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From the Ministry of Health:

Regulation Regarding the Promotion of Medicinal Products for Human Use 

 

SECTION ONE

Objective, Scope, Legal Basis, Definitions 

Objective

Article 1 —The objective of this Regulation is to specify the rules that must be abided by in the promotion of medicinal products for human use in order to ascertain their rational use.
Scope

Article 2 — This Regulation subsumes activities regarding the promotion of medicinal products for human use and registration or permission holders who will bring about these promotional activities.

Legal Basis

Article 3 —This Regulation has been drawn upon the Law No. 1262, Regarding Pharmaceutical and Medicinal Preparations.

Definitions

Article  4 —The following definitions shall apply in this Regulation: 

a) The Ministry: The Ministry of Health,

b) The Law: The Law No. 1262 Regarding Pharmaceutical and Medicinal Preparations,

c) Medicinal Product for Human Use/ Product: Any substance or combination of substances registered or permitted by the Ministry for human use for the purpose of curing a disease or protecting from a disease, for performing a medical diagnosis or for improving, correcting or modifying the physiological function,

d) Promotion: all activities involving reminders and informational sessions by the registration or permission holders with the aim to enhance the procurement, sales, prescriptions and use of a medicinal product for human use; the activities of the medical representatives of pharmaceutical companies with respect to the above, advertisements provided to audio/visual media and to medical and professional journals, announcements through direct mail or through the internet, usage of audio/visual material such as film, slide and electronic media, scientific and educational meetings, exhibitions and similar activities, provision of free samples, activities involving reminder advertising and printed publicity materials,

e) Promotional Materials: Printed materials such as books, booklets, brochures that provide sufficient and necessary information regarding the medicinal product for human use, audio/visual materials such as films, slides and electronic media, free samples of medicinal products for human use, notepads, pens, pen cases, calendars and materials of a modest financial value which may be used during professional activities, and reminder call materials such as national and international publications that may be used as information or data resources in certain milieus, 

f) SPC: Summary of Product Characteristics,

g) Common Name: International non-proprietary name (INN),

h) Healthcare Professionals: Physicians, pharmacists and dentists,

i) Medical Sales Representative: Individual involved in the promotion of the medicinal product for human use directly to the physician, pharmacist or dentist through personal visits.

SECTION TWO

Scope and Basic Principles of Promotional Activities 

Scope of Promotional Activities

Madde 5 —The promotional activities of medicinal products for human use shall cover the following in particular;

a) The public promotion of medicinal products for human use sold without a prescription,

b) The promotion to the members of the healthcare profession of the medicinal products for human use sold with a presription,

c) The calls made by the medical sales representatives to physicians and dentists,

d) The distribution of samples,

e)  The sponsorship of the promotional meetings attended by the members of the healthcare profession,

f) The sponsorship of the scientific congresses attended by the members of the healthcare profession and in particular the payment of the travel and accommodation expenses of the persons in question,

The following shall not be regarded within the scope of promotion:

a) Labels and the accompanying patient leaflets,

b) Any correspondence that may be required to answer to a particular question regarding a medicinal product which may be accompanied with a material that cannot be promoted,

c) Informative announcements, changes in packaging, warnings regarding adverse effects as part of the overall measures about the product, commercial catalogues by condition they do not contain product requests, price lists and similar reference materials,

d) Explanations regarding human health or diseases by condition they do not make any reference, even if indirectly, to the product.

Basic Principles

Article 6 — In accordance with related legislature, there can be no promotion of a medicinal product that has not been registered or permitted in Turkey.

The promotion of all parts of a medicinal product shall be in accordance with the details listed in the updated SPC.

The promotional of medicinal products must be informative, current, consistent with scientific facts, reliable and clear.

In the promotion of the medicinal product, there must be no usage of information that is misleading, exaggerated or unproven that could lead to unnecessary consumption or unanticipated health risks.

Materials or tools that are not subsumed under the scope of this Regulation anda re not in accordance with its goals and principles, such as air conditioning units, refrigerators,coolers, thermos bottles, car accessories, hair dryers, video players and television sets may not be utilized as promotional materials. 

SECTION THREE

Public Promotion

Public Promotion

Article 7 —In instances where, due to a product’s composition or objective, there is no need for a physician or dentist’s diagnosis, prescription or supervisory treatment of a patient and a product manufactured such that it may be consumed by a patient through directions and advice provided by a pharmacist, such products registered/permitted by the Ministry may be promoted to the public. 

No public promotion shall be carried out for prescription products and products containing psychotropic and narcotic substances within the framework of the 1961 United Nations Single Convention on Narcotic Drugs and the 1971 United Nations Convention on Psychotropic Substances.

The abovementioned prohibitions shall not apply on products used during the vaccination campaigns approved by the Ministry.

Products used in the treatment of tuberculosis, sexually transmitted diseases, other serious infectious diseases, cancer and other tumoral diseases, chronic insomnia, diabetes and other metabolic illnesses may not be promoted to the public. 

The medicinal products which are on the reimbursement scheme shall not be promoted to the public. 

In accordance with the Law Regarding Radio and Television Institute and Broadcasting, no. 3984, article 22, medicinal products for human use that are sold under prescription may not be directly promoted to the public via the television or radio media.

No medicinal product shall be directly distributed to the public for promotional purposes. 

Basic Principles of Public Promotion

Article 8 —In any type of promotion of a medicinal product to the public; it shall be clearly stated that the message is a promotional message and that the product being promoted is a medicinal product for human use.

The promotional materials shall carry the name of the promoted medicinal product for human use, its common name, if the product containts more than one active substance, the information required for its correct use, a legible warning drawing attention to the need to read the instructions on the patient leaflet or the outer package, according to the circumstances.

The public promotion of a pharmaceutical medicinal product for human use shall not contain any material which:

a) gives the impression that a medical consultation or a surgical operation is unnecessary, in particular, by offering a diagnosis or by suggesting treatment by mail; 

b) suggests that the effects or taking the medicine are guaranteed, are unaccompanied by side effects or are better than, or equivalent to, those of another treatment or medicinal product; 

c) suggests that the health of the subject can be enhanced by taking the medicine,

d) suggests that the health of the subject could be affected by not taking the medicine,

e) is directed exclusively or principally at children,

f) refers to a recommendation by scientists, health professionals or persons who are neither of the foregoing but who, because of their celebrity, could encourage the consumption of medicinal products, 

g) suggests that the medicinal product is a foodstuff, cosmetic or other consumer product,

h) suggests that the safety or efficacy of the medicinal product is due to the fact that it is natural,

i) could, by a definition or detailed representation of a case story, lead to erroneous self diagnosis,

j)  refers, in improper, alarming and misleading terms, to claims of recovery,

k) uses, in improper, alarming or misleading terms, pictorial representations of changes in the human body caused by disease or injury, or of the action of a medicinal product on the human body or its parts,

l)  mentions that the medicinal product has been granted a registration,

m)  engages in misleading comparisons equating the strength of the product’s pharmacological effect with its effectiveness,

n) engages in misleading cost and price comparisons by not taking into account the full cost of a treatment involving a particular indication or, as in the case of chronic disease treatments, the cost of treatment for the duration of a particular period such as per day, week, month and so forth and makes a deceiving/misleading analogy of price or costs between the pharmaceutically equivalent preparations of different drugs or of the same drug based on a single pharmaceutical form or price per package,

o) makes sweeping and definitive statements, relying on scientifically unsound studies that do not have sufficiently large populations and detailed research.

In printed materials, the promotional information must be thorougly legible and comprehensible, leaving no doubt in the reader’s mind as to the intended meaning. The issue discussed under item (d) does not apply to the vaccination campaigns spearheaded by the Ministry. 

SECTION FOUR

Promotion to Members of the Healthcare Profession

Promotion to members of the Healthcare Profession

Madde 9 —In the promotion of medicinal products for human use to members of the healthcare profession, the following must be included;

a) Essential information compatible with the summary of product characteristics,

b) Date on which this information has been prepared and last updated,

c) Presentation category of the medicinal product.

In these promotions, the Ministry may require the inclusion of the retail price of the product and/or its various dosages, forms and packages as well as the reimbursement conditions of the social security institutes.

In printed promotional materials that serve as reminders, while making no claims, only the following data regarding the particular medicinal product may be included:

a) Commercial name of the drug.

b) INN or approved generic names of the active substances,

c) Name and address of the manufacturer, importer or registration holder from whom further information 

may be obtained upon request.

Fundamental Principles of Promotion to Members of the Healthcare Profession

Article 10 —All the information mentioned in the promotion of a particular medicinal product to members of the healthcare profession must be accurate, provable and adequate so that the healthcare professionals may be able to independently form their own opinions on the therapeutic value of that particular medicinal product.

All the information presented in the promotional documentation must be accurate, provable and adequate so that the purchasers may form their own opinions on the therapeutical value of that medicinal product. 

Quotations as well as tables and other illustrative matter taken from medical journals of other scientific works for use in the documentation presented, shall be faithfully reproduced and the precise sources indicated.

In a promotion of the medicinal products to members of the healthcare profession, no monetary or benefist or advantages in kind may be provided, offered or promised.

In promotional events, hospitality must always be reasonable in level and remain subordinate to the main scientific objective or the meeting and must not be extended to persons other than healthcare professionals.

No promotion or service shall be provided to members of the healthcare profession through the use of games of chance.

Members of the healthcare profession may not accept or request any incentive, in contradiction with the abovementional restrictions. 

With the exception of what is distributed to members of members of the healthcare profession, no promotion may be performed through the use of newspapers, magazines or similar printed media. Announcements made with permission from the Ministry and indicating the introduction of a medicinal product to the market are exempt from the scope of this restriction. Registration holders are responsible for performing the necessary procedures in correcting promotional news in the printed media regarding medicinal products what are not allowed to be promoted to the public and form informing the Ministry.

Scientific and Educational Activities

Madde 11 —The scientific and educational activities related with pharmaceutical promotion shall not be used for purposes other than transmitting the current medical information or presenting new information.

Registration holders may organize congresses, seminars, scientific, educational meetings that are useful for the transmission and discussion of relative information or may provide scientific/financial contribution to such activities.

Registration holders shall not provide financial contribution to persons other than those who present scientific work such as communiques, publications, posters and participate in these events for short-term educational purposes. Activities involving hospitality towards persons participating in the meetings shall remain subordinate to the main objective of the event. 

These events shall take place in adequate locations, manners and levels. Activities such as congresses, symposia, seminars to be organized or supported throughout the year, shall be communicated to the Ministry in the form of annual program by the marketing registration holders in the previous year, and any changes that may occur in the program shall be communicated to the Ministry before the event. Persons other than healthcare professionals shall not be invited to these events. The list of participants as well as the information and samples of documents presented to the participants shall be retained to be submitted to the Ministry upon request.

Free Samples

Madde 12 —Free samples shall be provided on an exceptional basis, to physicians, pharmacists and dentists under these conditions:

a) Registration holder companies shall establish a suitable recording and control system for the production, importation and distribution of free product samples and appoint the persons responsible, in order to transmit and document to the Ministry officials upon request,

b) Each sample shall be the same as the smallest presentation in the market. But, such a condition shall not apply in those products which cannot be reduced due to their pharmaceutical form.

c) The packaging must bear a label indicating “it is a free promotional sample – it is not for sale”,

d) The promotional sample shall be presented with the SPC,

e) The samples of the products containing psychotropic and narcotic substances within the framework of the 1961 United Nations Single Convention on Narcotic Drugs and the 1971 United Nations Convention on Psychotropic Substances  shall not be distributed.

Medical Sales Representatives

Article 13 —Medical sales representatives shall be given basic and required service trainings by the company which employs them. They shall have sufficient knowledge to be able to provide information which is as precise and complete as possible about the medicinal products which they promote. 

Medical sales representatives shall transmit precisely and correctly the information used in their promotions to the healthcare professionals, through promotional materials.

Medical sales representatives shall transmit to the scientific service referred to in Article 14 any information about the use of the medicinal products they promote, with particular reference to any adverse reactions reported to them by the persons they visit.

SECTION FIVE

Responsibilities of  Registration Holders or Permission Holders

Responsibilities of Registration Holders or Permission Holders

Article 14 —The registration holder shall establish within his undertaking a scientific service in charge of information about the medicinal products which he places on the market and shall appoint a person responsible for such activities who shall provide the following;

a) ensure that promotion of medicinal products, of which he holds the registration, conforms to the requirements of this Regulation, 

b) verify that medical representatives employed by his undertaking have been adequately trained and fulfilled the obligations imposed upon them by article 13.

c) supply the Ministry, upon request, with the information and documents regarding the promotional activities. 

d) ensure that the decisions taken by the Ministry for the promotion of medicinal products are immediately and fully complied with.

The application indicating the persons to whom it is addressed and the first date of dissemination shall be presented to the Ministry before the initiation of the promotional activities. A sample of all promotional materials planned to be utilized shall be retained for five years to be presented to the Ministry upon request.

SECTION SIX

Final Provisions

Monitoring

Madde 15 —The Ministry shall monitor the promotional activities and any material and method used in relation with these. The Ministry may request from the registration holder, ex-officio or upon complaint, to cease, annul the promotional activities not complying with the principles laid down in this Regulation or regarded as inadequate for public health, or may request the correction of the information presented via promotion. Such requests of the Ministry shall be forthwith fulfilled. 

Penalties

Article 16 — Application shall be made to the Office of the Director of Public Prosecutors in order to execute legal transactions in accordance with the general provisions, regarding the registration holder who has realized activities violating the provisions of this Regulation. The relative provisions of the Turkish Penal Code no. 765, the Law Regarding the Protection of Consumers no.4077,  the Law Regarding the Protection of Competition no. 4054, the Law Regarding Radio and Television Institutes and Broadcasting no 3984 and other legislations. 

Homeopatic Medicinal Products

Article 17 —In case of any arrangement regarding homeopatic medicinal products, the promotional activities of the products in question shall be subject to the provisions of this Regulation. 

Harmonized European Union Legislation

Article 18 —In order to achieve harmony with the relative legislation of medicinal products for human use of the European Union, this Regulation has been prepared in line with the directive no. 2001/83/EC regarding medicinal products for human use.

Legislation that ceases to be effective 

Article 19 — The Legislation Regarding the Medicinal Promotion of Pharmaceutical Preparations and Medicinal Products, published on the Official Gazette dated 7/9/1990, no.20628.

Enforcement Date

Article 20 —This Regulation shall be enforced as of 1/12/2003.

Execution

Article 21 —The provisions of this Regulation shall be executed by the Minister of Health..
