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1 General – Medicinal Products 

1.1 What laws and codes of practice govern the 
advertising of medicinal products in your 
jurisdiction? 

Promotional activities of human medicinal products in Turkey are 

regulated under the Pharmaceuticals and Medical Preparations Law 

no. 1262 (“Law no. 1262”) and the Regulation on the Promotion of 

Human Medicinal Products (“Promotion Regulation”) which was 

promulgated based on Law no. 1262.  Additionally, promotional 

activities are further regulated under guidelines published by the 

Turkish Medicines and Medical Devices Agency (“TMMDA”). 

The Terms of the Regulation on Commercial Advertisements and 

Unfair Commercial Practices, which is a secondary legislation to the 

Customer Protection Law no. 6502, is also applicable complementarily 

in matters related to promotion of human medicinal products. 

In addition to all of the above, independent organisations such as the 

Association of Research-Based Pharmaceuticals Companies (“AIFD”) 

or the Pharmaceuticals Manufacturers Association of Turkey apply 

their principles and rules, such as the AIFD Good Promotion and 

Communication Principles (“AIFD Principles”).  Member companies 

are obliged to comply with these principles and rules. 

1.2 How is “advertising” defined? 

Under the Promotion Regulation, “promotion” is defined as all activities 

organised or sponsored by marketing authorisation/licence holders 

aimed to provide information related to the medical and scientific 

characteristics of human medicinal products, enteral nutritional products 

and medical foods to healthcare professionals.  The activities of product 

promotion representatives (“PPR”), announcements or notifications in 

medical or professional books or magazines, and activities such as 

scientific meetings and product promotion meetings are included within 

the scope of promotional activities. 

1.3 What arrangements are companies required to have in 
place to ensure compliance with the various laws and 
codes of practice on advertising, such as “sign off” of 
promotional copy requirements? 

Pharmaceutical companies in Turkey generally evaluate promotional 

materials within their internal approval system organised in 

compliance with the global operation procedures.  Both global 

headquarters and local affiliates of these companies have the 

internal control and approval system such as scientific medical 

units, responsible for the compliance of the promotional materials. 

1.4 Are there any legal or code requirements for 
companies to have specific standard operating 
procedures (SOPs) governing advertising activities or 
to employ personnel with a specific role? If so, what 
aspects should those SOPs cover and what are the 
requirements regarding specific personnel? 

It is not mandatory for companies to have specific standard 

operating procedures (“SOPs”) governing promotional activities 

under Turkish legislation.  However, marketing 

authorisation/licence holders are obliged to internally establish a 

unit that ensures promotion activities related to the products the 

marketing authorisation/licence of which is held by the company 

complies with relevant legislation and this unit shall employ only 

physicians, dentists or pharmacists (“Scientific Function”).  One of 

the marketing authorisation/licence holders is to establish a 

Scientific Function responsible and assign a responsible personnel 

among the function personnel for these activities. 

1.5 Must advertising be approved in advance by a 
regulatory or industry authority before use? If so, 
what is the procedure for approval? Even if there is 
no requirement for prior approval in all cases, can the 
authorities require this in some circumstances? 

Promotion can be targeted at  physicians, dentists and pharmacists 

by using promotional material and/or organising/supporting 

scientific meetings and product promotion meetings and/or visits to 

physicians, dentists and pharmacists by product promotion 

representatives.  Within this scope, the approval and permit 

mechanism differs in accordance with the promotion procedure.  

For example, it is not required for promotional materials which will 

be used in promotional activities to be presented for approval from 

the competent authorities.  However, these materials can be 

inspected by the Ministry of Health upon any complaints/ex officio.  

For promotion via organising/supporting scientific meetings and 

product promotion meetings, notification to and approval of the 

Ministry of Health is required.  
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1.6 If the authorities consider that an advertisement 
which has been issued is in breach of the law and/or 
code of practice, do they have powers to stop the 
further publication of that advertisement? Can they 
insist on the issue of a corrective statement? Are 
there any rights of appeal? 

Ministry of Health officials may decide on several sanctions, such as 

halting promotional activities regarded to be in violation of the 

relevant legislation, to ban companies from promotional activities 

for a certain period, or to impose administrative monetary fines. 

Additionally, as the promotion of human medicinal products are 

regarded within commercial advertising activities, in case the 

relevant legislation is breached, the Advertisement Board may 

impose certain sanctions, such as suspension, correction with the 

same methods, administrative monetary fines or a three-month 

precautionary suspension. 

In case the Advertisement Board or the Ministry of Health decides to 

impose such a sanction, an administrative application can be made to the 

institution imposing the sanction for its removal.  This application is not 

a requirement for a lawsuit.  A lawsuit may be filed for the annulment of 

a sanction imposed by the competent authorities before administrative 

courts, following rejection of an administrative application, or without 

any such application.  However, a lawsuit filed before administrative 

courts will not prevent enforcement of the relevant decision. 

1.7 What are the penalties for failing to comply with the 
rules governing the advertising of medicines? Who 
has responsibility for enforcement and how strictly 
are the rules enforced? Are there any important 
examples where action has been taken against 
pharmaceutical companies? If there have not been 
such cases please confirm. To what extent may 
competitors take direct action through the courts in 
relation to advertising infringements? 

Several sanctions are stipulated regarding the promotion of human 

medicinal products.  These sanctions are warning, suspension of 

promotion and banning companies from promotional activities and 

administrative monetary fines, and they are decided by the Ministry 

of Health.  These sanctions can be applied collectively or separately.  

The Advertisement Board also has the authority to impose penalties, 

such as suspensions or administrative fines. 

Administrative authorities have the authority to inspect promotional 

activities and all materials or methods used in these activities, either 

ex officio or upon complaints.  Competing companies have the right 

to file complaints before administrative authorities directly, as well 

as lawsuits related to unfair competition in case of promotional 

activities contrary to the relevant legislation. 

Many suspensions, warnings, administrative fines and bans from 

promotion have been decided by the administrative authorities of Turkey. 

1.8 What is the relationship between any self-regulatory 
process and the supervisory and enforcement 
function of the competent authorities? Can and, in 
practice, do, the competent authorities investigate 
matters drawn to their attention that may constitute a 
breach of both the law and any relevant code and are 
already being assessed by any self-regulatory body? 
Do the authorities take up matters based on an 
adverse finding of any self-regulatory body? 

In 2011, the Turkish Medicines and Medical Devices Agency were 

established to serve human health by developing and executing 

regulatory, supervisory or instructive policies related to 

pharmaceuticals, medical devices and cosmetics products.  

TMMDA has regulatory, supervisory and sanctional authority over 

all kinds of activities of pharmaceutical companies. 

1.9 In addition to any action based specifically upon the 
rules relating to advertising, what actions, if any, can 
be taken on the basis of unfair competition? Who may 
bring such an action? 

Unfair competition conditions and the relevant legal remedies of the 

Turkish Commercial Code (“TCC”) shall be applicable in unfair 

competition cases arising from promotional activities.  Accordingly, 

unfair competition lawsuits can be filed pursuant to the TCC in cases 

of promotion by misleading statements about products, comparison to 

the business or trademark of a competitor company by derogatory 

remarks, or similar violations.  TCC also specifies unfair competition 

conditions as crimes, and stipulates that these violations can be 

penalised by prison sentences, depending on the extent of the violation. 

 

2 Providing Information Prior to 
Authorisation of Medicinal Product 

2.1 To what extent is it possible to make information 
available to healthcare professionals about a medicine 
before that product is authorised? For example, may 
information on such medicines be discussed, or made 
available, at scientific meetings? Does it make a 
difference if the meeting is sponsored by the company 
responsible for the product? Is the position the same 
with regard to the provision of off-label information 
(i.e. information relating to indications and/or other 
product variants not authorised)? 

Promotion regulation limits the off-label promotion of human 

medicinal products.  Accordingly, the list of promotional activities 

below cannot be performed: 

■ Promotion of products without marketing authorisation or 

licences.  

■ Promotion of products with marketing authorisation or licences 

in areas of use other than those approved by the TMMDA. 

■ Products approved by the TMMDA to be procured from 

abroad via prescription that have marketing authorisations or 

licences pursuant to relevant legislation but are unavailable in 

the domestic market; except for pharmacovigilance-related 

promotional activities of products purchased in accordance 

with alternative reimbursement models of the Social Security 

Institution and notified to the TMMDA. 

However, it is possible for products without marketing 

authorisations to be promoted in international congresses organised 

in Turkey and to healthcare professionals upon their written requests 

by the scientific function of companies, as an exception. 

2.2 May information on unauthorised medicines and/or 
off-label information be published? If so, in what 
circumstances?  

As also explained under question 2.1, information related to products 

without marketing authorisations or off-label use within international 

congresses organised in Turkey and/or to healthcare professionals 

via scientific functions of marketing authorisation/licence holders 

may be promoted upon written requests.  However, there is no clarity 

as to whether this information can be published or not. 
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2.3 Is it possible for companies to issue press releases 
about unauthorised medicines and/or off-label 
information? If so, what limitations apply? If 
differences apply depending on the target audience 
(e.g. specialised medical or scientific media vs. main 
stream public media) please specify.  

Pursuant to the Promotion Regulation’s article 5/3, products cannot 

be directly promoted to the public, over any type of public media 

and communication platform including the internet, via 

programmes, movies, TV shows, news programmes or similar 

methods.  This rule is applicable for products with or without 

marketing authorisations, or off-label use.  

However, newspaper/magazine announcements made with the 

approval of the TMMDA that announce the supply of products to the 

market to healthcare professionals is not included within the scope 

of this rule.  In such announcements, the same font as the packaging 

approved by the TMMDA shall be used, and the announcement shall 

not include any information/wording that is not included on the 

packaging approved by the TMMDA.  

2.4 May such information be sent to healthcare 
professionals by the company? If so, must the 
healthcare professional request the information? 

According to article 6/2 of the Promotion Regulation, information 

related to products without marketing authorisation or licences can 

be provided directly to healthcare professionals upon their requests, 

by Scientific Functions of marketing authorisation/licence holders.  

2.5 How has the ECJ judgment in the Ludwigs case, Case 
C-143/06, permitting manufacturers of non-approved 
medicinal products (i.e. products without a marketing 
authorisation) to make available to pharmacists price 
lists for such products (for named patient/ 
compassionate use purposes pursuant to Article 5 of 
the Directive), without this being treated as illegal 
advertising, been reflected in the legislation or 
practical guidance in your jurisdiction? 

The decision has no effect on Turkish legislation, as Turkey does not 

fall under the jurisdiction of ECJ. 

2.6 May information on unauthorised medicines or 
indications be sent to institutions to enable them to 
plan ahead in their budgets for products to be 
authorised in the future? 

According to article 4.2.6 of AIFD Principles titled Notification of 

New Products and New Approved Usage Areas; sending information 

and product claims to health institutions or health insurance boards 

for consideration in following annual budgets does not violate the 

Principles.  Under the AIFD Principles, it is possible for information 

related to products without marketing authorisations to be shared 

with health institutions, for the purpose of budgetary planning. 

However, the Regulation Promotion and the Law no. 1262 do not 

include any terms on this matter. 

2.7 Is it possible for companies to involve healthcare 
professionals in market research exercises 
concerning possible launch materials for medicinal 
products or indications as yet unauthorised? If so, 
what limitations apply? Has any guideline been 
issued on market research of medicinal products? 

The Promotion Regulation does not include any rules regarding the 

principles of market research.  There is no legal obstacle for a 

pharmaceutical company to conduct market research on competing 

products and to include a healthcare professional in this research.  In 

such case, companies and healthcare professionals can sign 

agreements related to consultancy services.  However, in case any 

fees paid to a healthcare Professional exceeds 10% of the gross 

monthly minimum wage (approximately 40 EUR as of 2019), a 

transfer of value notification must be made to the Ministry of Health.  

Other than this, AIFD Principles stipulate that market researches 

cannot be made with the purpose of promotion.  Thus, the activity 

must be differentiated from promotion when receiving services 

from healthcare professionals. 

 

3 Advertisements to Healthcare 
Professionals 

3.1 What information must appear in advertisements 
directed to healthcare professionals? 

According to article 6 of the Promotion Regulation, promotion of a 

product must adhere to information and data within the scope of 

indications or usage areas approved by the TMMDA.  Promotion 

includes informative and proven medical information related to the 

characteristics of the product, aimed to allow healthcare professionals 

to form their own opinions on the therapeutic value of the product. 

In case promotion is made by using quotes, schedules and other 

visual material from medicine magazines or other scientific works, 

these materials must be used by representing the original use and 

presenting all resources completely.  

Also, promotion cannot be made by using misleading, exaggerated or 

unproven information that unnecessarily encourages the use of the 

product or giving rise to unexpected, dangerous situations, or by using 

visuals that are attractive or not directly related to the product itself. 

3.2 Are there any restrictions on the information that may 
appear in an advertisement? May an advertisement 
refer to studies not mentioned in the SmPC? 

The usage areas approved by the TMMDA are specified on the 

prescribing information (packaging insert) of the pharmaceutical.  

Promotion of the product must adhere to the prescribing 

information.  Promotion of products in areas other than those 

approved by the TMMDA is regarded as off-label promotion and is 

prohibited.  Additionally, it is not allowed for promotion to be made 

by using misleading, exaggerated or unproven information that 

unnecessarily encourages the use of the product or giving rise to 

unexpected, dangerous situations, or by using visuals that are 

attractive or not directly related to the product itself. 
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3.3 Are there any restrictions to the inclusion of 
endorsements by healthcare professionals in 
promotional materials? 

Article 5 of the Promotion Regulation specifies that healthcare 

professionals cannot be involved as actors in the promotion of 

products without the permission of the Ministry of Health.  

Similarly, universities, healthcare-related professional 

organisations, associations and foundations cannot be involved in 

promotional activities without Ministry permission. 

In addition, article 16 of the Regulation on Commercial 

Advertisements and Unfair Commercial Practices sets forth that “no 

visuals, declarations or references can be included in advertisements 

related to or creating the impression of health claims of doctors, 

dentists, veterinarian physicians and pharmacists or health 

institutions regarding a product or service”. 

3.4 Is it a requirement that there be data from any, or a 
particular number of, “head to head” clinical trials 
before comparative claims may be made? 

The Promotion Regulation does not hold specific rules regulating 

the use of comparative claims.  Within the scope of the Promotion 

Regulation, all claims used in promotion must be capable of 

scientific proof and compliant with the prescribing information.  

However, the Regulation on Commercial Advertisements and 

Unfair Commercial Practices, which is a complementary legislation 

for promotion, includes conditions for comparative advertising.  

Please see question 3.5 for more detailed information. 

3.5 What rules govern comparative advertisements? Is it 
possible to use another company’s brand name as 
part of that comparison? Would it be possible to refer 
to a competitor’s product or indication which had not 
yet been authorised in your jurisdiction?  

As stated in question 3.4, the Promotion Regulation does not 

regulate comparative promotion.  However, the Regulation on 

Commercial Advertisements and Unfair Commercial Practices, 

which is a complementary legislation for promotion, sets forth the 

conditions for comparative advertising.  Accordingly, the following 

conditions are required for comparative advertisements: 

■ Advertisements shall not include the product name, trademark, 

logo, commercial title, business title regarding competitors.  

■ Advertisements shall not be deceptive or misleading, and shall 

not cause unfair competition.  

■ The compared products shall be aimed at the same needs. 

■ Comparison shall be objective. 

■ Claims shall be proven with scientific tests, reports and 

documents. 

■ Products, services, activities or other characteristics of 

competitors shall not be discredited or defamed. 

■ Advertisement shall not cause confusion regarding trademarks, 

commercial title, business name or other separating signs or 

goods and services. 

3.6 What rules govern the distribution of scientific papers 
and/or proceedings of congresses to healthcare 
professionals? 

According to article 6 of the Promotion Regulation: 

■ promotion shall include informative and proven medical 

information related to the characteristics of the product, 

aimed to allow healthcare professionals to form their own 

opinions on the therapeutic value of the product.  

■ in case promotion is made by using quotes, schedules and 

other visual material from medicine magazines or other 

scientific works, these materials must be used by representing 

the original use and presenting all resources completely; and 

■ promotion shall not be made by using misleading, 

exaggerated or unproven information that unnecessarily 

encourages the use of the product or giving rise to 

unexpected, dangerous situations, or by using visuals that are 

attractive or not directly related to the product itself. 

3.7 Are “teaser” advertisements (i.e. advertisements that 
alert a reader to the fact that information on 
something new will follow, without specifying the 
nature of what will follow) permitted? 

Promotion legislation does not specifically regulate “teaser” 

advertisements.  However, newspaper/magazine announcements 

can be made with the approval of the TMMDA to announce the 

supply of products to the market to healthcare professionals. 

In addition, AIFD Principles define short announcements used only 

in medical magazines, including the commercial name of the 

product, INN names of active ingredients and the name of the 

company, without any claims.   

3.8 Where Product A is authorised for a particular 
indication to be used in combination with another 
Product B, which is separately authorised to a different 
company, and whose SmPC does not refer expressly to 
use with Product A, so that in terms of the SmPC for 
Product B, use of Product B for Product A’s indication 
would be off-label, can the holder of the MA for Product 
A nevertheless rely upon the approved use of Product 
B with Product A in Product A’s SmPC, to promote the 
combination use? Can the holder of the MA for Product 
B also promote such combination use based on the 
approved SmPC for Product A or must the holder of the 
MA for Product B first vary the SmPC for Product B? 

In accordance with the legal regulations issued by TMMDA and in 

accordance with international ethical principles, it is not possible to 

promote off-label use of the products and conduct promotional 

activities in this regard. 

 

4 Gifts and Financial Incentives 

4.1 Is it possible to provide healthcare professionals with 
samples of medicinal products? If so, what 
restrictions apply? 

Pursuant to the scope of Article 9 of the Promotion Regulation, free 

samples can be distributed only to physicians, dentists and 

pharmacists, provided that the following conditions are met: 

■ The marketing authorisation/licence holder shall set up an 

adequate system of records and control for the production, 

importation and distribution of free promotional samples.  

■ As a rule, free samples shall be reduced in size.  

■ The wording, “Free promotional sample – not for sale”, shall 

appear on the outer packaging of promotional samples.  A 

copy of the SmPC and the PL, if available, shall be provided 

with the promotional sample. 
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■ A free sample of some pharmaceuticals, determined by 

international conventions and official authorities, may not be 

distributed. 

■ Promotional samples shall not be used as an investigational 

product during a clinical trial. 

4.2 Is it possible to give gifts or donations of money to 
healthcare professionals? If so, what restrictions 
apply? If monetary limits apply, please specify. 

As regulated under Article 6 of the Promotion Regulation, no 

benefits, whether in cash or in kind, may be provided, offered or 

promised during the promotion of products to physicians, dentists or 

pharmacists.  Likewise, the aforementioned healthcare 

professionals are prohibited from accepting or requesting any 

incentive during the course of such promotional activities aimed at 

them.  

However, it is possible to give symbolic, evocative materials to 

physicians as promotional materials.  Symbolic materials, the 

monetary value of which shall not exceed 2.5% of the minimum 

monthly wage (approximately 10 EUR) and which physicians, 

dentists or pharmacists may use while practising their professions 

are included in the scope of promotional materials determined in the 

Promotion Regulation Article 4.  Although it is accepted to give 

symbolic materials to healthcare professionals, AIFD member 

companies cannot provide symbolic materials in accordance with 

the AIFD Principles. 

4.3 Is it possible to give gifts or donations of money to 
healthcare organisations such as hospitals? Is it 
possible to donate equipment, or to fund the cost of 
medical or technical services (such as the cost of a 
nurse, or the cost of laboratory analyses)? If so, what 
restrictions would apply? If monetary limits apply, 
please specify. 

As regulated per article 6 of the Promotion Regulation, marketing 

authorisation/licence holders may make donations to public 

healthcare institutions or organisations, and non-profit healthcare 

agencies, institutions and organisations if the following conditions 

are met: 

■ Tender decisions concerning products within the scope of this 

Regulation shall not be influenced, unfair competition shall 

not be caused. 

■ The donation shall not lead to any unethical transactions 

which may be associated with any purchase of products. 

■ The donation shall not encourage the prescribing of a specific 

product. 

■ The intention shall always be to improve either  research, 

training, health or care given to patients. 

■ The donation shall not be utilised by any individual person, 

but the entire organisation or institution. 

■ Only the name of the marketing authorisation/licence holder 

shall appear on the donated materials, while product names 

shall not appear. 

■ The donation shall be included to the official registers of the 

marketing authorisation/licence holder. 

■ Any donation of medicinal products, laboratory kits or 

similar items for use in clinical trials shall be made directly to 

the principal investigator. 

■ Healthcare institutions and organisations shall only accept 

donations by receiving permission from their central 

organisations, or in line with the relevant guidelines issued by 

their central organisations. 

The marketing authorisation/licence holder may transfer any values 

exceeding 10% of current gross monthly minimum wage 

(approximately 40 EUR) to healthcare institutions and organisations 

only with the written approval of the authorised supervisor and 

provided that the transfer of value is notified to the TMMDA. 

4.4 Is it possible to provide medical or educational goods 
and services to healthcare professionals that could 
lead to changes in prescribing patterns? For example, 
would there be any objection to the provision of such 
goods or services if they could lead either to the 
expansion of the market for, or an increased market 
share for, the products of the provider of the goods or 
services? 

One of the basic principles of promotion as set forth in the 

Promotion Regulation is that product promotion shall be made with 

informative and evidence-based medical information about the 

product’s therapeutic value and the characteristics of the product, 

which will help healthcare professionals to form their own opinions.  

Thus, it is not possible for companies to influence the physician’s 

prescription decision in any way.  In order for all of the promotional 

activities to be carried out, it should be ensured that healthcare 

professionals help to form their own opinions about the therapeutic 

properties of the product.  In all of the promotional activities, the 

aim is for healthcare professionals to be able form their own 

opinions about the therapeutic properties of the product.  Where 

these rules are breached, sanctions are applied within the framework 

of the answers given in question 1.7. 

4.5 Do the rules on advertising and inducements permit 
the offer of a volume-related discount to institutions 
purchasing medicinal products? If so, what types of 
arrangements are permitted? 

Regulations related to pharmaceutical products do not include clear 

provisions preventing volume-related discounts.  This subject 

should be evaluated under anti-trust and competition law.  Some 

opinions have been voiced in accordance with the pricing 

communiqué, stating that the communiqué regulates profit margins 

and extra discounts shall not surpass established profit margins.  

However, we disagree with this view since the pricing communiqué 

regulates the resale price.  Therefore, it should be noted that the 

pricing communiqué shall not be applicable for the determination of 

the commercial profit margin.  The opposite application would 

interfere with the freedom of conducting business as laid out in the 

Constitution.  At this point; the regulation on destructive price 

applications and abuses of dominant position should be taken into 

account in order to comply with competition law. 

4.6 Is it possible to offer to provide, or to pay for, 
additional medical or technical services or equipment 
where this is contingent on the purchase of medicinal 
products? If so, what conditions would need to be 
observed? Are commercial arrangements whereby the 
purchase of a particular medicine is linked to 
provision of certain associated benefits (such as 
apparatus for administration or the provision of 
training on its use) as part of the purchase price 
(“package deals”) acceptable? 

It is regulated within the scope of article 6/8 of the Promotion 

Regulation that; no benefits, whether in cash or in kind, may be 

provided, offered or promised during promotion of products to 

physicians, dentists or pharmacists.  Likewise, the aforesaid 
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healthcare professionals are prohibited from accepting or requesting 

any incentive during the course of such promotional activities aimed 

at them. 

4.7 Is it possible to offer a refund scheme if the product 
does not work? If so, what conditions would need to 
be observed? Does it make a difference whether the 
product is a prescription-only medicine, or an over-
the-counter medicine? 

The procedures and principles regarding the investigation of 

products that are suspected to be defective in terms of the health and 

safety of consumers, or found to be defective or deemed as 

inconvenient to be used; and the market withdrawal process, if 

necessary, is regulated by the Withdrawal Regulation promulgated 

on 19.11.2015.  Reasons for withdrawal in this Regulation include, 

but are not limited to, any quality faults, effectiveness and safety 

issues, results outside specifications, packaging defects, marketing 

authorisation/licence incompatibility, non-compliance with 

legislation and non-compliance with the rules of Good 

Manufacturing Practices.  

Responsible firms and health institutions are obliged to inform the 

TMMDA immediately about the products that are suspected or 

found to be defective.  Notices made to the TMMDA regarding 

products that are suspected or found to be defective shall be 

evaluated urgently.  After evaluating all available information, the 

TMMDA may prevent the distribution of all relevant or whole 

batches and may require necessary and appropriate measures to be 

taken. 

4.8 May pharmaceutical companies sponsor continuing 
medical education? If so, what rules apply?  

The requirements for marketing authorisation/licence holders to 

support scientific meetings and product promotion meetings are set 

forth in Article 7 of the Promotion Regulation, titled “Scientific 

Meetings and Product Promotion Meetings”.  It is stipulated that 

marketing authorisation/licecse holders may support the 

registration, accommodation and transportation expenses of 

healthcare professionals participating in scientific meetings in 

Turkey or abroad, provided that they comply with the conditions of 

the number limitation conditions and the support procedure. 

Again, under article 7, marketing authorisation/licence holders are 

obliged to inform the TMMDA about the scientific meetings and 

product promotion meetings they organise or support and the 

information of the healthcare professionals subject to the support.  

The TMMDA collects this information in its database. 

4.9 What general anti-bribery rules apply to the 
interactions between pharmaceutical companies and 
healthcare professionals or healthcare organisations? 
Please summarise. What is the relationship between 
the competent authorities for pharmaceutical 
advertising and the anti-bribery/anti-corruption 
supervisory and enforcement functions? Can and, in 
practice, do the anti-bribery competent authorities 
investigate matters that may constitute both a breach 
of the advertising rules and the anti-bribery 
legislation, in circumstances where these are already 
being assessed by the pharmaceutical competent 
authorities or the self-regulatory bodies? 

In Turkey, the bribery offence is regulated under article 252 of the 

Turkish Penal Code, which sets forth imprisonment sanctions to be 

imposed on real persons who commit this crime; and security 

measures specific to legal persons to be applied to the legal entities. 

The person who accepts the bribe is required to be a public officer 

under article 252.  However, the term of “public officer” is defined 

broadly within the scope of article 252, including people working in 

the course of public service.  

Within the scope of the Promotion Regulation, it is not possible for 

pharmaceutical companies to provide personal benefits to the 

healthcare professionals in kind or in cash regardless of whether or 

not the healthcare professional is a public officer. 

 

5 Hospitality and Related Payments 

5.1 What rules govern the offering of hospitality to 
healthcare professionals? Does it make a difference if 
the hospitality offered to those healthcare 
professionals will take place in another country and, 
in those circumstances, should the arrangements be 
approved by the company affiliate in the country 
where the healthcare professionals reside or the 
affiliate where the hospitality takes place? Is there a 
threshold applicable to the costs of hospitality or 
meals provided to a healthcare professional? 

The support of scientific meetings and product promotion meetings 

are organised within the scope of the Promotion Regulation.  Aside 

from this, hospitality rules such as refreshments for healthcare 

professionals have not been determined. 

Marketing authorisation/licence holders may provide support for the 

registration, accommodation and transportation expenses of 

healthcare professionals participating in scientific meetings and 

product promotion meetings.  These expenditures include food 

expenses. An upper limit for this support to health professionals has 

not been established in the Promotion Regulation.  However, in 

practice, this support should be within reasonable limits.  

The marketing authorisation/licence holder is not obliged to inform 

the Ministry of Health if one of its foreign affiliates supports 

healthcare professionals. 

Direct or indirect benefits exceeding 10% of the gross minimum 

wage (approximately 40 EUR), other than scientific meetings and 

product promotion meetings, are performed for healthcare 

professionals, and it is necessary to notify the Ministry of Health 

regarding this value transfer. 

5.2 Is it possible to pay for a healthcare professional in 
connection with attending a scientific meeting? If so, 
what may be paid for? Is it possible to pay for his 
expenses (travel, accommodation, enrolment fees)? Is 
it possible to pay him for his time? 

Marketing authorisation/licence holders may cover the costs of 

registration, accommodation and transportation of healthcare 

professionals participating in scientific meetings in Turkey and 

abroad.  However, payments shall not be made directly to the 

healthcare professionals, and instead shall be made to the 

organisation or organisations arranging this meeting. 

It should be noted that in the event of product promotion meetings 

organised by marketing authorisation/licence holders, the 

transportation and accommodation costs of the participants, except 

the speakers, shall not be covered by the marketing 

authorisation/licence holders. 
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5.3 To what extent will a pharmaceutical company be held 
responsible by the regulatory authorities for the 
contents of, and the hospitality arrangements for, 
scientific meetings, either meetings directly 
sponsored or organised by the company or 
independent meetings in respect of which a 
pharmaceutical company may provide sponsorship to 
individual healthcare professionals to attend? 

Marketing authorisation/licence holders are obliged to notify the 

TMMDA about any scientific meetings or product promotion 

meetings they organise or support; and provide information about 

the healthcare professionals or students of faculties or higher 

education institutions educating healthcare professionals, which are 

sponsored.  

In addition, article 5 of the “Scientific Meeting and Product 

Promotional Meetings Application Guideline within the Scope of 

the Promotion Regulation” regulates that marketing 

authorisation/licence holders shall apply to TMMDA for scientific 

meetings to be organized or supported. 

5.4 Is it possible to pay healthcare professionals to 
provide expert services (e.g. participating in advisory 
boards)? If so, what restrictions apply? 

Within the framework of the general legal principles, it is possible 

for pharmaceutical companies and healthcare professionals to enter 

into service agreements.  Pharmaceutical companies can make 

payments to healthcare professionals by signing a service agreement 

for consultancy services they will receive from the healthcare 

professional.  This advisory service includes participation in 

Advisory Board Meetings organised by pharmaceutical companies.  

There is no monetary limitation in this regulation and no additional 

rules are foreseen. 

However, for any payments made to healthcare professionals 

exceeding 10% (approximately 40 EUR) of the gross minimum 

wage, it is necessary to report the transfer of value to the Ministry of 

Health. 

In addition to these rules, the payment made by AIFD member 

companies to healthcare professionals shall be in line with fair 

market values.  

5.5 Is it possible to pay healthcare professionals to take 
part in post-marketing surveillance studies? What 
rules govern such studies? 

For this type of professional service to be taken from healthcare 

professionals, pharmaceutical companies can sign service 

agreements and make payments to healthcare professionals.  The 

responses to question 5.4 also apply to this type of service. 

5.6 Is it possible to pay healthcare professionals to take 
part in market research involving promotional 
materials? 

There is no regulation related to market researches in the Promotion 

Regulation.  However, it is regulated in the AIFD Principles that the 

preparation and implementation of such market researches, post-

marketing surveillance studies, post-registration studies and similar 

practices shall not be carried out with promotional intentions.  On 

the other hand; promotional use of scientific and statistical data 

obtained as a result of market research is possible.  However, the 

stages of conducting the market research and promotion should be 

separated from each other.  Based on these explanations, it is 

possible to receive service from healthcare professionals for their 

participation in the market research study.  However, this service 

should not be associated with direct promotional activity. 

 

6 Advertising to the General Public 

6.1 Is it possible to advertise non-prescription medicines 
to the general public? If so, what restrictions apply? 

As per the Promotion Regulation, any promotion of products to the 

general public through any public media or communication 

channels including the internet is prohibited, whether directly or 

indirectly, or whether through placement in programmes, movies, 

TV series, news reports or similar media.   

In addition, PL/indications of products that have been approved by 

the TMMDA may only be published in media specified by the 

TMMDA, or in the marketing authorisation/licence holder’s own 

website.  Apart from these media, no activities may be conducted for 

public promotion or information, by using the TMMDA-approved 

SmPC/PL/indications partially or completely.  However, 

information on products that will be used in vaccination campaigns, 

organised actions to combat epidemics or other campaigns run by 

the Ministry of Health to promote health may be provided to the 

general public as they are important for safeguarding public health 

upon permission of the Ministry and within the confines of 

principles and procedures set by the Ministry for such products. 

6.2 Is it possible to advertise prescription-only medicines 
to the general public? If so, what restrictions apply?  

The statements in question 6.1 apply to this matter as well.  As per 

Promotion Regulation, regardless of whether the product is a 

prescription drug or not, any direct or indirect promotion of 

products to general public media is prohibited in any media. 

6.3 If it is not possible to advertise prescription-only 
medicines to the general public, are disease awareness 
campaigns permitted encouraging those with a 
particular medical condition to consult their doctor, but 
mentioning no medicines? What restrictions apply?  

As per article 6/1 of the Promotion Regulation, promotion to the 

general public may be made for products that will be used in 

vaccination campaigns, organised actions to combat epidemics or 

other campaigns run by the Ministry of Health to promote health as 

they are important to safeguarding public health, upon permission of 

the Ministry and within the confines of principles and procedures set 

by the Ministry for such products. 

In addition to this, it is regulated in article 20.1.3 of AIFD Principles 

that upon approval by the Ministry of Health, product names 

(“INN”) and company logos may be mentioned. 

6.4 Is it possible to issue press releases concerning 
prescription-only medicines to non-scientific 
journals? If so, what conditions apply? Is it possible 
for the press release to refer to developments in 
relation to as yet unauthorised medicines or 
unauthorised indications? 

In accordance with article 11/2 of the Promotion Regulation, if a 

marketing authorisation/licence holder wishes to announce the 
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launch of a product to healthcare professionals through a press release, 

TMMDA’s approval should be obtained.  It should be noted that this 

concept is regulated for products with marketing authorisations. 

Within the scope of the Promotion Regulation, as per article 5 of 

Guidelines on Application to Free Promotional Samples’ 

Distribution and Media Announcements and article 6.3.3 of the 

AIFD Principles, pictures and drawings may not be used and 

announcements may not be coloured.  Additionally, fonts which are 

same with packaging font approved by TMMDA should be used in 

these announcements and the announcement should not contain 

information/writings which are not included in the packages 

approved by TMMDA. 

6.5 What restrictions apply to describing products and 
research initiatives as background information in 
corporate brochures/Annual Reports? 

As per article 5/4 of Promotion Regulation it is regulated that 

PL/indications of products that have been approved by the TMMDA 

may only be published in media defined by TMMDA, or in the 

marketing authorisation/licence holder’s own website and apart 

from these media, no activities may be conducted for public 

promotion or information, by using the TMMDA-approved 

SmPC/PL/indications partially or completely. 

6.6 What, if any, rules apply to meetings with, and the 
funding of, patient organisations? 

According to Promotion Regulation article 6/10 marketing 

authorisation/licence holders may make donations to public 

healthcare institutions or organisations and non-profit healthcare 

agencies, institutions and organisations if they fulfil indicated 

conditions.  Donations to be made to patient organisations are also 

included in this scope.  However, such donations should be notified 

to the TMMDA if the amount exceeds 10% (approximately 40 

EUR) of the gross minimum wage, as all other donations. 

6.7 May companies provide items to or for the benefit of 
patients? If so, are there any restrictions in relation to 
the type of items or the circumstances in which they 
may be supplied? 

In order to encourage the rational use of human medicinal products, 

offering trainings and materials are allowed by the Ministry of 

Health.  While promotion of products to healthcare professionals is 

possible, any promotion of products to the general public is 

prohibited as per the Promotion Regulation.  Additionally, in order 

to provide rational use of human medicinal products, training and 

sponsorship programmes may be conducted by submitting an 

application and obtaining permission from AIFD. 

 

7 Transparency and Disclosure 

7.1 Is there an obligation for companies to disclose 
details of ongoing and/or completed clinical trials? If 
so, is this obligation set out in the legislation or in a 
self-regulatory code of practice? What information 
should be disclosed, and when and how? 

In accordance with article 13 of Medicinal and Biological Products’ 

Clinical Trial Regulation, titled Commencement and Conduct of 

Clinical Trials, clinical trials commenced upon TMMDA permission 

are registered to a database, open to the general public, with the 

condition to comply with personal data privacy.  This database is 

stored in the Clinical Trial Portal (http://kap.titck.gov.tr).  The clinical 

trial’s coordination centre, the name of the principal investigator, trial 

name and current state also may be found in the portal. 

7.2 Is there a requirement in the legislation for companies 
to make publicly available information about transfers 
of value provided by them to healthcare 
professionals, healthcare organisations or patient 
organisations? If so, what companies are affected (i.e. 
do these requirements apply to companies that have 
not yet been granted a marketing authorisation and/or 
to foreign companies), what information should be 
disclosed, from what date and how? 

As per article 11 of the Promotion Regulation; marketing 

authorisation/licence holders shall submit value transfers exceeding 

10% of current gross monthly minimum wage and made to 

healthcare institutions and organisations, universities, healthcare 

professionals and professional organisations, unions, associations 

and foundations with activities in the healthcare industry of which 

healthcare professionals are members, and non-governmental 

organisations founded to preserve and improve health, to the 

TMMDA in detail and in the format determined by the TMMDA 

within the next calendar year’s first half. 

Although it is not obligatory for companies to make information 

about value transfer publicly available, it is obligatory to inform 

TMMDA if the value transfers are exceeding the specified amount.  

In addition, all information and documents relating to the value 

transfer pursuant to the same article should be maintained by the 

marketing authorisation/licence holders for a period of five years.  

7.3 Is there a requirement in your self-regulatory code for 
companies to make publicly available information 
about transfers of value provided by them to 
healthcare professionals, healthcare organisations or 
patient organisations? If so, what companies are 
affected (i.e. do these requirements apply to 
companies that have not yet been granted a 
marketing authorisation and/or to foreign companies), 
what information should be disclosed, from what date 
and how? Are companies obliged to disclose via a 
central platform? 

The responses to question 7.2 applies to this question as well.  As 

per Promotion Regulation it is only regulated for companies to 

submit transfers of value to MOH’s system. 

Even though making information about transfers of value publicly 

available is obligatory for EFPIA member companies, ARBC member 

companies are immunised from the obligation of making information 

of value transfer publicly available at least for some time. 

7.4 What should a company do if an individual healthcare 
professional who has received transfers of value from 
that company, refuses to agree to the disclosure of 
one or more of such transfers? 

As per article 11 of Promotion Regulation and Transfers of Value 

Guidelines for the transfer of value to be made, it is obligatory for 

marketing authorisation/licence holders to obtain healthcare 

professional’s written consent for acceptance of transfer of value 

and to submit transfer of value to TMMDA, and to obtain the 

competent officer’s written consent for transfers of value made to 

institutions and organisations defined in the Promotion Regulation, 
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such as public hospitals, associations operating in the healthcare 

sector, or patient organisations.  In case consent has not been 

obtained, it is not possible to make a transfer of value. 

 

8 The Internet 

8.1 How is Internet advertising regulated? What rules 
apply? How successfully has this been controlled?  

Any promotion of products to the general public through any public 

media communication channels including the internet is prohibited. 

PL/indications of products that have been approved by the TMMDA 

may only be published in media defined by the TMMDA, or in the 

marketing authorisation/licence holder’s own website.  Apart from 

these media, no activities may be conducted for public promotion or 

information, by using TMMDA approved SmPC/PL/indications 

partially or completely. 

In accordance with article 18 of Law no. 1262, if promotion or sales 

are done over the internet contrary to the abovementioned 

regulation, it shall be decided by the Ministry to prevent access 

immediately and this decision shall be notified to the Information 

and Communication Technologies Authority. 

8.2 What, if any, level of website security is required to 
ensure that members of the general public do not 
have access to sites intended for healthcare 
professionals? 

The necessary measures to be taken by pharmaceutical companies in 

order to prevent healthcare professionals’ access to web sites are not 

regulated. 

In this respect, according to the AIFD Principles, promotional 

materials of human medicinal products should be accessible only 

for physicians, dentists and pharmacists. It should be stated that the 

information in that section is only for physicians, dentists and 

pharmacists.  An effective process (a preventive alert, password, 

approval mechanism) to prevent the access of others to the pages 

and sections meant for healthcare professionals should be inserted.  

It is the company’s responsibility to provide the necessary 

restrictions to ensure that the person accessing the web site is a 

physician, pharmacist or dentist. 

In practice, companies will include queries or notices such as “Are 

you a healthcare professional?”, or “This section is for health 

professionals only” in their web sites. 

8.3 What rules apply to the content of independent 
websites that may be accessed by a link from a 
company-sponsored site? What rules apply to the 
reverse linking of independent websites to a 
company’s website? Will the company be held 
responsible for the content of the independent site in 
either case? 

The rules concerning websites, that are sponsored, are not regulated 

within the Promotion Regulation.  However, this situation does not 

change the fact that companies should always act in accordance with the 

basic principles and rules of promotion.  Thus, it is considered that 

content in the links that companies provide on the websites they are 

sponsoring should be in accordance with promotion principles and rules. 

On the other hand, pursuant to the AIFD Principles, references 

(links) from web pages to the other sites should be made carefully, 

and if there is information that can be perceived as promotion for the 

company’s products in the linked site (even if the site is accessible 

to the public and is not sponsored by the company), it is regulated 

that the company linking the content is responsible.  In addition, it 

should be ensured that the content of the linked site is compatible 

with promotion principles and the linked site should be checked 

regularly, whether it links to the correct address. 

8.4 What information may a pharmaceutical company 
place on its website that may be accessed by 
members of the public? 

Package leaflets and indications of products, approved by the 

TMMDA, may be published on the website of the company.  

Pharmaceutical companies can develop and promote web pages and 

social media platforms to inform patients and the community about 

diseases and current medicine practices.  Since the promotion of 

human medicinal products to the public is prohibited in any way, no 

part of these pages shall be interpretable as product promotion, nor 

should direct or indirect links be made between disease information 

and company’s medicines.  

8.5 Are there specific rules, laws or guidance, controlling 
the use of social media by companies? 

There is not a specific rule on this subject within the relevant 

legislation.  However, in article 24 of AIFD Principle titled Internet, 

Digital Platforms and Social Media, there are regulations 

concerning internet sites and the use of social media.  Also, as an 

addition to AIFD Principles, Digital Communication in Medicine 

Sector AIFD User Guidelines is applicable. 

 

9 Developments in Pharmaceutical 
Advertising 

9.1 What have been the significant developments in 
relation to the rules relating to pharmaceutical 
advertising in the last year? 

Some of the provisions in article 10 of Promotion Regulation titled 

Medical Representatives entered into force as of the date 

01.01.2019.  Accordingly, as of 01.01.2019, persons who have not 

obtained a competence certificate from the TMMDA may not work 

as medical representative (“MR”).  An MR ID Card is being 

prepared for MRs by marketing authorisation/licence holders in a 

format that is determined by TMMDA.  Persons who have not 

obtained ID Cards may not be employed as MRs. MRs show their 

MR ID Card at the beginning of the visit and express which 

marketing authorisation/licence holder they are representing.  

In addition, the Presidential Decree and Communiqué on the use of 

Turkish Lira were issued over September–October 2018.  Following 

this, the TMMDA has issued an announcement based on these 

regulations that stated contracts between marketing 

authorisation/licence holders and healthcare 

institutions/organisations and healthcare professionals in 

accordance with Promotion Regulation may not be made in terms of 

foreign currency or foreign exchange indexed.  It has been regulated 

that institutions/organisations/associations/unions operating in the 

healthcare sector should determine value transfer requests for the 

activities within the scope of the Promotion Regulations in Turkish 

Lira.  However, it should be noted that if one of the parties of these 

agreements is a company with more than 50% foreign capital, they 

are exempt from this rule. 
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9.2 Are any significant developments in the field of 
pharmaceutical advertising expected in the next year? 

It is expected for the Ministry of Health to make amendments to the 

Regulation on Promotional Activities of Human Medicinal Products.  

In this respect, it is known that the Ministry has a draft amendment.  

However, this draft has not yet been published for the purpose of 

obtaining opinion of sector stakeholders.  For this reason, it is not 

foreseeable when the new regulation will be officially published. 

9.3 Are there any general practice or enforcement trends 
that have become apparent in your jurisdiction over 
the last year or so? 

During the past year, there have not been any practices that which 

have become prominent within the scope of promotion activities, 

that are not included in the legislation. 
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