is competent within the framework of their promotion, mean those events hosted by any means (and through the internet) by companies with products falling into the scope of EOF’s competency, which are conducted in Greece and their programme primarily aims to update healthcare professionals on products falling into the scope of EOF’s competency. 

NHS Doctors- University Doctors – Military Doctors are may also participate as speakers in type C events for the promotion of sales, organized by pharmaceutical or other companies with products falling into the scope of EOF’s competency. 

D. Type D scientific update events in Greece: 
The Type D scientific update events mean scientific events being taking place only in Greece, they are held by pharmaceutical companies with registered offices inside or/and outside Greece (possibly by parent companies of companies registered in Greece or not), without having promotional purposes; on the contrary, these are solely of training or research nature, and constitute specialized fora, with a complete scientific programme, bringing together speakers of high caliber (e.g. training seminars for speakers and/or for writing scientific articles and/or theses, CMEs, research programmes, etc.). 

Each pharmaceutical company may support the participation of up to 5 healthcare professionals per type D event. The relevant sponsorship may be performed either by the foreign parent company or by the company established in Greece. 

The pharmaceutical company organizing the relevant event must each time abide by the relevant circular of EOF.

Due to the training and/or research nature of type D events, participation is allowed for NHS and University physicians.  

E: Granting of access to conferences and other scientific, training and/or research events via the internet 
Due to the extensive use of technology, SFEE encourages and supports the use of technology in order to continue the training work offered by its members. 

Individually:  Pharmaceutical companies may support healthcare professionals, including NHS and University HCPs, by covering the expenses for the provision of access codes that will allow them to attend conferences and other scientific, training and/or research events through the internet, by using their personal computers.   

In groups: Pharmaceutical companies may organise a group attendance by healthcare professionals, including NHS and University HCPs, of important conferences, scientific, training and/or research events via the internet.
With regard to domestic events, group attendance via the internet must be included from the beginning in the conference’s programme, as such is submitted to EOF by the Scientific Company/Agency; as a result, it shall be simultaneously authorized with the main scientific event and no separate permission by EOF shall be required. The expenses for the venue and the facilities will be covered by the pharmaceutical company. Only the offer of coffee / refreshments is allowed in such group attendances.  

F. EXPENSES FOR THE PROMOTION OF MEDICINAL PRODUCTS AND OTHER PRODUCTS FALLING INTO THE SCOPE OF EOF’s COMPETENCY 

According to article 91 of the Ministerial Decision ΔΥΓ3α/οικ.82161 (Government Gazette  2374/Β/24.8.2012), which integrated in the Greek legal order the EU Directive 2001/83/ΕΚ, as amended by Directive 2010/84/EU and in combination with Ministerial Decisions Υ6α28403/2001 & Υ6α116328/2002 as applied, the recipients of promotional actions funded by the promotional expenses of pharmaceutical companies are only the persons authorised to issue the relevant prescriptions or provide medicines. For instance, based on the above legal framework, the following apply:  

Promotional expenses of the pharmaceutical companies and of other companies that fall into the scope of EOF’s competency include sponsorships for hosting events by scientific agencies whose object is exclusively – or by its largest part – related to the administration or promotion of medicines and of other products falling into the scope of EOF’s competency (see Law 1316/1983).  These expenses must concern the promotion of specific products through events, exhibitions, literature, stands, etc. 

The promotional expenses also include the expenses for hosting the events (lease of the specific venue, conference material, audiovisual equipment, accommodation of organizers and guests, boarding of participants).  

The promotional expenses do not include the travel and participation expenses in scientific events held in Greece or abroad for HCPs, or any sponsorships for events held by agencies whose object is not related with the administration or promotion of medicines and of other products falling into the scope of EOF’s competency. 

	21.2
Lawfulness of physician participation  
According to article 11, par. 18, law 2889/2001, participation by physicians and other scientific NHS personnel and by university physicians working in clinics established in NHS or University hospitals is allowed without any limitations for par. A and B events, while it is forbidden for par. C events of article 21.1. 


	21.2
Lawfulness of physician participation  
The possibility of participation of physicians and other scientific NHS personnel and of university physicians working in clinics established in NHS or University hospitals for par. A, B, C, D and E is determined by the legislation in force. 

Hospitality, within the context of the events, must be strictly limited to the main scientific objective of the event, and may not be extended to other persons beyond the healthcare professionals who meet the conditions for participating in those scientific events. 

	Article 23. Regulations for hosting type B and C scientific events  
23.1
All beneficiary bodies interested in hosting type B or C events should submit their application for approval by the EOF in the first ten days of each bimester starting from January 1st and before being held. The application will include: 

a) Name of company (and associate scientific body for type B events)

b) programme of event

c) time and place of conduct

d) initial budget 

23.2
Applications for type B & C events should be submitted to the EOF no less than one month prior to realisation of the event (e.g. if the application is submitted in January, it will be for events to take place from March 1, and all other months of such year) 

23.3
2. An essential requirement to approve type B events is to host a training session of no less than 4 hours for each day of the event if the participants are to stay overnight, whereas this will be 2 hours for type C events. 

23.4
The specialty or the work object of the physicians must be relevant with the subject of the event and the clinical practice of the participating physicians must be relevant with the object of the event.  

23.5
Type C events are approved only if their purpose is to promote medicines, as specified in Joint Ministerial Decision ΔΥΓ3 (α) 85657 (Government Gazette B’59/2006).

23.6
Type B or C events are not allowed to be hosted abroad by pharmaceutical companies established in Greece.  

23.7
 Participants' hospitality should not include purely recreational events; as for the selection of venues, it should be careful and rely on conference facilities, not recreation or entertainment.

23.8
The participation of NHS physicians and University physicians in type C events is not allowed (Law 2889/2001, article 11, par. 18). 

23.9
 It is allowed for pharmaceutical companies to provide honoraria to invited speakers or session chairs at type B and C events according to the terms specified in circular under Protocol No 66500/30.9.2010 par.8 for type A events. 

23.10
Following the end of the scientific event and within 2 months, the pharmaceutical company will submit to the EOF the final programme of the event, the number of participants and copies of expense vouchers upon request.

23.11
Established limits to physician hospitalities for scientific events nationwide-abroad

Hospitality of physicians at scientific events abroad should take place in 4-star rated hotels and only in special cases in 5-star rated hotels (e.g. the conference will be held at a 5-star rated hotel, insufficiency of beds etc). For air travel, economy class tickets should be issued, and only if flights exceed 4 hours, business class tickets may be issued. The sustenance expenses per participant should not exceed EUR 100 per meal abroad and EUR 70 nationwide.

23.12
The events during which a pharmaceutical company hosts a series of meetings: 

· with a small number of healthcare professionals, 

· strictly with scientific subject,

· about company products,

· where the speaker is an internal associate of the company,

do not belong to type C events and do not require approval by the National Organization for Medicines (EOF) for the conduct thereof, provided that the scientific element prevails over the social element. 


	Article 23. Regulations for hosting type B’ and C’ scientific events 
23.1
All agencies entitled to host and interested in hosting type B or C events should submit their application for approval to the EOF in the first ten days of each two-months period starting from January 1st and before being held. The application will include: 

a) Name of company (and associate scientific agency for type B events)

b) programme of event

c) time and place where the event will be held

d) initial budget 

23.2
Applications for type B & C events must be submitted to the EOF no less than one month prior to realization of the event (e.g. if the application is submitted in January, it will be for events that will take place from March 1 and for all other months of such year) 

23.3
A essential prerequisite for the approval of type B events is the hosting of a training session of at least 4 hours for each day of the event if the participants are to stay overnight, whereas a 4 hours training session is required for type C events. 

23.4
The specialty or the object of the work of the physicians must be relevant to the subject of the event and the clinical practice of the participating physicians must be relevant to the object of the event.  

23.5
Type C events are approved only if their purpose is to promote medicines, as specified in Joint Ministerial Decision ΔΥΓ3α/οικ.82161 (Government Gazette 2374/Β/24.8.2012).

23.6
Type B or C events are not allowed to be hosted abroad by pharmaceutical companies established in Greece.  

23.7
Participants' accommodation should not include purely recreational events; as for the selection of venues, it should be careful and rely on conference facilities, not recreation or entertainment.

23.8
The participation of NHS physicians and University physicians in type C events is only allowed if they participate as speakers according to the legislation in force. 

23.9
It is allowed for pharmaceutical companies to grant an honorarium to invited speakers or session chairs at type B and C events according to the terms specified in circular of EOF for type A events. 

It is also allowed for pharmaceutical companies and other companies manufacturing products falling into the scope of EOF’s competency to grant honoraria to the invited speakers or the persons chairing the meetings for type A scientific events, provided that the hosts of the event have informed EOF, about the full name, specialty, employment agency, Social Security Register Number (AMKA) and the amount of the honorarium granted to each speaker. 

If the speaker is a NHS or University physician, the honorarium is deposited in the ELKEA or the ELKE account respectively, who reimburse it to the beneficiary after making all legal withholdings and at the end of the year, they issue a relevant wages certificate to be used for tax purposes by the person who was granted the honorarium. 

23.10
After the end of the scientific event and within 2 months, the pharmaceutical company will submit to the EOF the final programme of the event, the number of participants and copies of expense vouchers upon request.

23.11
Establishment of limits to physicians’ accommodation for scientific events taking place in Greece or abroad

Accommodation of physicians at scientific events taking place in Greece or abroad must take place in 4-star rated hotels. Accommodation is strictly limited to the main scientific purpose of the event and supersedes the social one. 

For air transits, economy class tickets must be issued, and business class tickets may be issued only if flights exceed 5 hours, if there is such a possibility. 

The sustenance expenses per participant should not exceed EUR 70 (excluding VAT) per meal abroad and nationwide. The accommodation cost must not exceed Euro 250 (including VAT) per day in 4-star hotels abroad and Euro 180 (including VAT) in Greece.

The same limits apply for type B and C events.

23.12
The events during which a pharmaceutical company hosts a series of meetings (group sale): 

· with a small number of healthcare professionals (up to 10)

· with strictly scientific subject,

· for a short time period (approx. 1.5 hour) without staying overnight

· concerning company products,

· where the speaker is an internal associate of the company, 
do not belong to type C events and do not require approval by EOF for the conduct thereof, provided that the scientific element prevails over the social element. Meetings of promotional character that take place exclusively inside Hospitals, which are attended only by Hospital physicians, are not considered as type C events and the hosting thereof does not require approval by EOF – only the Hospital approval is required. The speaker is always an internal associate of the company.

	
	23.13 SFEE Guidelines for hosting events

A. General principles applied to conferences held both in Greece and abroad 

· SFEE supports and encourages the participation of more resident physicians in all categories of training and scientific events held under the sponsorship of its members, with the purpose that the continuous training already provided to become an effective investment for the future. 

· Failure to apply to the following rules, entails the imposition of penalties based on the relevant procedure applied for verifying the application of SFEE’s Code of Ethics (see Chapter B).  

· It is allowed for pharmaceutical companies and other companies with products falling into the scope of EOF’s competency to cover the expenses for the participation of healthcare professionals, their transfer, registration, accommodation, sustenance, subject to the approval by EOF and the employment agency.
· NHS and Health Centers Physicians are obliged to obtain the relevant permit by the Hospital, while University Physicians, must obtain such permit by the supervising authority and each physician contracted with an insurance Agency (waged employment) must obtain such permit from the Directorate of the Insurance Agency. 
· Pharmaceutical companies must request – after the end of the event – from the healthcare professional whose participation their sponsored, a copy of the participation certificate which they will file to EOF with all other cost-plus details. 
· An essential prerequisite for the participation of a healthcare professional in scientific events/conferences is the certification of the employment agency, certifying that the said person has been granted a training leave and a solemn declaration provided by the applicable law, for the number of the participations of such person subsidized by any pharmaceutical or other company with products within EOF’s competence through the current year. 
· In case the HCP is a speaker or presents his work it will be solemnly declared by the healthcare professional that the employment agency has been notified for the text of the speech or work. If the scientific event/Conference is held on a weekend, the healthcare professional is obliged to notify the employment agency for his/her participation therein. 
· Healthcare professionals are entitled to participate only in conferences related to their specialty or similar specialties.  
· The hosting location of the scientific events must be central and with easy access. It is not allowed to select any locations that are renowned for the recreational and/or highly luxurious nature (e.g. spas, resorts, casinos, etc.). In addition, no tourism destinations during the respective peak seasons (summer: from 10th of June to 20th of September, or winter: from 10th of December to end of February) are allowed. 

· It is prohibited to organize entertaining events and participate therein (excursions etc.). 
· The participation of accompanying persons in any activity of the pharmaceutical company is not allowed, even if they are paying for their own expenses. (As accompanying persons are meant all the other persons apart from the HCPs who meet the conditions for participating in the scientific events in question). 

· The following cases are excluded from the said restriction concerning the maximum number of annual participants both for conferences held in Greece and abroad: 

a. The healthcare professional who will be the “speaker”, “chairing person” or “member” of the organizing committee and “author” of a work (the first 3 names written on the paper, no posters) approved to be presented in the event. 
b. Healthcare professionals participating to international clinical trials approved by EOF (the head of the programme and the physician conducting the trial). Investigator meetings are excluded. 
c. Healthcare professionals participating in targeted training activities e.g. participation in special workshops (learning of special endoscopic or operating techniques), research seminars, single-subject training schools (e.g. European Respiratory school on monitoring airways diseases).

For all the above exceptions the special application form will be filled in by the healthcare professional, for the granting of the special permit (EOF’s form). The said application will include the full name, specialty, employment agency and AMKA of the subsidized HCP as well as the title and the place of the activity in question. In addition, the programme of the activity in question and the supporting documents that prove his/her participation in the specific scientific event will be also attached. For participation in international clinical trials, the approving resolution of EOF will also be attached. 

All the above will be filed to EOF from the pharmaceutical company undertaking to sponsor the applicant(s). 

· The financing of the events provided for by article 21.1 of the present Code by pharmaceutical and other companies must be conducted by depositing the money required for covering the event in an account held by an accredited Bank, as per the applicable Code of Books and Records. This account must have been opened by the Conference’s Hosting Committee, or by the BoD of the Scientific Society or by another institutional agency – as implemented – in accordance with its Statute, on its name. If there has been a written assignment to a Conference Hosting Company (this should be mentioned in EOF’s approval or if the assignment takes place afterwards it should be notified to the financing pharmaceutical companies) , this financing may be conducted by depositing the money to the account of this company. 

· The maximum financing amount per pharmaceutical company, whose seat is in Greece, and per event may not exceed the following limits: 

Conference Type

Maximum limit
(including VAT)
Worldwide/European

Up to €50,000

Conference held in Greece

Up to €30,000

Regional Conferences 

Up to €20,000

Other conferences 

Up to €10,000

The above amounts concern the support of the scientific events/congresses by pharmaceutical companies with stands, satellite symposia, lectures, advertisements etc. as well as their overall grants. This amount does not include the fees for the speakers or the accommodation of the participants. In addition, the registration cost for the conference may not exceed the historical cost of registration and in any case for domestic conferences the registration cost should not exceed the amount of Euro 200.
· All agencies involved with hosting scientific events are recommended to prepare the relevant budgets with the necessary prudence.  

B. Conferences held abroad

· SFEE supports and encourages participation in conferences strictly held within the European Union, save from international conferences held outside the EU that have been acknowledged by the international scientific community and have been established for each therapeutic category (e.g. Oncology). 

· International conferences are those held in Northern America and Canada and the number of participants per company and conference may not be larger than ten (10). The participation to big worldwide conferences of recognized scientific standing organized in other countries apart from Northern America and Canada are allowed. In these cases the maximum number of participants per company per year per conference cannot be larger than five (5)
· As regards European conferences, pharmaceutical companies must abide by the present Code of Ethics, which has been harmonized with the respective EFPIA Code of Ethics, as well as by the Code of Ethics of the country where the scientific event is hosted.

· The maximum number of participating healthcare professionals in international conferences held in the EU per company, may not exceed 30 per year and per conference. 

· Pharmaceutical companies and other companies with products falling into the scope of EOF’s competency, must record on the relevant application for the approval of the participation of the healthcare professional in a scientific event/conference held abroad, which will be filed to EOF: the full name, specialty, employment agency, AMKA and solemn declaration of the applicant for the number of his/her participation subsidized by any pharmaceutical company or other company with products within EOF’s competence in the current year. 

· A healthcare professional may be sponsored by pharmaceutical companies for his/her participation in a conference or a scientific event held abroad up to 3 times per year (out of which at least 2 times within the EU), subject to the exceptions (a) to (c) of Section A of this article. 

· It is not allowed to provide accommodation in 5-star hotels for conferences held abroad. 

C. Conferences held in Greece

· The annual number of participating healthcare professionals subsidized by a pharmaceutical company in scientific events/ conferences type A held in Greece may not exceed five (5), subject to the exceptions (a) to (c) of Section A of this article.
· The annual number of participating healthcare professionals in scientific events/ conferences type B and C may not exceed five (5) per type of event.
· Certification of the presence of the physician in events held in Greece. 

- The conference organizer offers computers, lists of names and barcodes for each participant. 

- With the entrance of the participant, his/her registration takes place, he/she receives his/her card (e.g. full name/ capacity/ country and bar code). 

- At the entrance of each hall there is a scanner that scans the card. 

- If there are CMEs then they are proportionally credited to the participant.

- When the conference is concluded, the participant obtains the attendance certificate, after having completed a percentage of 60% of the total programme hours and the CMEs that have been calculated based on the attendance/participation. Workshops and scientific events with less than 100 participants are excluded.
· For satellite conferences which are sponsored by pharmaceutical companies no credits are granted.

· It is prohibited to organize domestic conferences as well as to accommodate healthcare professional in 5-star hotels. Only the strictly business 5-star hotels are excluded which are located in the capitals of Greece Prefecture (e.g. Athens, Thessalonica, Patra, Ioannina etc.). Each company must create a list of hotels which are acceptable based on the above criteria. With regard to Greek conferences, the Committee of the Code of Ethics and Transparency of article 2.1 of Chapter B of the present Code issues an opinion and posts at SFEE's website a list similar to the one issued by EFPIA (e4ethics).

	Article 26. Advisory Boards or other similar collaborations by the Healthcare Professionals to the Pharmaceutical Industry  
26.1
Without prejudice to the applicable provisions that apply to NHS physicians and university physicians, and also without prejudice to article 6, § 4 law 3418/2005 (Government Gazette 287/Α/2005) about the Code of Medical Ethics, pharmaceutical companies may request from physicians the provision of consulting services or expert services or other similar services that are directly related with their specialty.  

26.2
The provision of those services must not endanger the clinical autonomy of the advisor or of the collaborating physician, who must always be bound by the ethical obligation to take independent medical decisions and exercise the medical profession for the benefit of patients.  

26.3 
The provided collaboration / service shall be conducted based on a special agreement signed between the pharmaceutical company and the collaborating Healthcare Professional.  The fee shall be paid as provided for by the legislation and always by following the relevant tax clauses.  

26.4
When the physicians – consultants present views or results to third parties, which affect the medical – pharmaceutical part of their consulting services, a declaration of interest must be presented, in order to ensure transparency for all involved parties.  

26.5
It is allowed for pharmaceutical companies to use HCPs as experts or scientific consultants, either individually, for services such as lectures and chairmanship in scientific meetings, employment in medical / scientific studies, clinical trials or scientific studies, clinical tests or training services, participation in meetings of consulting bodies, and participation in market research, where such participation includes the payment of indemnity and/or the cover for travel expenses.  

The regulations covering those consulting services must meet all the following criteria:  

(a) prior to the commencement of services, a written contract must be signed, defining the nature of the services that shall be provided, which shall include those provided for in term (g) below, with regards to the basis for payment for those services. 

(b) Before requesting the services and signing the agreements with the experts, the reasonable need for those services must have been clearly defined. 

(c) The criteria for selecting the experts must be directly related with the identified need and the persons who are responsible for selecting the experts must have the necessary experience in order to assess whether the specific HCPs meet those criteria. 

(d) The number of HCPs who are going to provide services may not be greater than the number that is reasonably necessary for satisfying the defined need. 

(e) The contracted pharmaceutical company must keep files with regard to the services provided by the experts. 

(f) The payment of fee to the HCP, payable in order to provide the relevant service, must not constitute an incentive for prescribing, selling or administering a specific pharmaceutical product, and 

(g) The fee for the services must be reasonable and respective to the level that is usual for those services.  For this reason, it is not allowed to sign token expert service agreements in order to justify the fee paid to them for other unlawful purposes.    

26.6
In their written contracts with the experts, the pharmaceutical companies are highly encouraged to include provisions with regard to the obligation of the expert to declare that he is connected through a service agreement with the pharmaceutical company whenever he is writing or talking in public about an issue that constitutes the object of his agreement with the pharmaceutical company or about any other issue related with the latter.  Similarly, pharmaceutical companies hiring HCPs for part-time employment, who continue practicing their profession, are highly encouraged to ensure that those persons are obliged to declare this employment relation with the pharmaceutical company whenever they are writing or talking in public about an issue that constitutes the object of their employment or about any other issue that is related with that pharmaceutical company.  
26.7
The meetings held with a small number of physicians in order to give their opinions about scientific issues (scientific advisory boards), to get updated on newer data about the clinical trials where they are participating as investigators (investigator meetings) and/or contribute with their acknowledged experience on scientific issues, i.e. illnesses, epidemiological data, etc.  (consultant meetings), which are held by the medical department of a company, do not require approval by EOF, on the condition that the scientific aspect exceeds the scientific one. 


	Article 26. Rendering of Advisory Services or other similar collaborations by the Healthcare Professionals to the Pharmaceutical Industry  
26.1
Subject to the relevant provisions that apply to NHS physicians and university physicians, and also subject to article 6, § 4 law 3418/2005 (Government Gazette 287/Α/2005) about the Code of Medical Ethics, pharmaceutical companies may request from physicians the provision of advisory services or expert services or other similar services that are directly related with their specialty.  

26.2
The provision of those services must not endanger the clinical autonomy of the advisor or of the collaborating physician, who must always be bound by the ethical obligation to take independent medical decisions and exercise the medical profession for the benefit of patients.  The service provided by the HCP must cover a verified scientific / research need for the pharmaceutical company. 

26.3 
The provided collaboration / service shall be conducted based on a special agreement signed between the pharmaceutical company and the collaborating Healthcare Professional. The fee shall be paid as provided for by the legislation and always by following the relevant tax clauses. In case the healthcare professional is a NHS or University physician the honorarium is deposited in the ELKEA or the ELKE account respectively, who reimburse it to the beneficiary after making all legal withholdings and at the end of the year, they issue a relevant wages certificate to be used for tax purposes by the person who was granted the honorarium. 
26.4
When the physicians – advisors present views or results to third parties, which concern the medical – pharmaceutical part of their advisory services, a declaration of interest/conflict of interest must be presented, in order to ensure transparency for all parties involved.  

26.5
It is allowed for pharmaceutical companies to use HCPs as experts or scientific advisors, either individually, for services such as lectures and chairmanship in scientific meetings, employment in medical / scientific studies, clinical trials or scientific studies, clinical tests or training services, participation in meetings of advisory agencies, and participation in market research, where such participation includes the payment of indemnity and/or the cover for travelling expenses.  
For market researches to HCPs article 27 of the present Code applies.
The regulations covering those advisory services must meet all the following criteria:  

(a) Prior to the commencement of services, a written contract must be executed, defining the nature of the services that shall be provided, which shall include those provided for in term (g) below, with regards to the basis for payment for those services. 

(b) Before requesting the services and signing the agreements with the experts, the reasonable need for those services must have been clearly defined. 

(c) The criteria for selecting the experts must be directly related with the identified need and the persons who are responsible for selecting the experts must have the necessary experience in order to assess whether the specific HCPs meet those criteria. 

(d) The number of HCPs who are going to provide services may not be greater than the number that is reasonably necessary for satisfying the defined need. 

(e) The contracted pharmaceutical company must keep records of the services provided by the experts. 

(f) The payment of fee to the HCP, payable in order to provide the relevant service, must not constitute an incentive for prescribing, selling or administering a specific pharmaceutical product, and 

(g) The fee for the services must be reasonable and correspond to the level that is usual for those services (see Annex I concerning the indicative calculation of the remuneration of healthcare professionals for services provided to pharmaceutical companies).  For this reason, it is not allowed to sign token expert service agreements in order to justify the fee paid to them for other unlawful purposes. The pharmaceutical companies are invited to use internal processes and establish scales of fair market value for payments made with regards to standard services and types of HCPs, considering the class of the HCP, the time of involvement (preparation and participation) and the type of service provided.

(h) HCPs must be selected based on their qualifications and ability to provide the service required. The criteria for selecting a HCP may include: 

· Clinical experience in the treatment, product and/or relevant scientific issue.

· Scientific reputation

· Educational work

· Publications

(i) A maximum annual limit is set per HCP for the provision of services to a pharmaceutical company.  The maximum limit of annual fee cannot be larger than EUR 5,000 (gross payment, including VAT and excluding the legal withholdings of ELKE/ELKEA). Any amounts that refer to payments for the conduct of clinical trials are not included. 
26.6
In their written contracts with the experts, the pharmaceutical companies are highly encouraged to include provisions with regard to the obligation of the expert to declare that he is connected through a service agreement with the pharmaceutical company whenever he is writing or talking in public about an issue that constitutes the object of his agreement with the pharmaceutical company or about any other issue related with the latter. Similarly, pharmaceutical companies hiring HCPs for part-time employment, who continue practicing their profession, are highly encouraged to ensure that those persons are obliged to declare this employment relation with the pharmaceutical company whenever they are writing or talking in public about an issue that constitutes the object of their employment or about any other issue that is related with that pharmaceutical company. 
26.7
The meetings held with a small number of physicians in order to provide their opinions about scientific issues (scientific advisory boards), to get updated on newer data about the clinical trials where they are participating as investigators (investigator meetings) and/or to contribute with their acknowledged experience on scientific issues, i.e. illnesses, epidemiological data, etc. (consultant meetings), which are held by the medical department of a company, do not require approval by EOF, provided that the scientific aspect supersedes the social one.

	Article 27. Market Research  
· Market research is a valid method for recording the data and characteristics of the medicines market. 

· Market research must be unbiased, must not be focused on promoting sales, and must not aim at influencing the opinion of the participating healthcare professionals. 

· In each market research, care must be taken both for the random selection of the participating healthcare professionals. 

· The information and the statistical results of the market research may be used for serving promotional purposes.  In any case, the procedure of collecting research data and the procedure of using them must be clearly separated. 

· Market research must be conducted in a manner that does not affect the credibility and reputation of the pharmaceutical industry. 

· Market research is usually conducted through specialised “Market Research” companies, which must abide by the ESOMAR/EphMRA (European Society of Market Research) principles. 

· In case that data collection, within the context of market research, is conducted by a pharmaceutical company, the principles of ESOMAR/EphMRA shall be followed. In such case, no fee is provided for healthcare professionals participating in the research.

· The data collected from healthcare professionals and refer to patients must be cumulative. No personal patient data must be collected during market research, since this is regarded as a non-interventional / pharmaco-epidemiological study, governed by the rules described in article 29. 


	Article 27. Market Research in Healthcare Professionals

· Market research refers to any organized attempt to collect information about the market and consumers of products or services.  

· Market research is a valid method for recording the data and characteristics of the pharmaceutical market. 

· Market research can be conducted:

· either with the use questionnaires to which subjective answers are given by a sample that is representative of the population under examination, i.e. of the HCP; 

· or with the use of questionnaires given to groups comprising a representative sample of the population under examination (focus groups - qualitative method of market research), i.e. of the HCP, in order to obtain a composition of answers.

· Market research must be unbiased, must not be focused on promoting sales, and must not aim at influencing the opinion of the participating healthcare professionals. 

· In each market research, care must be shown both for the random and for the representative selection of the participating healthcare professionals. 

· The data collected from healthcare professionals and refer to patients must be cumulative. No personal patient data must be collected during market research, since this is regarded as a non-interventional / pharmaco-epidemiological study, governed by the rules described in article 29. 

· Market research does not include any patient enrolment and/or randomization. 

· Market research cannot be retrospective / prospective; it is a snapshot.

· Information and statistical results of market research may be used to serve promotional purposes, provided that the identity of the research (who, when, where, which sample) is clearly stated. In any case, the procedure of collecting research data and the procedure of using them must be clearly separated. 

· Market research must be conducted in a manner that does not affect the credibility and reputation of the pharmaceutical industry. 

· Market research is usually conducted by certified “Market Research” companies, which must abide by the principles of ESOMAR/ EphMRA (European Society of Market Research, http://www.ephmra.org). In case that data collection, within the context of market research, is conducted by a pharmaceutical company, the principles of ESOMAR/EphMRA should be followed. In such case, no fee is provided for healthcare professionals participating in the research.

· When pharmaceutical companies enter into contracts with market research companies, the fair applicable market prices shall apply for indemnifying the healthcare professionals working with the market research company. 

	Article 29, Non-interventional trials / Pharmacoepidemiological studies


	Article 29, Non-interventional trials / Pharmacoepidemiological studies

29.5 Details for the special Register where the non-interventional trials/ pharmacoepidemiological trials are recorded, as well as the criteria and conditions that must be fulfilled from the non-interventional trials/ pharmacoepidemiological trials are described in Annex II of the present Code.

	
	

	SECTION B

CODE OF ETHICS FOR THE PROMOTION OF PRESCRIBED MEDICINAL PRODUCTS

PROCEDURE FOR THE CONTROL OF IMPLEMENTATION

	2.1
The verification of the Code’s application is assigned to the First Degree Committee, which is competent for providing advice, guidance and training about the regulations provided for by the Code, as well as for the procedure for examining any reports / complaints about violations of any regulations provided for by the Code.   In addition, it shall be responsible for any settlements or other arrangements within the context of applying the Code.  

	2.1
The verification of the Code’s implementation is assigned to the First Degree Committee, which is competent for the procedure for examining any reports / complaints about violations of any regulations provided for by the Code. In addition, it shall be responsible for any settlements or other arrangements within the context of implementing the Code.  
The First Degree Committee is assisted in its work by the competent Committee of the Code of Ethics and Transparency of SFEE, which is competent for providing advice, guidance and training about the regulations provided for by the Code. The term of office of the said committee is of 18 months. This Committee convenes in regular intervals and ex officio examines any cases that come to its knowledge that may violate any of the provisions of Section A of the present Code. In addition, it provides support both to the First Degree and to the Second Degree Committee for Compliance with the Code of Ethics with regard to technical issues. 

The Code of Ethics and Transparency Committee consists of 7 members and deputy members of equal number and it is formed upon a relevant decision by the BoD.

	2.2
The Primary Committee is appointed by the B.D. of SFEE.  The tenure of the employees of the pharmaceutical companies - members of SFEE in the Primary Committee lasts for 18 months. The tenure of the other members of the Primary Committee lasts for 3 years.  
	2.2
The First Degree Committee is appointed by the BoD of SFEE. The term of office of the officers of the pharmaceutical companies - members of SFEE in the First Degree Committee is of 18 months and may be renewed upon resolution of the BoD. The term of office of other members of the First Degree Committee is of 3 years and may be renewed upon resolution of the BoD.  

	2.7
Reports / complaints with regard to the above instances, no. 1-4, are submitted to the Secretariat of SFEE and are registered on the same day in the relevant book of reports / complaints.  


	2.7
Reports / complaints with regard to the above instances, no. 1-4 of article 2.3, are filed to the Secretariat of SFEE and are registered on the same day in the relevant book of reports / complaints.  



	3.1
The Secondary Committee is appointed by the B.D. of SFEE.  The tenure of the employees of the companies - members of SFEE in the Secondary Committee lasts for 18 months. The tenure of the other members of the Secondary Committee lasts for 3 years.  


	3.1
The Second Degree Committee is appointed by the BoD of SFEE. The term of office of the officers of the pharmaceutical companies - members of SFEE in the Second Degree Committee is of 18 months and may be renewed upon resolution of the BoD. The term of office of other members of the Second Degree Committee is of 3 years and may be renewed upon resolution of the BoD.  

	3.2
The Secondary Committee is summoned within a deadline of 45-60 working days at the latest after being served by the SFEE’s Secretariat with the application for referring the report / complaint; after examining the case, it issues its decision, which is binding for the opposing parties.  


	3.2
The Second Degree Committee convenes within a deadline of 15 working days at the latest after being notified by the SFEE’s Secretariat with the application for referring the report / complaint; after examining the case, it issues its decision, which is binding for the opposing parties.  

	3.3
The Secondary Committee, during its meeting, is in quorum when at least 5 of its members are present; its decisions shall be taken by majority.  


	3.3
The Second Degree Committee, during its meeting, is at quorum when at least 5 of its members are present; however, there must always be one representative from each category, as such have been described in article 3.1. Its decisions are taken by majority. 


	4.1
Sales promotion 
A.
The Primary Committee, after examining the report / complaint submitted to it, and if they consider that there is a violation of articles 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 14, 15, 17, 24, 25,  26, 27, 28, 29 and 30 of the Code, is capable of imposing to the pharmaceutical company – member of SFEE that did not comply with the above regulations of the Code, the following sanctions:  

a) The publication of the decision’s text immediately in SFEE’s “THESIS” publication.  

b) The correction of the promotional material while obliging the accused pharmaceutical company to send the corrected material to its recipients, along with a relevant letter stating the amendments.  

c) The publication of the decision’s text, depending on its subject, in relevant scientific journals that are addressed to healthcare professionals.  

The above sanctions, a, b, and c, are imposed if the deadline provided for by article 2.15 of the Procedure for Verification of Application of SFEE’s Code of Ethics for referring the report / complaint to the Secondary Committee elapses without any actions.  

B.
The Secondary Committee may impose to the pharmaceutical company – member of SFEE not complying with the decision of the Primary Committee the sanctions mentioned in article 4.1 A of the Procedure for Verifying the Application of the Code.   The Secondary Committee may imposed, on top of the above sanctions, a pecuniary penalty of EUR 15,000. Those amounts are deposited by the pharmaceutical company to a specially kept bank account of SFEE, within 30 working days at the latest following the issuing of the decision.  


	4.1
Sales promotion 
A.
The First Degree Committee, after examining the report / complaint submitted to it, and if they consider that there is a violation of articles 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 14, 15, 17, 24, 25,  26, 27, 28, 29 and 30 of the Code, is capable of imposing to the pharmaceutical company – member of SFEE that did not comply with the above regulations of the Code, the following penalties, which shall be executed after the deadline for filing an appeal has elapsed without any actions or after the decision about the appeal, unless the defendant has accepted the violation or part of it:  

a) The publication of the decision’s text immediately at SFEE’s website.  

b) The correction of the promotional material and the obligation for the accused pharmaceutical company to send the corrected material to its recipients, along with a relevant letter stating the amendments.  

c) The publication of the decision’s text, depending on its subject, in relevant scientific journals that are addressed to healthcare professionals.  

d) A monetary penalty, amounting to EUR 25,000.

The above sanctions, a, b, and c, are imposed if the deadline provided for by article 2.15 of the Procedure for Verification of Application of SFEE’s Code of Ethics for referring the report / complaint to the Second Degree Committee elapses without any actions.  

B.
The Second Degree Committee may impose to the pharmaceutical company – member of SFEE not complying with the decision of the First Degree Committee the sanctions mentioned in article 4.1 A of the Procedure for the control of the implementation of the Code. The Second Degree Committee may impose, on top of the above sanctions, a monetary penalty of EUR 50,000. Those amounts are deposited by the pharmaceutical company to a specially kept bank account of SFEE, within 30 working days at the latest following the issuing of the decision.  

	4.2
Offer of gifts – hospitality  
The Primary Committee, after examining the report / complaint submitted to it with regard to the offer of gifts and hospitality to HCPs, and provided it considers that articles 18, 19, 20, 21, 22 and 23 of the Code and the relevant legislative regulations have been violated, is entitled – apart from the compulsory communication of the event to the National Organisation for Medicines in order for the latter to impose the relevant sanctions – to impose to the member of SFEE that did not abide by the above regulations of the Code the following sanctions:  

a)
Offer of gifts  
If the gift offered by the pharmaceutical company – member of SFEE to the HCPs, as considered by the Primary Committee, is in violation of the regulations provided for by the Code, a pecuniary penalty shall be imposed by virtue of a decision by the Primary Committee to the pharmaceutical company – member of SFEE, which at the Committee’s discretion may reach up to EUR 3,000.  

Those amounts shall be deposited by the offending pharmaceutical company to a specially kept bank account of SFEE, after the deadline for referring this case to the Secondary Committee has elapsed without any actions.  

Following the issuing of the decision by the Primary Committee, the opposing parties reserve the right, within 30 working days following the service of this decision to them by SFEE’s Secretariat, to submit an application for referring this case to the Secondary Committee (see article 2.15) of the Procedure for Verifying the Code’s Application.   

The Secondary Committee is entitled to impose to the non-compliant pharmaceutical company – member of SFEE a pecuniary penalty of up to EUR 15,000. Those amounts are deposited by the offending company to a specially kept account of SFEE.  

The Secondary Committee, if the fines imposed by the Primary Committee have not been paid, and if this report has not been promptly referred to it, as per article 2.15 herein, shall decide, by acting on its own initiative, to impose a fine to the pharmaceutical company – member of SFEE against which the decision of the Primary Committee has been issued.   

If the pharmaceutical company – member of SFEE again does not comply with the decision issued by the Secondary Committee, the latter shall refer the issue to the Disciplinary Board of SFEE, which may decide to expulse the member.  

b)
Hospitality 
If the hospitality offered by the pharmaceutical company – member of SFEE to the HCPs, according to the Primary Committee, does not comply with articles 22 and 23 of the Code and with the legislative regulations relevant with hospitality, a pecuniary penalty shall be imposed through a decision of the Primary Committee to the pharmaceutical company – member of SFEE amounting up to EUR 3,000. 

Those amounts shall be deposited by the accused pharmaceutical company to a specially kept bank account of SFEE, after the deadline for referring this case to the Secondary Committee has elapsed without any actions.  

Following the issuing of the decision by the Primary Committee, the opposing parties reserve the right, within 30 working days following the service of this decision to them by SFEE’s Secretariat, to submit an application for referring this case to the Secondary Committee (see article 2.15).   

The Secondary Committee is entitled to impose to the non-compliant pharmaceutical company – member of SFEE a pecuniary penalty of up to EUR 15,000. Those amounts are deposited by the offending pharmaceutical company to a specially kept account of SFEE. 

4.3
The above penalties of the Primary Committee are imposed only after the deadline for referring this case to the Secondary Committee has elapsed without any actions.  The above penalties of the Secondary Committee are immediately enforceable. 

4.4
The Secondary Committee, if the penalties imposed by the Primary Committee have not been executed by the pharmaceutical company, and on the condition that the latter has not promptly submitted, as per article 2.15 of the procedure for the verification of the Code’s application, an application in order to refer this report / complaint to it (to the Secondary Committee), it shall decide, by acting on its own initiative, to impose a fine to the pharmaceutical company – member of the SFEE, against which the decision of the Primary Committee has been issued.  

4.5
If the pharmaceutical company – member of SFEE again does not comply with the decision issued by the Secondary Committee, the latter shall refer the issue to the Disciplinary Board of SFEE, which may decide to expulse it.  


	4.2
Offer of gifts – accommodation  
The First Degree Committee, after examining the report / complaint submitted to it with regard to the offer of gifts and accommodation to HCPs, and provided it considers that articles 18, 19, 20, 21, 22 and 23 of the Code and the relevant legislative regulations have been violated, is entitled – apart from the compulsory communication of the event to the National Organization for Medicines in order for the latter to impose the relevant sanctions – to impose to the member of SFEE that did not abide by the above regulations of the Code the following sanctions:  

a)
Offer of gifts  
If the gift offered by the pharmaceutical company – member of SFEE to the HCPs, as considered by the First Degree Committee, is in violation of the regulations provided for by the Code, a monetary penalty shall be imposed by virtue of a decision by the First Degree Committee to the pharmaceutical company – member of SFEE, which at the Committee’s discretion may reach up to EUR 25,000 while also publishing the relevant decision at SFEE’s website.  

Those amounts are deposited by the offending pharmaceutical company to a bank account of SFEE specially designated for that purpose. The above penalties are imposed after the deadline for referring the case to the Second Degree Committee has elapsed without effect.  

Following the publication of the decision of the First Degree Committee, the opposing parties reserve the right, within 30 working days following the service of this decision upon them by SFEE’s Secretariat, to submit an application for referring this case to the Second Degree Committee (see article 2.15) of the Procedure for the control of the Code’s implementation. 
The Second Degree Committee is entitled to impose to the non-compliant pharmaceutical company – member of SFEE a monetary penalty of up to EUR 50,000 while also publishing the relevant decision at SFEE’s website. Those amounts are deposited by the offending company to a specially kept account of SFEE. 
The Second Degree Committee, if the fines imposed by the First Degree Committee have not been paid, and if this report has not been promptly referred to it, as per article 2.15 herein, shall decide, by acting on its own initiative, to impose a fine along with the publication of the relevant decision at SFEE’s website to the pharmaceutical company – member of SFEE against which the decision of the First Degree Committee has been issued. 
If the pharmaceutical company – member of SFEE again does not comply with the decision issued by the Second Degree Committee, the latter shall refer the issue to the Disciplinary Board of SFEE, which may decide to expulse the member. This decision shall be published at SFEE’s website. 

b)
Accommodation 
If the accommodation offered by the pharmaceutical company – member of SFEE to the HCPs, according to the First Degree Committee, does not comply with articles 21, 22 and 23 of the Code and with the legislative regulations relevant with accommodation, a monetary penalty shall be imposed through a decision of the First Degree Committee to the pharmaceutical company – member of SFEE amounting up to EUR 25,000 while also publishing the relevant decision at SFEE’s website.  

Those amounts shall be deposited by the accused pharmaceutical company to a bank account of SFEE specially designated for that purpose, after the deadline for referring this case to the Second Degree Committee has elapsed without any actions.  

Following the issuing of the decision by the First Degree Committee, the opposing parties reserve the right, within 30 working days following the service of this decision to them by SFEE’s Secretariat, to submit an application for referring this case to the Second Degree Committee (see article 2.15).   

The Second Degree Committee is entitled to impose to the non-compliant pharmaceutical company – member of SFEE a monetary penalty of up to EUR 50,000 while also publishing the relevant decision at SFEE’s website. Those amounts are deposited by the perpetrating pharmaceutical company to a bank account of SFEE specially designated for that purpose. 

4.3
The above penalties of the First Degree Committee are imposed only after the deadline for referring this case to the Second Degree Committee has elapsed without any actions. The above penalties of the Second Degree Committee are immediately enforceable. 

4.4
The Second Degree Committee, if the penalties imposed by the First Degree Committee have not been executed by the pharmaceutical company, and provided that the latter has not promptly submitted, as per article 2.15 of the procedure for the verification of the Code’s application, an application in order to refer this report / complaint to it (to the Second Degree Committee), shall ex officio decide, to impose a fine to the pharmaceutical company – member of the SFEE, against which the decision of the First Degree Committee has been issued.  This decision shall be published at SFEE’s website.

4.5
If the pharmaceutical company – member of SFEE again does not comply with the decision issued by the Second Degree Committee, the latter shall refer the issue to the Disciplinary Board of SFEE, which may decide to suggest to the BoD of SFEE its expulsion. This decision shall be published at SFEE’s website. 

	6. Pharmaceutical Companies – non members of SFEE 
6.1
The ability for pharmaceutical companies that are not members of SFEE to uphold the Code is granted if they are interested in this.  This can be performed by virtue of a relevant statement issued by them to the President of SFEE. Those companies shall be listed in a separate list which shall be ordinarily updated and shall constitute a part of the Code.  With regard to those companies, all articles of the Code apply normally.  

6.2
The cases of reports / complaints against companies who are not members of SFEE shall be examined as provided for by the Code.  After verifying the violations, the Primary or Secondary Committee is entitled to proceed to the following:  

· File a complaint to the National Organisation for Medicines.  

· Make a relevant publication in “THESEIS” publication issued by SFEE. 
	6. Pharmaceutical Companies – non members of SFEE 
6.1
The ability for pharmaceutical companies that are not members of SFEE to uphold the Code is granted if they are interested in this. This can be performed by virtue of a relevant statement issued by them to the President of SFEE. Those companies shall be set out in a separate list which will be ordinarily updated and shall constitute a part of the Code. As regards those companies, all articles of the Code apply normally.  

6.2
The cases of reports / complaints against companies who are not members of SFEE shall be examined as provided for by the Code. After verifying the violations, the First Degree or Secondary Committee is entitled to proceed to the following: 
· File a complaint to the National Organization for Medicines.  

· Make a relevant publication at SFEE’s website.  

	
	Transitory Clause

The amended clauses become effective from 1/2/2013.

	
	


Annexes: 

I) Table of indicative calculation of the fee of healthcare professionals for services provided to pharmaceutical companies
II) Registry for non interventional clinical trials
ANNEX I
1. Indicative calculation of the fee of healthcare professionals for services provided to pharmaceutical companies per level:
	
	Physicians
	Scientists 
	Pharmacists / Dentists 
	Factor / multiplier 

	Expert Level 1
	Professor and Director and Rector, Internationally Acknowledged Expert
	Professor and Director and Rector
	Professor of Pharmaceutics or Dentistry and Rector and Internationally Acknowledged Expert
	1

	Expert Level 2
	Professor and Director of Clinic 
	Professor and Director of Department / Unit  
	Professor of Pharmaceutics / Dentistry and Director of Department  
	0.9

	Expert Level 3
	Assistant Professor, Associate Professor, Director of Clinic 
Lecturer in Greece / Professor of any rank from abroad 
	Assistant Professor, Associate Professor, Director of Department / Unit  
Lecturer in Greece / Professor of any rank from abroad 
	Associate or Assistant Professor, Director of Hospital Pharmacy or Hospital Dental Clinic 


	0.8

	Expert Level 4
	Lecturer, Specialised Physician (Internist / General Practitioner / Cardiologist, etc.).

NHS Registrars (only for writing work)
	Lecturer
	Lecturer
	0.7

	Expert Level 5
	Nurses and paramedical professions  
	Scientists (researchers, biologists, etc.) 
	Community Pharmacists & Dentists 
	0.5


2. Indicative calculation of the fee of healthcare professionals for services provided to pharmaceutical companies per time of involvement (in hours) per service:

	
	presence 
	preparation
	transportation 
	Total

	Speaker in a conference 
	3.5
	3
	1.5
	8

	Presentation / training
	4
	3
	
	

	Participation in an Advisory Board 
	8
	2
	
	

	Article writing 
	10
	
	
	

	Protocol writing 
	
	
	
	


· The hourly remuneration, according to the internal procedures for the determination of scales of fair market value fees, is calculated based on the fee paid to the HCP for examining a patient in the outpatient Hospital clinics and the amount of 150 Euros (gross) is suggested. 

· Finally, the HCP’s fee for side-projects should not exceed the fee for his/her permanent / main work on an hourly basis.   

ANNEX ΙΙ
Registry of Non-interventional Clinical Trials 
On-line Registry of Non-Interventional Clinical Trials posted at the SFEE’s Website 
1.  Description 
· Recording of all non-interventional clinical trials conducted by the sponsor (Pharmaceutical Company) member of SFEE with description of planning, targets and time schedules 

· Recording of personal details of researchers and details of the foreseen remuneration
· Recording of number of patients scheduled to participate 
· Entry of each trial from the sponsor-member of SFEE with a special code per sponsor and trial, based on which the trial will be followed-up 
· Posting of the relevant details and approvals of the Auditing Board of the of the non-interventional trials as well as the results thereof upon their conclusion 
· Issue of the relevant manual from the Committee of Medical Directors of SFEE when the registry is uploaded and enters into force
2.  Statistical planning of Non-interventional Clinical Trials 
· Based on the primary target of the trial, the scientific and methodological criteria must be fulfilled 
· Based on the EMA directions dated Nov 2011 ΕNcePP standards & guidelines

· Based on the Directive 96628/2005 where specific trial types are provided 
3.  Types of Non-Interventional Clinical Trials 
· Types of non-interventional clinical trials 
· The types provided for based on the European guidelines and the EMA algorithm annex March 2011 must be observed
· ANNEX: DECISION TREE TO ESTABLISH  WHETHER A TRIAL IS A “CLINICAL TRIAL” 

· The number of participants in the non-interventional clinical trials must be calculated based on the scientific primary target with a proved statistical methodology 
4.  Remuneration in the context of Non-interventional clinical trials 
· Reasonable value in accordance with the market data, hourly wages for researchers, calculated based on the range of reasonable remuneration of a private physician in accordance with the specialty and the therapeutic field. 

	
	Suggestive prices 

	Gross remuneration of researcher per hour 
	50 – 90 €

	Gross remuneration of study coordinator per hour 
	20 – 40 €

	Training for the filling in of electronic CRF (one-time)
	190 – 290 €

	Preparation and review of files (one time)
	270 – 430 €


5.  Table of differences among clinical trials, non-interventional clinical trials and market researches 

	
	Non-interventional trials with a medicine 
	Non-interventional trials without a medicine – Epidemiological trials 
	Market research to healthcare professionals 
	Clinical Trial 

	Collection of patients personal data 
	Yes 
	Yes 
	No – Only cumulative patients data is collected 
	Yes 

	A statistical calculation of the number of patients is required together with analysis using epidemiological methods 
	Yes
	Yes 
	No but the persons asked must be a random sample from the reference population 
	Yes 

	Selection of patients 
	One or more selection criteria 
	One or more selection criteria
	One or more groups of patients are selected and cumulatively evaluated 
	The group must be selected based on the criteria for qualification and disqualification 

	Patients are randomized in treatments 
	No
	No
	No
	Usually 

	Retrospective/ perspective
	Retrospective or perspective
	Retrospective or perspective 
	Snapshot – synchronic 
	Perspective 

	Supervision is required 
	Probably – with regards to the planning 
	No

	No
	Yes 

	Application to the national Organization for Medicines (EOF)
	No
	No
	No
	Yes 

	Application to the Ethics Committee/Scientific Committee 
	Yes 
	Yes 
	No
	Yes 

	Written consent of the patient 
	Yes, unless the Ethics Committee the Supervising Board of the Hospital approves otherwise 
	Yes, unless the Ethics Committee the Supervising Board of the Hospital approves otherwise
	No
	Yes 

	Adverse effects may be monitored 
	Yes
	N/A–they do not concern the medicine. The HCPs report any adverse effects. 
	The Healthcare Professionals report any adverse effects 
	Yes 


 Table of differences among clinical trials, non-interventional clinical trials and market researches (continued)

	
	Non-interventional trials with a medicine 
	Non-interventional trials without a medicine – Epidemiological trials 
	Market research to healthcare professionals 
	Clinical Trial 

	Comparison with competitive medicines is allowed 
	Yes, but with reduced reliability due to increased risk for systematic errors (bias) 
	N/A they do not concern the medicine 
	No
	Yes

	The main features thereof are published before commencement 
	Yes, in the Register where non-interventional trials are recorded, which is under the supervision and care of SFEE 
	Yes, in the Register where non-interventional trials are recorded, which is under the supervision and care of SFEE
	No
	Yes, at clinical trials.gov

	Results may be published 
	Yes, at least in the Register of SFEE where non-interventional trials are recorded
	Yes, at least in the Register of SFEE where non-interventional trials are recorded
	Yes
	Yes, requirement for pharmaceutical companies 

	Participation of scientific briefing associates to the conduct 
	Only with a supportive role, under the supervision of the Scientific Department of the Company and without being related to any form of promotion 
	Only with a supportive role, under the supervision of the Scientific Department of the Company and without being related to any form of promotion
	Yes, but their participation excludes the remuneration of healthcare professionals questioned 
	Not allowed 


