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PROMOTION OF THE PROPER USE OF MEDICINAL PRODUCTS

The representatives of innovative drug manufacturers in Serbia are committed primarily to patients

through their professional, ethical and transparent work in order to provide a proper use of medici-

nal products and to support the provision of a high-quality healthcare. The same applies to all those

with whom the industry cooperates. In order to substantiate its commitment to this aim, INOVIA,

representing the innovative drug manufacturers in the Republic of Serbia, has formulated the Code

of ethics for the promotion of prescription-only medicines and the interaction with healthcare pro-

fessionals. Additionally, the Code also specifies the standards for providing information about pre-

scription-only medicines to the general public and patients, including patient associations. 

The aim of the Code is to provide that the promotion of medicines to healthcare professionals and

the respective administrative staff is conducted with the aim to provide high-quality health care to

patients. The Code covers not only printed promotional materials but also promotional products,

the distribution of free samples of medicines, the organization of meetings and the providing of

medical and educational services. 

In summary, companies have to ensure that their promotional material is adequate, truthful and un-

biased, that it can be corroborated and that all activities are pertinent and acceptable. 

PROVIDING FOR HIGH STANDARDS

Detailed provisions of this Code have to ensure that pharmaceutical companies operate in a respon-

sible, ethical and transparent manner. Although the industry is entitled to promote medicinal prod-

ucts to healthcare professionals, the aim of this Code is to provide that pharmaceutical companies

conduct their promotion and interaction with healthcare professionals in a credible manner, avoid-

ing activities that could lead to a potential conflict of interest among healthcare professionals, while

taking into account the political and social environment and the legislative framework related to

medicinal products in the Republic of Serbia. Providing accurate, updated information is of vital im-

portance for the proper use of medicines. Pharmaceutical companies have to make sure that ques-

tions regarding their medicines are answered promptly and pertinently.

This Code has been drawn in compliance with the following regulations: 

1. EFPIA Code on the promotion of prescription-only medicines to, and interaction with, healthcare

professionals adopted by EFPIA Board in 2007 and ratified by the EFPIA Statutory General Assembly

of 19 June 2008; as amended by the Statutory General Assembly on 24 June 2011, Statutory General

Assembly on 24 June 2013 and Statutory General Assembly on 6 June 2014

INTRODUCTION
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2. Law on Medicines and Medical Devices, Official Gazette of the Republic of Serbia, No. 30/2010 of

May 7th 2010

3. Regulation of Practices Concerning the Advertising of Medicines and Medical Devices, Official

Gazette of the Republic of Serbia, No. 79/2010 of October 29th 2010. 

The Code covers only the activities of innovative pharmaceutical companies that are members of

the INOVIA Association.

TRANSPARENCY

The pharmaceutical industry holds that transparency is important for trust building. The aim of the

Code is to make all activities specified in this Code, including the complaints procedure, transparent. 

THE ASSOCIATION OF INNOVATIVE DRUG MANUFACTURERS

INOVIA advocates the interests of the innovative pharmaceutical industry in the Republic of Serbia.

The main objective of the Association is to promote the technological and economic development

of the pharmaceutical industry in the Republic of Serbia and the introduction of innovative drugs

that contribute to the improvement of human health.
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INOVIA encourages the competition among pharmaceutical companies. The aim of the Code is not to

prevent or restrain the competition between the members of the Association or to prevent, limit or

disturb the competition in any other way. INOVIA encourages pharmaceutical companies to conduct

their promotion and interaction with healthcare professionals in a truthful manner, avoiding decep-

tive practices and potential conflicts of interest of the healthcare professionals, and in compliance

with the political and social circumstances and the applicable laws and regulations in force in the Re-

public of Serbia. Thus, the Code aims to foster an environment where the general public can be confi-

dent that the choice regarding their medicine is being made on the basis of the characteristics of

each product and the healthcare needs of the patients.

THE SCOPE OF THE CODE OF CONDUCT OF INOVIA MEMBERS

The Code covers the promotion of prescription-only medicinal products to healthcare professionals

and the interaction between healthcare professionals and pharmaceutical companies. 

The Code is also applicable to many areas that are not promotional, including information on pre-

scription only medicines communicated to the general public. 

Where laws and regulations of the Republic of Serbia stipulate higher standards or specific require-

ments/conditions, they supersede the Code in all ambiguous cases of its interpretation or implemen-

tation. 

The term "promotion", as used in the Code, includes any activity undertaken, organized or spon-

sored by a pharmaceutical member company, or with its authority, in order to promote the prescrip-

tion, supply, sale, administration, recommendation or consumption of its medicinal product(s). 

The term "medicinal product", as used in the Code, has the meaning set forth in Article 14 of the

Law on Medicines and Medicinal Products of the Republic of Serbia: a product that contains a sub-

stance or a combination of substances proven to have therapeutic properties or that are preventing

diseases of human beings or animals, as well as a substance or a combination of substances that can

be used or administered to human beings or animals, either to restore, improve or modify a physio-

logical function by exerting a pharmacological, immunological or metabolic action, or to make a

medical diagnosis. 

A "substance" can be: (1) of human origin (e.g., human blood and human blood products), (2) of ani-

mal origin (e.g. microorganisms, whole animals, parts of organs, animal secretions, toxins, extracts,

blood products), (3) of vegetable origin (e.g. micro-organisms, whole plants, parts of plants, veg-

etable secretions, extracts), or (4) of chemical origin (e.g. chemical elements, naturally occurring

chemical materials and chemical products obtained by chemical change or synthesis).

The Code also covers promotional activities and interactions with the professional community. Ac-

cording to Article 2 of the Regulations of Practices Concerning the Advertising of Medicines and

Medical Devices the professional community includes medical and veterinary professionals who pre-

scribe and dispense medicines and/or medical devices, pharmacists and other professionals operat-

ing in the field of manufacturing and distribution of drugs or medical devices through wholesale and

retail channels, as well as those employed in the organization of the mandatory health insurance.

The Code covers all methods of promotion including, but not limited to, oral and written promo-

tional activities and communications, journals and direct mail advertising, the activities of Medical

Sales Representatives, the use of internet and other forms of electronic communications, the use of

audio-visual systems such as films, video recordings, data storage services and similar, and the provi-

sion of samples, gifts of symbolic value and hospitality.

The Code also covers interactions between member companies and healthcare professionals includ-

ing, but not limited to, those in the context of research or contractual arrangements (including cer-

tain aspects of clinical trials, non-interventional studies and consultancy and advisory board

projects). The Code is not put together with the intention to prevent or regulate the provision of

non-promotional medical, scientific and factual information nor is it intended to prevent or regulate

activities directed towards the general public that are related solely to non-prescription medicinal

products. For this type of promotion the pharmaceutical companies that are members of the IN-

OVIA association will refer to the pertinent legislation in force in the Republic of Serbia. 

The promotion to the professional community covered by this Code includes:

• Advertisements in journals or direct advertising by mail;

• Activities of medical sales representatives including detailed reference materials and other printed

materials that they use;



11
CODE ON THE PROMOTION OF PRESCRIPTION-
-ONLY MEDICINES TO, AND THE INTERACTION

WITH HEALTHCARE PROFESSIONALS

• Providing samples to the health professionals;

• Hospitality for promotional purposes;

• Sponsorship of scientific meetings including the coverage of traveling cost, accommodation,

meals and registration fees related to this meetings;

• Providing information to the public, directly or indirectly;

• Any other form of sales promotion, in any form whatsoever, such as participation at exhibitions,

use of audio cassettes, films, records, tapes, video recordings, radio, TV, internet, e-media, interac-

tive systems for data storage etc.

The Code does not cover the following:

• The labeling of medicinal products and accompanying package leaflets and the Summary of Prod-

uct Characteristics;

• Correspondence, possibly accompanied by materials of non-promotional nature, needed to an-

swer a specific question about a particular medicinal product;

• Factual, informative announcements and reference material relating, for example, to pack

changes, adverse-reaction warnings as part of general precautions, trade catalogues and price lists,

provided they include no product advertising claims;

• Non-promotional information relating to human health or diseases;

• Activities which relate solely to non-prescription medicinal products; 

• Non-promotional, general information about companies (such as information directed to in-

vestors or to current / prospective employees), including financial data, descriptions of research and

development programs and discussions of regulatory developments affecting a company and its

products.
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APPLICABILITY OF CODE

The Code sets out the minimum standards for the members of the INOVIA association. The member

companies have to abide the current Code as well as the local laws and regulations that are in force

in the Republic of Serbia.

As an EFPIA member, INOVIA must establish adequate procedures for ensuring that each of its member

companies complies with the requirements of the Code including the pertinent sanctions.

PROVISIONS OF THE CODE

ARTICLE 1

MARKETING AUTHORIZATION

1.01. A medicinal product must not be promoted prior to the grant of the marketing authorization al-

lowing its sale or supply or outside of its approved indications.

1.02. Promotion must be consistent with the particulars listed in the summary of product character-

istics of the relevant Medicinal Product.

ARTICLE 2

INFORMATION TO BE MADE AVAILABLE

2.01. According to applicable national laws and regulations, all promotional material must include

the following information, stated clearly and legibly:

a. Essential information consistent with the summary of product characteristics. The necessary mini-

mum includes the following information: the brand name of the drug, the international non-proprietary

name (INN), the name and the address of the marketing authorization holder, the date and renewal of

the authorization, the date of the latest revision of SmPC including the sentence explaining that de-

tailed information is available in the full SmPC text, a sentence explaining that the promotional material

is intended for professionals only, a reference number and the date of approval of the promotional ma-

terial (for materials requiring the approval of the Serbian Medicines and Medical Devices Agency);

b. An updated, relevant and accurate list of references; 

c. When appropriate, the selling price or the indicative price of the various presentations and the

conditions for reimbursement by social security bodies.

2.02. Exceptionally, when the advertisement is intended only as a reminder, the advertisement may

include only the brand name of the medicinal product, or its international non-proprietary name,

and the name of the company/marketing authorization holder.

ARTICLE 3

PROMOTION AND ITS SUBSTANTIATION

3.01. Promotion must be accurate, balanced, fair, objective and sufficiently complete to enable the

recipient to form his or her own opinion concerning the therapeutic value of the medicinal product

concerned. It should be based on an up-to-date evaluation of all relevant evidence and reflect that

evidence clearly. It must not mislead by distortion, exaggeration, undue emphasis, omission or in

any other way.

3.02. Promotion must be capable of substantiation which must be promptly provided in response to

reasonable requests from healthcare professionals. In particular, promotional claims about side-ef-

fects must reflect available evidence or be capable of substantiation by clinical experience. Substan-

tiation need not be provided, however, in relation to the validity of elements approved in the

marketing authorization.
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3.03. Promotion must encourage the rational use of medicinal products by presenting them objec-

tively and without exaggerating their properties. Claims must not imply that a medicinal product, or

an active ingredient, has some special merit, quality or property unless this can be substantiated.

3.04. When the promotion refers to published studies, clear references should be given.

3.05. Any comparison made between different medicinal products must be based on relevant and

comparable aspects of the products. Comparative advertising must not be misleading or disparaging.

3.06. All artwork, including graphs, illustrations, photographs and tables taken from published stud-

ies included in promotional material should:

a. Clearly indicate the precise source(s) of the artwork;

b. Be faithfully reproduced except when adaptation or modification is required in order to comply

with any applicable Code(s) in which case it must be clearly stated that the artwork has been

adapted and/or modified.

Particular care must be taken to ensure that the artwork included in the promotion does not mis-

lead about the nature of a medicine (for example whether it is appropriate for use in children) or

mislead about a claim or comparison (for example by using incomplete or statistically irrelevant in-

formation or unusual scales).

3.07. The word "safe" must never be used to describe a medicinal product without proper qualification.

3.08. The word "new" must not be used to describe any product or presentation which has been

generally available or any therapeutic indication which has been generally promoted for more than

one year.

3.09. It must not be stated that a product has no side-effects, toxic hazards or risks of addiction or

dependency.
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ARTICLE 4

USE OF QUOTATIONS IN PROMOTION

4.01. Quotations from medical and scientific literature or from personal communications must be

faithfully reproduced (except where adaptation or modification is required in order to comply with

any applicable Code(s) in which case it must be clearly stated that the quotation has been adapted

and / or modified) and the precise sources identified.

ARTICLE 5

ACCEPTABILITY OF THE PROMOTION

5.01. The companies must maintain high ethical standards at all times. Promotion must: 

a. never be such as to bring discredit upon, or reduce confidence in the pharmaceutical industry;

b. be of a nature which recognizes the special nature of medicines and the professional standing of

the recipient(s);

c. not be likely to cause offence.

ARTICLE 6

DISTRIBUTION OF PROMOTION

6.01. The promotion should only be directed at those whose need for, or interest in, the particular

information can reasonably be assumed.

6.02. Mailing lists must be kept up-to-date. Requests by healthcare professionals to be removed

from promotional mailing lists must be complied with.

6.03. The use of telephones, text messages, e-mails, automated calling systems, and other elec-

tronic data communications for the promotion is prohibited, except with the prior permission or

upon request from the recipient.

ARTICLE 7

TRANSPARENCY OF PROMOTION

7.01. Promotion must not be disguised.

7.02. Clinical assessments, post-marketing surveillance and experience programs and post-autho-

rization studies (including those that are retrospective in nature) must not be disguised promotion.

Such assessments, programmes and studies must be conducted with a primarily scientific or educa-

tional purpose.

7.03. Where a company pays for, or otherwise secures or arranges the publication of promotional

material in journals, such promotional material must not resemble independent editorial material.

7.04. Material relating to medicines and their usage, whether promotional in nature or not, which is

sponsored by a company must clearly indicate that it has been sponsored by that company.

ARTICLE 8

NO ADVICE ON PERSONAL MEDICAL MATTERS

8.01. In the case of requests from individual members of the general public for advice on per

sonal medical matters, the enquirer should be advised to consult a healthcare professional.
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ARTICLE 9

INFORMATIONAL OR EDUCATIONAL MATERIALS 
AND ITEMS OF MEDICAL UTILITY

9.01. The transmission of informational or educational materials is permitted provided it is: (i) “inex-

pensive”; (ii) directly relevant to the practice of medicine or pharmacy; and (iii) directly beneficial to

the care of patients. The transmission of such materials or items shall not constitute an inducement

to recommend, prescribe, purchase, supply, sell or administer a Medicinal Product.

9.02. Items of medical utility aimed directly at the education of healthcare professionals and patient

care can be provided if they are “inexpensive” and do not offset routine business practices of the

recipient.

9.03. The scope of Informational or educational materials and items of medical utility considered

may not constitute a circumvention of the prohibition on gifts defined under Article 17 of this Code

9.04. Upon agreement of its member companies, association has defined “inexpensive” as amount

not greater than 30 EUR including VAT (in local currency based on the official middle exchange rate

of National Bank of Serbia on the day of transaction). Companies must comply with guidance pro-

vided under this section.

ARTICLE 10

EVENTS AND HOSPITALITY

10.01. All promotional, scientific or professional meetings, congresses, conferences, symposia, and

other similar events (including, but not limited to, advisory board meetings, visits to research or

manufacturing facilities and planning, training or investigator meetings for clinical trials and non-in-

terventional studies) (each, an "event") organized or sponsored by, or on behalf of a company must

be held in an appropriate venue that is conducive to the main purpose of the event and may only

offer hospitality when such hospitality is appropriate and otherwise complies with the provisions of

any Applicable Code(s).



20
CODE ON THE PROMOTION OF PRESCRIPTION-
-ONLY MEDICINES TO, AND THE INTERACTION
WITH HEALTHCARE PROFESSIONALS

21
CODE ON THE PROMOTION OF PRESCRIPTION-
-ONLY MEDICINES TO, AND THE INTERACTION

WITH HEALTHCARE PROFESSIONALS

10.02. No company may organize or sponsor an event that takes place outside its home country unless:

a. most of the invitees are from outside of its home country and, given the countries of origin of

most of the invitees, it makes greater logistical sense to hold the event in another country; or

b. given the location of the relevant resource or expertise that is the object or subject matter of the event, it

makes greater logistical sense to hold the event in another country (an "international event").

10.03. Promotional information which appears on exhibition stands or is distributed to participants

at international events may, unless prohibited or otherwise regulated by local laws and regulations,

refer to medicinal products (or uses) which are not registered in the country where the event takes

places, or which are registered under different conditions, so long as:

(i) any such promotional material (excluding promotional aids) is accompanied by a suitable state-

ment indicating countries in which the product is registered and makes clear that the product or use

is not registered locally, and

(ii) any such promotional material which refers to the prescribing information (indications, warnings

etc.), authorized in a country or countries where the medicinal product is registered, should be ac-

companied by an explanatory statement indicating that registration conditions differ internationally.

10.04. Hospitality extended in connection with events shall be limited to travel, meals, accommoda-

tion and genuine registration fees.

10.05. Member Companies shall not provide or offer any meal (food and beverages) to healthcare

professionals, unless, in each case, the value of such meal (food and beverages) does not exceed

the monetary threshold set by the relevant Member Association in its national code. Each Member

Association shall set such monetary threshold in its national code by 31 December 2013, failing which

EFPIA will set such threshold in lieu of such Member Association. The monetary threshold set in the

country where the event takes place (i.e. the “host country”) shall prevail. In Serbia, monetary

threshold is set at 50 EUR including VAT in local currency based on the official middle exchange rate

of National Bank of Serbia on the day of transaction.

10.06. Hospitality may only be extended to persons who qualify as participants in their own right.

10.07. All forms of hospitality offered to healthcare professionals shall be “reasonable” in level and

strictly limited to the main purpose of the event. As a general rule, the hospitality provided may not

exceed what healthcare professional recipients would normally be prepared to pay for themselves.

10.08. Hospitality shall not include sponsoring or organizing entertainment (e.g. sporting or leisure)

events. Companies should avoid using venues that are “renowned” for their entertainment facilities

or are “extravagant”.

10.09. Association shall provide guidance on the meaning of the term “reasonable”, as used in this

Article 10. Association shall also provide guidance on “appropriate”, “renowned” and “extrava-

gant” venues, as used in Section 10.01 and Section 10.08. Companies must comply with any relevant

guidance provided under this Section 10.09.

ARTICLE 11

DONATIONS AND GRANTS THAT SUPPORT 
HEALTHCARE OR RESEARCH

11.01. Donations and grants (in cash or in kind or otherwise) to institutions, organizations or associa-

tions that are comprised of healthcare professionals and / or that provide healthcare or conduct re-

search (that are not otherwise covered by the HCP Code or the Patient Organizations Code) are only

allowed if: 

1. They are made for the purpose of supporting healthcare or research; 

2. They are documented and kept on record by the donor / grantor; and

3. They do not constitute an inducement to recommend, prescribe, purchase, supply, sell or adminis-

ter specific medicinal products;

Donations and grants to individual health professionals are not permitted under this section. Com-

pany sponsorship of healthcare professionals to attend international events is covered by 

Article 13. Companies are encouraged to make available publicly information about donations and

grants (in cash or in kind or otherwise) made by them covered in this Section 11.01.
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ARTICLE 12

FEES FOR SERVICE

12.01. Contracts between companies and institutions, organizations or associations of healthcare

professionals under which such institutions, organizations or associations provide any type of serv-

ices to companies (or any other type of funding not covered under Article 11 or not otherwise cov-

ered by HCP Code) are only allowed if such services (or other funding): (i) are provided for the

purpose of supporting healthcare or research; and (ii) do not constitute an inducement to recom-

mend, prescribe, purchase, supply, sell or administer specific medicinal products.

ARTICLE 13

SPONSORSHIP OF HEALTHCARE PROFESSIONALS

13.01. Companies must comply with certain internal criteria governing the selection and the sponsor-

ship of healthcare professionals for trainings or events, as provided in, or in connection with any Ap-

plicable Code(s). Funding must not be offered merely to compensate for the time spent by

healthcare professionals in attending events. In the case when the company is sponsoring the partici-

pation of a healthcare professional at an international scientific meeting, and the financing is pro-

vided according to this Article 13.01, such financing must be in line with Article 38, paragraph 2 of the

Regulation of Practices Concerning the Advertising of Medical Products and Medical Devices (Official

Gazette of the Republic of Serbia No. 79/2010 from 29.10.2010).

ARTICLE 14

THE USE OF CONSULTANTS

14.01. It is permitted to use healthcare professionals as consultants and advisors, whether in groups

or individually, for services such as speaking at and chairing meetings, involvement in medical/scien-

tific studies, clinical trials or training services, participation at advisory board meetings and participa-

tion in market research where such participation involves remuneration and/or travel. The

arrangements that cover these genuine consultancy or other services must, to the extent relevant

to the particular arrangement, fulfill all the following criteria:
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a. a written contract or agreement is agreed in advance of the commencement of the services

which specifies the nature of the services to be provided and, subject to clause (g) below, the basis

for payment of those services;

b. a legitimate need for the services has been clearly identified in advance of requesting the services

and entering into arrangements with the prospective consultants;

c. the criteria for selecting consultants are directly related to the identified needs and the persons

responsible for selecting the consultants have the expertise necessary to evaluate whether the par-

ticular healthcare professionals meet those criteria;

d. the number of healthcare professionals retained is not greater than the number reasonably nec-

essary to achieve the identified needs;

e. the contracting company maintains records concerning, and makes appropriate use of, the serv-

ices provided by consultants;

f. the hiring of the healthcare professional to provide the relevant service is not an inducement to

recommend, prescribe, purchase, supply, sell or administer a particular medicinal product; and

g. the compensation for the services is reasonable and reflects the fair market value of the services

provided. In this regard, token consultancy arrangements should not be used to justify compensat-

ing healthcare professionals.

14.02. In their written contracts with consultants, companies are strongly encouraged to include provi-

sions regarding the obligation of the consultant to declare that he/she is a consultant to the company

whenever he/she writes or speaks in public about a matter that is the subject of the agreement or any

other issue relating to that company. Similarly, companies that employ, on a part-time basis, healthcare

professionals that are still practicing their profession are strongly encouraged to ensure that such per-

sons have an obligation to declare his/her employment arrangement with the company whenever

he/she writes or speaks in public about a matter that is the subject of the employment or any other

issue relating to that company.  The provisions of this Section 14.02 apply even though the INOVIA HCP

Code does not otherwise cover non-promotional, general information about companies (as discussed in

the “Scope of the INOVIA HCP Code” section).

14.03. Limited market research, such as one-off phone interviews or mail/email/internet question-

naires are excluded from the scope of this Article 14, provided that the healthcare professional is

not consulted in a recurring manner (either with respect to the frequency of calls generally or of

calls relating to the same research) and that the remuneration is minimal. Member association shall

provide guidance on the meaning of “minimal”.

14.04. If a healthcare professional attends an event (an international event or otherwise) in a con-

sultant or advisory capacity the relevant provisions of Article 10 shall apply.

ARTICLE 15

NON-INTERVENTIONAL STUDIES OF MARKETED MEDICINES

15.01. A non-interventional study of a marketed medicine is defined as a study where the medicinal

product(s) is (are) prescribed in the usual manner in accordance with the terms of the marketing au-

thorization.  The assignment of the patient to a particular therapeutic strategy is not decided in ad-

vance by a trial protocol but falls within current practice and the prescription of the medicine is

clearly separated from the decision to include the patient in the study.  No additional diagnostic or

monitoring procedures shall be applied to the patients and epidemiological methods shall be used

for the analysis of collected data. 

15.02. Non-interventional studies that are prospective in nature and that involve the collection of pa-

tient data from or on behalf of individual, or groups of, healthcare professionals specifically for the

study must comply with all of the following criteria: 

a. The study is conducted with a scientific purpose; 

b. (i) There is a written study plan (protocol) and (ii) there are written contracts between healthcare

professionals and/or the institutes at which the study will take place, on the one hand, and the com-

pany sponsoring the study, on the other hand, which specify the nature of the services to be provided

and, subject to clause (c) immediately below, the basis for payment of those services; 

c. Any remuneration provided is reasonable and reflects the fair market value of the work performed; 
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d. The study protocol is submitted to the ethics committee for review; 

e. Local laws, rules and regulation on personal data privacy (including the collection and use of per-

sonal data) must be respected; 

f. The study must not constitute an inducement to recommend, prescribe, purchase, supply, sell or

administer a particular medicinal product; 

g. The study protocol must be approved by the company’s scientific service and the conduct of the

study must be supervised by the company’s scientific service as described in Section 18.02.a;  

h. The study results must be analyzed by or on behalf of the contracting company and summaries

thereof must be made available within a reasonable period of time to the company’s scientific serv-

ice (as described in Section 18.02.a, which service shall maintain records of such reports for a reason-

able period of time.  The company should send the summary report to all healthcare professionals

that participated in the study and should make the summary report available to industry self-regula-

tory bodies and/or committees that are in charge of supervising or enforcing Applicable Codes upon

their request.  If the study shows results that are important for the assessment of benefit-risk, the

summary report should be immediately forwarded to the relevant competent authority; and 

i. Medical Sales Representatives may only be involved in an administrative capacity and such involve-

ment must be under the supervision of the company’s scientific service that will also ensure that the

representatives are adequately trained.  Such involvement must not be linked to the promotion of

any medicinal product. 

15.03. To the extent applicable, companies are encouraged to comply with Section 15.02 for all other

types of studies covered by Section 15.01, including epidemiological studies and registries and other

studies that are retrospective in nature. In any case, such studies are subject to Section 12.01.
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ARTICLE 16

MEDICAL SAMPLES

16.01. In accordance with the national laws and regulations, samples of medicines with market au-

thorization may be given to health professionals who prescribe i.e. administer these drugs.  Medical

samples are provided to health professionals so that they can familiarize themselves with the medi-

cines and acquire experience in dealing with them.  Medical samples must not be given as an induce-

ment to recommend, prescribe, purchase, supply, sell or administer specific medicinal products.

16.02. Companies must have adequate systems of control and accountability for the samples that

they distribute and for all medicines handled by its representatives.

16.03. Free samples are limited to the smallest single pack for a calendar year and may be given only

to health professionals who prescribe i.e. administer the medication.

16.04. Each sample must be marked "free medical sample - not for sale" or words to that effect and

must be accompanied by a copy of the summary of product characteristics. Healthcare profession-

als must sign a receipt form for the samples.

16.05. The following medicinal products may not be distributed as free samples: Medicines contain-

ing substances defined as psychotropic or narcotic, pursuant to medical conventions such as the

1961 and 1971 UN Conventions;

16.06. Companies shall keep records of medical samples given to health professionals from the pro-

fessional community.

16.07. A free medical sample can be given, upon a written request from health professionals who are

prescribing, i.e. administering drugs, and the request should include the data necessary for the iden-

tification of the drug for which the sample is requested, the date and the signature of a qualified

person.

ARTICLE 17

PROHIBITION OF GIFTS

17.01. No gift or pecuniary advantage (in cash or benefit in kind) may be supplied, offered or prom-

ised to a healthcare professional.

ARTICLE 18

PHARMACEUTICAL COMPANY STAFF

18.01. Each company shall ensure that its sales representatives, including personnel retained by way

of contract with third parties, and any other company representatives who call on healthcare pro-

fessionals, pharmacies, hospitals or other healthcare facilities in connection with the promotion of

medicinal products (each, a “Medical Sales Representative”) are familiar with the relevant require-

ments of the Applicable Code(s), and all applicable laws and regulations, and are adequately trained

and have sufficient scientific knowledge to be able to provide precise and complete information

about the medicinal products they promote.

a. Medical Sales Representatives must comply with all relevant requirements of the Applicable Code(s),

and all applicable laws and regulations, and companies are responsible for ensuring their compliance. 

b. Medical Sales Representatives must approach their duties responsibly and ethically. 

c. During each visit, and subject to applicable laws and regulations, Medical Sales Representatives

must give the persons visited, or have available for them, a summary of the product characteristics

for each medicinal product they present. 

d. Medical Sales Representatives must transmit to the scientific service of their companies forthwith

any information they receive in relation to the use of their company’s medicinal products, particu-

larly reports of side effects. 
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e. Medical Sales Representatives must ensure that the frequency, timing and duration of visits to

healthcare professionals, pharmacies, hospitals or other healthcare facilities, together with the

manner in which they are made, do not cause inconvenience. 

f. Medical Sales Representatives must not use any inducement or subterfuge to gain an interview.

In an interview, or when seeking an appointment for an interview, Medical Sales Representatives

must, from the outset, take reasonable steps to ensure that they do not mislead as to their identity

or that of the company they represent.  

g. The provisions of Section 15.02.(i) are also applicable to the activities of Medical Sales Representa-

tives.

18.02. All company staff, and any personnel retained by way of contract with third parties, who are

concerned with the preparation or approval of promotional material or activities must be fully con-

versant with the requirements of the Applicable Code(s) and relevant laws and regulations. 

a. Every company must establish a scientific service in charge of information about its medicinal

products and the approval and supervision of non-interventional studies.  Companies are free to de-

cide how best to establish such service(s) in accordance with this Section 18.02 (i.e., whether there

is one service in charge of both duties or separate services with clearly delineated duties), taking

into account their own resources and organization.  The scientific service must include a medical

doctor or, where appropriate, a pharmacist who will be responsible for approving any promotional

material before release.  Such person must certify that he or she has examined the final form of the

promotional material and that in his or her belief it is in accordance with the requirements of the Ap-

plicable Code(s) and any applicable advertising laws and regulations, is consistent with the summary

of product characteristics and is a fair and truthful presentation of the facts about the medicine.  In

addition, the scientific service must include a medical doctor or, where appropriate, a pharmacist,

who will be responsible for the oversight of any non-interventional study (including the review of

any responsibilities relating to such studies, particularly with respect to any responsibilities assumed

by Medical Sales Representatives).  Such person must certify that he or she has examined the proto-

col relating to the non-interventional study and that in his or her belief it is in accordance with the

requirements of the Applicable Code(s).

b. Each company must appoint at least one senior employee who shall be responsible for supervis-

ing the company and its subsidiaries to ensure that the standards of the Applicable Code(s) are met.
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ARTICLE 19

PROCEDURE IN CASE OF BREACH OF THE CODE

19.01. INOVIA Members are advised to try to resolve any case of Code breach that affects only their

companies amicably, in direct contact. The principle of amicable resolution is also advised in case of

disputes among the INOVIA members and non-member pharmaceutical companies.  If an amicable

solution is not possible a Code breach report should be filed.

19.02. The Code breach report is simultaneously filed to the Managing Director of INOVIA and the

Head of the INOVIA Compliance Committee (CC).

19.03. The report must include the following:

a. Name and address of the applicant

b. Information concerning the activities considered as a breach of the Code, with justifiable proof

(the report must include an accurate and detailed description of the activity, documentation and ar-

gumentation of the applicant, as well as all relevant data and facts)

c. Relevant provisions of the Code in accordance with which the application is submitted

19.04. In case that the report does not include all necessary elements the INOVIA Managing Director

will inform the applicant about this in written form. The applicant then has 15 days, from the receipt

of the written report, to amend the application. In the case that the applicant does not respond

within this deadline, the application is rejected.

19.05. If the application is filed according to Article 19.03 the Head of the CC will inform the charged mem-

ber about it, within 8 days from the receipt of the application, and request a statement from his side.

19.06. The charged member has 15 days, from the receipt of the report, to send a written reply. The

reply must include one of the following:

a. The admission of the breach of Code with obligation to immediately seize all Code breaching ac-

tivities and restraint from all future activities that may breach the Code 

b. The rejection of the claim with arguments defending such a position

19.07. If the Head of the CC finds that the rejection claim is valid he/she will inform the applicant of

the complaint within 8 days. If the applicant of the complaint does not agree with the decision of

the Head of the CC, he should send a written response within 8 days.

19.08. The Head of the CC will call a meeting of the CC in the case that:

a. The charged member does not submit his declaration concerning the charge within 8 days

b. The Head of the CC finds that the rejection claim is not valid 

c. The applicant does not agree with the Head of the CC that the application is unfounded.

d. The meeting of the CC must be scheduled within 15 days from the date of acquiring the basis for

scheduling defined according to Article 19.08. When scheduling the meeting, the Head of the CC is

forwarding all relevant documentation concerning the case to the members of the CC.

19.09. The CC is deciding according to the majority of votes, but at least 70% of the members must

be present. The following decisions are available:

a. Rejection of the application if the application is considered to be unfounded because the activity

is not breaching the Code, or there is not sufficient evidence to be sure that the Code was breached

b. Finding the charged member of the association guilty for breaching the Code

19.10. If the CC finds that the charged member is guilty, it can call him to act according to the Article

19.06. (a)

19.11. The decision of the CC must contain information about the right to appeal. The appeal can be

submitted by the applicant as well as by the charged member, within 15 days from the receipt of the

decision of the CC. The appeal is submitted to the INOVIA Managing Director who has to initiate a

second instance procedure within 15 days from the receipt of the appeal.
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19.12. The second instance procedure concerning the appeal is conducted by the INOVIA Board of

Directors, consisting of representatives from all member companies except the companies directly

involved in the case. Representatives of the involved companies may take part in the second in-

stance procedure, but cannot vote. The decision of the Second instance is based on the majority of

votes. At least 50% of the members must be present.

19.13. The Board of Directors can choose between the following decisions:

a. The rejection of the appeal and the confirmation of the decision of CC

b. The annulment of the CC decision, or the change of its decision, in part or in full

The decision of the Board of Directors is final, without the right for appeal. It should be delivered to

both parties within 15 days.

19.14. Sanctions that both the CC and the Board of Directors may introduce:

a. A warning with the obligation to immediately stop the Code breaching activity

b. Publication of the decision on the INOVIA web page, in case that the guilty company is not acting

according to the warning

c. Notification of the headquarters of the guilty member, in the case that the Code breaching activ-

ity is not stopped even after the publication on the INOVIA web page

d. Notification to the authorities in case that the Code breaching is also breaching local laws

e. Suspension of the member for 3, 6 or 12 months. During the suspension the guilty member is obliged to

fulfill all obligations towards the Association, but is not taking part in INOVIA daily operations

f. Exclusion from membership

The sanctions can be cumulative.

ARTICLE 20

AWARENESS AND EDUCATION

20.01. Member association must, within current applicable rules and legislation, facilitate company’s

awareness of - and education about - the INOVIA HCP Code, including by providing of guidance to

companies, in order to prevent breaches of the INOVIA HCP Code.
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ANNEX 1

GUIDELINES FOR INTERNET WEBSITES 
AVAILABLE TO HEALTHCARE PROFESSIONALS,
PATIENTS AND THE PUBLIC

The Guidelines for Internet Websites Available to Healthcare Professionals, Patients and the Public

in Europe set forth herein are intended as a supplement to the provisions of the INOVIA Code on the

Promotion of Prescription-Only Medicines to, and Interactions with, Healthcare Professionals (the

“INOVIA HCP Code”).

SECTION 1. Transparency of Website Origin, Content and Purpose  

Each website shall clearly identify: 

a. the identity and physical and electronic addresses of the sponsor(s) of the website; 

b. the source(s) of all information included on the website, the date of publication of the source(s)

and the identity and credentials (including the date credentials were received) of all individual/insti-

tutional providers of information included on the website; 

c. the procedure followed in selecting the content included on the website; 

d. the target audience of the website (e.g., healthcare professionals, patients and the general pub-

lic, or a combination thereof); and 

e. the purpose or objective of the website. 

SECTION 2. Content of Websites 

Information included in the website shall be regularly updated and shall clearly display, for each

page and/or item, as applicable, the most recent date as of which such information was updated. 

Examples of the information that may be included in a single website or in multiple websites are: (i)

general information on the company; (ii) health education information; (iii) information intended for

healthcare professionals (as defined in the INOVIA HCP Code), including any promotion; and (iv)

non-promotional information intended for patients and the general public about specific medicinal

products marketed by the company; (v) disclosure of transfers of value to healthcare professionals

(HCP) and healthcare organizations (HCO): 

(i) General information on the company.  Websites may contain information that would be of inter-

est to investors, the news media and the general public, including financial data, descriptions of re-

search and development programs, discussion of regulatory developments affecting the company

and its products, information for prospective employees, etc.  The content of this information is not

regulated by these guidelines or provisions of medicines advertising law. 

(ii) Health education information.  Websites may contain non-promotional health education informa-

tion about the characteristics of diseases, methods of prevention and screening and treatments, as

well as other information intended to promote public health.  They may refer to medicinal products,

provided that the discussion is balanced and accurate.  Relevant information may be given about al-

ternative treatments, including, where appropriate, surgery, diet, behavioral change and other inter-

ventions that do not require use of medicinal products.  Websites containing health education

information must always advise persons to consult a healthcare professional for further information. 

(iii) Information for healthcare professionals.  Any information on websites directed to healthcare

professionals that constitutes promotion (as defined in the INOVIA HCP Code) must comply with Ap-

plicable Code(s) (as defined in the INOVIA HCP Code) and any other industry codes of practice gov-

erning the content and format of advertisement and promotion of medicinal products.  Such

information must be clearly identified as information for healthcare professionals, but need not be

encrypted or otherwise restricted.  
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(iv) Non-promotional information for patients and the general public.  Subject to any applicable na-

tional laws and regulations, websites may include non-promotional information for patients and the

general public on products distributed by the company (including information on their indications,

side-effects, interactions with other medicines, proper use, reports of clinical research, etc.), pro-

vided that such information is balanced, accurate and consistent with the approved summary of

product characteristics.  For each product that is discussed, the website must contain full, unedited

copies of the current summary of product characteristics and patient leaflet.  These documents

should be posted in conjunction with other information about the products or be connected with

that discussion by a prominent link advising the reader to consult them.  In addition, the website

may provide a link to the full, unedited copy of any public assessment report issued by the Commit-

tee for Medicinal Products for Human Use or a relevant national competent authority.  Brand names

should be accompanied by international nonproprietary names.  The website may include links to

other websites containing reliable information on medicinal products, including websites main-

tained by government authorities, medical research bodies, patient organizations, etc.  The website

must always advise persons to consult a healthcare professional for further information. 

SECTION 3. E-mail Enquiries   

A website may invite electronic mail communications from healthcare professionals and patients or

the general public seeking further information regarding the company’s products or other matters

(e.g., feedback regarding the website).  The company may reply to such communications in the

same manner as it would reply to enquiries received by post, telephone or other media.  In commu-

nications with patients or members of the general public, discussion of personal medical matters

must be avoided.  If personal medical information is revealed, it must be held in confidence.  Where

appropriate, replies shall recommend that a healthcare professional be consulted for further infor-

mation. 

SECTION 4. Links From Other Websites 

Links may be established to a company-sponsored website from websites sponsored by other per-

sons, but companies should not establish links from websites designed for the general public to

company-sponsored websites that are designed for healthcare professionals.  In the same manner,

links may be established to separate websites, including websites sponsored by the company or by

other persons.  Links should ordinarily be made to the home page of a website or otherwise man-

aged so that the reader is aware of the identity of the website. 

SECTION 5. Website Addresses in Packaging 

Subject to any applicable national laws and regulations, uniform resource locators (URLs) of com-

pany-sponsored websites that comply with these guidelines may be included in packaging of medici-

nal products. 

SECTION 6. Scientific Review 

Companies should ensure that scientific and medical information prepared by them for inclusion in

their websites is reviewed for accuracy and compliance with the Applicable Code(s).  The scientific

service established within the company pursuant to those provisions of the Applicable Code that

adopt Section 18.02 of the INOVIA HCP Code may perform this function, or it may be entrusted to

other appropriately qualified persons. 

SECTION 7. Privacy 

The website must conform to legislation and applicable codes of conduct governing the privacy, se-

curity and confidentiality of personal information.
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INOVIA DISCLOSURE CODE

INOVIA CODE ON DISCLOSURE 
OF TRANSFERS OF VALUE FROM
PHARMACEUTICAL COMPANIES 
TO HEALTHCARE PROFESSIONALS
AND HEALTHCARE ORGANISATIONS 



Healthcare professionals and healthcare organizations with whom they work provide the pharma-

ceutical industry with valuable, independent and expert knowledge derived from their clinical and

management experience.  This expertise makes an important contribution to the industry’s efforts

to improve the quality of patient care, with benefits for individuals and society at large.  Healthcare

professionals and healthcare organizations should be fairly compensated for the legitimate expert-

ise and services they provide to the industry.  

Prescription medicines developed by the industry are complex products designed to address the needs

of patients and educating healthcare professionals about medicines and the diseases they treat bene-

fits patients.  The pharmaceutical industry can provide a legitimate forum for the education of health-

care professionals and the exchange of knowledge among healthcare professionals and industry.    

INOVIA believes that interactions between the pharmaceutical industry and healthcare profession-

als have a profound and positive influence on the quality of patient treatment and the value of fu-

ture research.  At the same time, the integrity of the decision of a healthcare professional to

prescribe a medicine is one of the pillars of the healthcare system.  INOVIA recognizes that interac-

tions between the industry and healthcare professionals can create the potential for conflicts of in-

terest.  Consequently, professional and industry associations, including INOVIA, have adopted codes

and guidelines to ensure that these interactions meet the high standards of integrity that patients,

governments and other stakeholders expect.  

In order to continue to be successful, self-regulation needs to respond to the evolving demands of

the society.  In particular, there is a growing expectation that interactions between corporations

and society are not only conducted with integrity but are also transparent.  Following the EU Com-

mission initiative on Ethics & Transparency in the pharmaceutical sector, a multi-stakeholders’ plat-

form – including, among others, EFPIA – has adopted a “List of Guiding Principles Promoting Good

Governance in the Pharmaceutical Sector” (the “Guiding Principles”).    

In line with these “Guiding Principles”, INOVIA believes that it is critical to the future success of the

pharmaceutical industry to respond to society’s heightened expectations.  INOVIA has therefore de-

cided that its existing Code on the Promotion of Prescription-Only Medicines to, and Interactions

with, Healthcare Professionals (the “INOVIA Code”) and Code of Practice on Relationships between

the Pharmaceutical Industry and Patient Organizations (the “PO Code”) should be supplemented by

requirements for detailed disclosure regarding the nature and scale of the interactions between the

industry and healthcare professionals and organizations.  INOVIA hopes that, by taking this step, it

can enable public scrutiny and understanding of these relationships and thus contribute to the confi-

dence of stakeholders in the pharmaceutical industry.    

INOVIA believes that the interest of patients and other stakeholders in the transparency of these in-

teractions is compelling.  INOVIA recognizes that disclosure can raise data privacy concerns and

seeks to work with healthcare professionals to ensure that these concerns are addressed.  INOVIA

nonetheless believes that transparency can be achieved without sacrificing the legitimate privacy in-

terests of healthcare professionals and legislation should not therefore impose excessive restric-

tions on disclosure by the industry. 

The following Code provides for disclosures of transfers of value to healthcare professionals,

whether directly or indirectly.  When deciding how a transfer of value should be disclosed, compa-

nies should, wherever possible, identify and publish at the individual healthcare professional (rather

than healthcare organization) level, as long as this can be achieved with accuracy, consistency and

compliance with applicable law.   

The following code imposes obligations to disclose transfers of value to healthcare professionals

and healthcare organizations commencing with reporting in 2016 in respect of transfers of value for

the calendar year 2015.  The provisions of this Code shall be implemented in a manner consistent

with applicable competition and data protection laws and regulations and all other applicable legal

requirements. 

APPLICABILITY OF THIS CODE

This Code governs disclosures regarding certain interactions with HCPs and HCOs. It is intended that

this Code shall apply to interactions with HCPs and HCOs to the same extent as the existing HCP

Code and PO Code (this Code is not intended to apply to Transfers of Value the disclosure of which is

already provided for under, or that are otherwise regulated by, the PO Code). 

This Code sets out the minimum standards which INOVIA considers must apply to all Member Com-

panies. 
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ARTICLE 1

DISCLOSURE OBLIGATION 

1.01. General Obligation.  Subject to the terms of this Code, each Member Company shall document

and disclose Transfers of Value it makes, directly or indirectly, to or for the benefit of a Recipient, as

described in more detail in Article 3. 

1.02. Excluded Disclosures.  Without limitation, Transfers of Value that (i) are solely related to over-

the-counter medicines; (ii) are not listed in Article 3 of this Code, such as items of medical utility

(governed by Article 9 of the INOVIA HCP Code), meals and drinks (governed by Article 10, especially

Section 10.05 of the INOVIA HCP Code), medical samples (governed by Article 16 of the HCP Code);

or (iii)  are part of ordinary course purchases and sales of Medicinal Products by and between a

Member Company and an HCP (such as a pharmacist) or an HCO do not fall within the scope of the

disclosure obligation described in Section 1.01. 

1.03. Schedules. Each of the attached Schedules forms part of this Code.  Definitions of capitalized

terms are included in Schedule 1 to ensure consistent understanding of such terms. 

ARTICLE 2

FORM OF DISCLOSURE 

2.01. Annual Disclosure Cycle. Disclosures shall be made on an annual basis and each reporting pe-

riod shall cover a full calendar year (the “Reporting Period”). The first Reporting Period shall be the

calendar year 2015. 

2.02. Time of Disclosure. Disclosures shall be made by each Member Company within 6 months after the

end of the relevant Reporting Period and the information disclosed shall be required to remain in the

public domain for a minimum of 3 years after the time such information is first disclosed in accordance

with Section 2.04, unless the Recipient’s consent relating to a specific disclosure, has been revoked. 

2.03. Template. Subject to Section 2.04(ii), for consistency purposes, disclosures pursuant to this

Code will be made using a structure set forth in Schedule 2 for reference, reflecting the require-

ments of this Code. 
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2.04. Platform of Disclosure. Disclosures can be made in either of the following ways, provided that

they are unrestricted and publicly available:   

(i) on the relevant Member Company’s website in accordance with Section 2.05; or  

(ii) on a central platform, such as one provided by the relevant government, regulatory or profes-

sional authority or body or the INOVIA Association, provided that disclosures made on a central plat-

form developed at the initiative of INOVIA shall be made, so far as possible, using a structure set

forth in Schedule 2 for reference. 

2.05. Applicable National Code. Disclosures shall be made pursuant to the code of the country

where the Recipient has its physical address.  If a Member Company is not resident or does not have

a subsidiary or an affiliate in the country where the Recipient has its physical address, the Member

Company shall disclose such Transfer of Value in a manner consistent with the national code to

which it is subject. 

2.06. Language of Disclosure. Disclosures shall be made in Serbian. Member Companies are encour-

aged to make disclosures in English in addition to the mandatory disclosures in Serbian. 

2.07. Documentation and Retention of Records. Each Member Company shall document all Trans-

fers of Value required to be disclosed pursuant to Section 1.01 and maintain the relevant records of

the disclosures made under this Code for a minimum of 5 years after the end of the relevant Report-

ing Period. 

ARTICLE 3

INDIVIDUAL AND AGGREGATE DISCLOSURE 

3.01. Individual Disclosure. Except as expressly provided by this Code, Transfers of Value shall be dis-

closed on an individual basis. Each Member Company shall disclose, on an individual basis for each

clearly identifiable Recipient, the amounts attributable to Transfers of Value to such Recipient in each

Reporting Period which can be reasonably allocated to one of the categories set out below. Such Trans-

fers of Value may be aggregated on a category-by-category basis, provided that itemized disclosure

shall be made available upon request to (i) the relevant Recipient, and/or (ii) the relevant authorities. 

1.  For Transfers of Value to an HCO, an amount related to any of the categories set forth below:  

a. Donations and Grants. Donations and Grants to HCOs that support healthcare, including donations

and grants (either cash or benefits in kind) to institutions, organizations or associations that are com-

prised of HCPs and/or that provide healthcare (governed by Article 11 of the HCP Code).  

b. Contribution to costs related to Events. Contribution to costs related to Events, through HCOs or

third parties, including sponsorship to HCPs to attend Events, such as:  

i. Registration fees;   

ii. Sponsorship agreements with HCOs or with third parties appointed by an HCO to manage an

Event; and  

iii.  Travel and accommodation (to the extent governed by Article 10 of the INOVIA HCP Code).  

c. Fees for Service and Consultancy. Transfers of Value resulting from or related to contracts be-

tween Member Companies and institutions, organizations or associations of HCPs under which such

institutions, organizations or associations provide any type of services to a Member Company or any

other type of funding not covered in the previous categories.  Fees, on the one hand, and on the

other hand Transfers of Value relating to expenses agreed in the written agreement covering the ac-

tivity will be disclosed as two separate amounts.  

2. For Transfers of Value to an HCP:  

a. Contribution to costs related to Events. Contribution to costs related to Events, such as:  i. Regis-

tration fees; and  ii.  Travel and accommodation (to the extent governed by Article 10 of the INOVIA

HCP Code).  

b. Fees for Service and Consultancy. Transfers of Value resulting from or related to contracts be-

tween Member Companies and HCPs under which such HCPs provide any type of services to a Mem-

ber Company or any other type of funding not covered in the previous categories.  Fees, on  

the one hand, and on the other hand Transfers of Value relating to expenses agreed in the written

agreement covering the activity will be disclosed as two separate amounts. 
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3.02. Aggregate Disclosure. For Transfers of Value where certain information, which can be other-

wise reasonably allocated to one of the categories set forth in Section 3.01, cannot be disclosed on

an individual basis for legal reasons, a Member Company shall disclose the amounts attributable to

such Transfers of Value in each Reporting Period on an aggregate basis. Such aggregate disclosure

shall identify, for each category, (i) the number of Recipients covered by such disclosure, on an ab-

solute basis and as a percentage of all Recipients, and (ii) the aggregate amount attributable to

Transfers of Value to such Recipients. 

3.03. Non Duplication. Where a Transfer of Value required to be disclosed pursuant to Section 

3.01 or 3.02 is made to an individual HCP indirectly via an HCO, such Transfer of Value shall only be re-

quired to be disclosed once. To the extent possible, such disclosure shall be made on an individual

HCP named basis pursuant to Section 3.01(2). 

3.04. Research and Development Transfers of Value. Research and Development Transfers of Value in

each Reporting Period shall be disclosed by each Member Company on an aggregate basis.  Costs re-

lated to events that are clearly related to activities covered in this section can be included in the aggre-

gate amount under the “Research and Development Transfers of Value” category. 

3.05. Methodology. Each Member Company shall publish a note summarizing the methodologies

used by it in preparing the disclosures and identifying Transfers of Value for each category described

in Section 3.01.  The note, including a general summary and/or country specific considerations, shall

describe the recognition methodologies applied, and should include the treatment of multi-year

contracts, VAT and other tax aspects, currency aspects and other issues related to the timing and

amount of Transfers of Value for purposes of this Code, as applicable. 

ARTICLE 4

ENFORCEMENT 

4.01. Enforcement through Member Associations. All breaches shall be pursued according to the Ar-

ticle 19 of INOVIA HCP Code. 
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SCHEDULE 1 

DEFINITION OF TERMS USED IN THE INOVIA 
HCP/HCO DISCLOSURE CODE 

Donations and Grants  

Donations and Grants, collectively, means those donations and grants (either cash or benefits in

kind) within the scope of Article 11 of the HCP Code.  

Events  

All promotional, scientific or professional meetings, congresses, conferences, symposia, and other

similar events (including, but not limited to, advisory board meetings, visits to research or manufac-

turing facilities, and planning, training or investigator meetings for clinical trials and non-interven-

tional studies) (each, an “Event”) organized or sponsored by or on behalf of a company.  (Article 10

of the HCP Code).   

HCO  

Any legal person (i) that is a healthcare, medical or scientific association or organization (irrespec-

tive of the legal or organizational form) such as a hospital, clinic, foundation, university or other

teaching institution or learned society (except for patient organizations within the scope of the IN-

OVIA PO Code) whose business address, place of incorporation or primary place of operation is in

Europe or (ii) through which one or more HCPs provide services.  

HCP  

Any natural person that is a member of the medical, dental, pharmacy or nursing professions or any

other person who, in the course of his or her professional activities, may prescribe, purchase, sup-

ply, recommend or administer a medicinal product and whose primary practice, principal profes-

sional address or place of incorporation is in Europe. For the avoidance of doubt, the definition of

HCP includes: (i) any official or employee of a government agency or other organization (whether in

the public or private sector) that may prescribe, purchase, supply or administer medicinal products

and (ii) any employee of a Member Company whose primary occupation is that of a practicing HCP,

but excludes (x) all other employees of a Member Company and (y) a wholesaler or distributor of

medicinal products.  

HCP Code  

INOVIA Code on the Promotion of Prescription-Only Medicines to, and Interactions with, Healthcare

Professionals, adopted by the INOVIA GA on December 6th 2013 and as may be amended, supple-

mented or modified from time to time.  

Medicinal Products   

Medicinal Products as used in the INOVIA HCP/HCO Disclosure Code has the meaning set forth in the Law

on Medicines and Medical Devices, Official Gazette of the Republic of Serbia, No. 30/2010 of May 7th 2010.    

Member Companies  

All companies that are members of INOVIA  

PO Code   

INOVIA Code of Practice on Relationships between Pharmaceutical Industry and Patient Organiza-

tions, first adopted in 2007 by the INOVIA GA and as may be amended, supplemented or modified

from time to time.  

Recipient  

Any HCP or HCO as applicable, in each case, whose primary practice, principal professional address

or place of incorporation is in Europe.  

Research and Development Transfers of Value  

Transfers of Value to HCPs or HCOs related to the planning or conduct of (i) non-clinical studies (as

defined in OECD Principles on Good Laboratory Practice); (ii) clinical trials (as defined in Directive

2001/20/EC); or (iii) non-interventional studies that are prospective in nature and that involve the col-

lection of patient data from or on behalf of individual, or groups of, HCPs specifically for the study

(Section 15.01 of the HCP Code).   

Transfers of Value  

Direct and indirect transfers of value, whether in cash, in kind or otherwise, made, whether for promo-

tional purposes or otherwise, in connection with the development and sale of prescription-only Medicinal

Products exclusively for human use.  Direct transfers of value are those made directly by a Member Com-

pany for the benefit of a Recipient. Indirect transfers of value are those made on behalf of a Member Com-

pany for the benefit of a Recipient, or transfers of value made through an intermediate and where the

Member Company knows or can identify the HCP/HCO that will benefit from the Transfer of Value. 
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SCHEDULE 2 

MODEL OF A STANDARDIZED TEMPLATE FOR REFERENCE 

The final EFPIA model template published on December 11th 2013 should be used as a standardized

template. The model is given in a separate excel table and is an essential part of this Code. 
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HCO 1
HCO 2
etc

Yearly amount
Yearly amount
Yearly amount

Yearly amount
Yearly amount
Yearly amount

Yearly amount
Yearly amount
Yearly amount

Yearly amount
Yearly amount
Yearly amount

Yearly amount
Yearly amount
Yearly amount

Yearly amount
Yearly amount
Yearly amount

Optional
Optional
Optional

Aggregate amount attributable to transfers of value to such Recipients - Art. 3.02
Number of Recipients in aggregate disciosuce - Art. 3.02
% of the number Recipients included in the aggregate disciosure in the total number 
of Recipients disciosed - Art. 3.02

Yearly amount
Yearly amount

Yearly amount

Yearly amount
Yearly amount

Yearly amount

Yearly amount
Yearly amount

Yearly amount

Yearly amount
Yearly amount

Yearly amount

Optional
Optional

N/A

Optional
Optional

N/A

Optionaltotal
amount

N/A
N/A

N/A

N/A
N/A

N/A

Full name

(Art. 1.01)

INDIVIDUAL NAMED DISCLOSURE - one line per HCO (i.e. all transfers of value during a year for an individual HCP                                            will be summed up itemization should be available for the individual Recipient of public authorities only as appropriate)

Dr A
Dr B
etc

Yearly amount
Yearly amount
Yearly amount

Yearly amount
Yearly amount
Yearly amount

Yearly amount
Yearly amount
Yearly amount

Yearly amount
Yearly amount
Yearly amount

N/A
N/A
N/A

N/A
N/A
N/A

Aggregate HCOs
number

%

Aggregate HCOs
number

%

Aggregate HCOs
number

%

Aggregate HCOs
number

%

Aggregate HCOs
number

%

Aggregate HCOs
number

%

Principal 
Practice
Address

(Art. 3)

Unique 
country
identifier

OPTIONAL

(Art. 3)

Donations 
and Grants

to HCOs

(Art. 3.01.1.a)

Contribution to costs of Events
(Art. 3.01.1.b & 3.01.2.a)

Fee for service and consultancy
(Art. 3.01.1.c & 3.01.2.c)

TOTAL
OPTIONAL

sponsorship  
agreements
with HCOs /
third parties

appointed by
HCOs to 

manage an
Event

Registration
Fees

Travel & 
Accommodation

Fees
Related expenses
agreed in the fee

for service or 
consultancy 

contract, 
including travel 

& accommodation
relevant to the

contract

HCPs: City 
of Principal

Practice
HCOs: city

where 
registered

(Art. 3)

Country 
of Principal

Practice

(Schedule 1)

H
CO

s
H

CP
s

R&
D

INDIVIDUAL NAMED DISCLOSURE - one line per HCO (i.e. all transfers of value during a year for an individual HCP                                            will be summed up itemization should be available for the individual Recipient of public authorities only as appropriate)

OTHER, NOT INCLUDED ABOVE - where information                                         cannot be disclosed on an idividual basis for legal reasons

OTHER, NOT INCLUDED ABOVE - where information                                         cannot be disclosed on an idividual basis for legal reasons

Transfers of Value re Research & Development as defined                                           - Article 3.04 and Schedule 1

AGGREGATE                       DISCLOSURE

Aggregate amount attributable to transfers of value to such Recipients - Art. 3.02
Number of Recipients in aggregate disclosure - Art. 3.02
% of the number Recipients included in the aggregate disclosure in the total number 
of Recipients disclosed - Art. 3.02
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