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INTRODUCTION
The Association of the research-based pharmaceutical manufacturers
in Bulgaria (ARPharM or the Association) is a representative body of the
research-based pharmaceutical industry in Bulgaria. The Association unites
the manufacturers and marketing authorization holders, operating on the
Bulgarian market and signed this Code of Ethics, investing in the development
of the pharmaceutical industry through synthesis and formulation of medicinal
products containing innovative active pharmaceutical substances.
The main priority of the association and its members is to contribute to
the protection and provision of health and human life, assuring access for
Bulgarian patients to quality, safe and effective medicinal products for
prevention, diagnostic testing, and treatment of diseases.
. In order to provide for accurate, objective and fair information which
to assure rational prescription and reasonable use of medicinal products, the
pharmaceutical manufacturers and the marketing authorization holders
distribute among the representatives of the healthcare profession specialized
information about the product collected in the process of the research and
development activities, as well as from the experience obtained during the
treatment of diseases. The aim of this promotional activity is introduction to
the merits and characteristics of the specific medicinal product through
appropriate educational and marketing means.
The pharmaceutical manufacturers and marketing authorization
holders organize their advertising and promotional activities regarding
medicinal products, subject to prescription, as well as regarding their
interactions with the healthcare professionals, in compliance with the
regulations of the Bulgarian legislation in effect. While the trial, manufacturing,
marketing and control on pharmaceuticals are subject of extensive
regulation, the advertising and promotion of medicinal products cannot be
extensively arranged through legal regulations. Due to that reason, the
pharmaceutical companies are brought together around a Code of Ethics
(the Code of Ethics or the Code) and oblige themselves to conduct their
activity relating to the advertising and promotion of pharmaceuticals, subject
to prescription, as well as regarding their interactions with the healthcare
professionals, in compliance with the provisions of the present Code.
The Code, reflecting the requirements of Council Directive 2001/83/EC,
as amended, enhances the role of voluntary control of advertising and
promotion to healthcare professionals of prescription medicinal products, as
well as regarding the interactions of the pharmaceutical industry with the
healthcare professionals, by self-regulatory bodies and recourse to such
bodies when complaints arise.
ARPharM encourages competition among pharmaceutical companies. The
Code of ARPharM is not intended to restrict promotion and advertising of
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medicinal products or the interactions of the pharmaceutical industry with the
healthcare professionals in a way which is detrimental to the fair competition
but to guarantee that the pharmaceutical companies carry out their
promotional and advertising activity, as well as their interactions with the
healthcare professionals, in a truthful manner and in accordance with the
high ethical and moral principles and values, as well as with the provisions of
this Code. The Code of ARPharM therefore aims to foster an environment
where the general public can be confident that the prescribing and
dispensing of pharmaceutical products is performed according to the merits
of each product and the healthcare needs of the patients.
The member-companies of the association are bound not to perform or
encourage activities directed towards inducement of healthcare
professionals to prescribe particular pharmaceuticals for material benefits
(objects, money and services). Objects, subsidies, financial support,
scholarships, grants, invitations to participate in conferences, should not be
offered or provided to healthcare professionals against prescription or
undertaking of engagement to prescribe definite medicinal products.
The members of ARPharM are obliged to observe both the regulations
of the Bulgarian legislation in place, the legislative norms of the European
Union legislation, the EFPIA Code on promotion of medicines, the IFPMA Code
on pharmaceutical marketing practices, and the provisions of the present
code as long as they do not contradict the abovementioned.
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PREAMBLE
The Code of Ethics herein stipulates the principles and the rules that the
Companies are obliged to observe during performance of promotion and
advertising activities with respect to prescription-only pharmaceuticals
intended for healthcare professionals and permitted by the Bulgarian law, as
well as the principles and the rules, which the Companies are obliged to
observe in their interactions with the healthcare professionals.
The adoption and observance of this Code of Ethics is a mandatory
condition for membership to the association and each member is liable not to
violate the regulations and the spirit of this code. The member-companies of
ARPharM are obliged to acquaint with the Code of Ethics the authoried by
them legal entities or natural persons, which perform promotion or advertising
of their medicinal products.
Any natural person, being a representative of a Company, shall confirm to
the obligation to follow the Code of Ethics by placing his/her signature. Other
pharmaceutical manufacturers or the marketing authorization holders, not
being members of ARPharM, could adopt and adhere to the regulations of
the present Code.
The application and observance of the Code is an obligation of any
and all companies that have adopted it. The observance of the Ethical Code
is controlled by the Ethics Commission at ARPharM (The Commission). Any
claims related to probable violations of the Code shall be referred to the
Commission. The Commission could issue decisions intended to assist in
interpretation of the provisions of the Code when required or when the
Commission has been approached. The interpretative decisions are
obligatory concerning the meaning of the interpreted provision since the
date on which the Companies are informed or since the date provided in it.
A key principle of the Code is that any statement or message
connected with advertising and promotion of pharmaceuticals should be
compliant with the Summary of product characteristics (SPC) approved in
Bulgaria.
The proceedings taken to determine a violation and impose sanctions
are held before the Commission in line with the procedure and the rules
established in the Code.
The adherence to the regulations of this Code of Ethics shall not relieve
the members of ARPharM and the companies towards which it is compulsory,
from the responsibility to observe the regulations of the Bulgarian legislation,
the legislation of the European Union and other relevant codes of
international organizations and/or companies.
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SCOPE OF THE CODE
The ARPharM Ethics Code regulates the promotion and advertising of
prescription-only medicinal products to healthcare professionals as well as the
interaction between the pharmaceutical industry and the healthcare
professionals.
The Companies are responsible under the Code also for the activities
of their subcontractors – third parties (for example consultants, advertising
agencies, market-research agencies, contracted sales force) whereas these
activities are regulated of the Code of Ethics.
“Promotion and advertising”, as used in the ARPharM Code of Ethics,
includes any activity undertaken, organized or sponsored by a
pharmaceutical company, or performed with its authority and on its behalf,
which promotes the prescription, supply, sale, application or consumption of
its medicinal product(s).
“Medicinal product”, as used herein, is any substance or combination of
substances that:
1. have curative or prophylactic action on human diseases;
2. are administered with a view to restoring, correcting or modifying
physiological functions of human beings through pharmacological, metabolic
or immunologic action or used for medical diagnosis.
The Code covers promotion and advertising directed towards doctors,
doctors of dental medicine, pharmacists, to the associated medical
professionals or any other person who in the course of his/her professional
activity could prescribe, purchase, supply or administer medicinal products
(each of them called a “healthcare professional”).
The code covers promotion and advertising which is directed towards
state officers and officials working in the state healthcare administration or
institutions or establishments in the healthcare sector.
“Company”, as used in the present Code, is any company – member of
ARPharM and any manufacturing company or marketing authorization holder
which has undertaken the responsibility to observe the present Code.
Promotion and advertising of prescription-only medicinal products
directed to general public constitutes a violation of the Bulgarian legislation
and of the present code with the exception of the cases admissible by the
Bulgarian legislation.
The ARPharM Code covers all methods of promotion and advertising
including, but not limited to, oral and written promotional activity and
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communications in periodicals, direct e-mail advertising, the activity of
medical sales representatives, internet and other electronic communications,
the use of audio-visual systems such as films, video recordings, data storage
services and the like, as well as provision of samples, gifts and hospitality.
The Code also covers interactions between Companies and
healthcare professionals including, but not limited to, those in the context of
research activities, contractual arrangements, for example participation in
clinical trials, non-interventional studies, consultancy and advisory board
arrangements).
Interactions between Companies and patient organisations are
covered by the Code of Practice on Relationships between the
Pharmaceutical Industry and Patient Organisations in Bulgaria. The ARPharM
Code is not intended to restrain or regulate the provision of medical, scientific
and factual information, which is not characterized as promotional; neither is
it intended to restrain or regulate activities directed towards the general
public which are related solely to non-prescription medicinal products.
The following are not considered to be promotion or advertisement, as
used herein:
- labeling on the package and the accompanying leaflet or usage
guidelines, approved during the procedure of granting marketing
authorization.
- correspondence, accompanied by a material of non-promotional
nature, prepared in response to a specific question related to a particular
medicinal product;
- informative announcements and instructions referring to modifications
of package, adverse-reactions warnings as part of the general precaution
measures, commercial catalogues and price lists, provided that they do not
include information of promotional nature with respect to the medicinal
product;
- statements, relating to human health or human diseases, provided
they do not directly or indirectly mention administration of medicinal
products;
- activities related solely to non-prescription medicinal products;
- non-promotional, general information about the companies (such as
information directed towards investors or current/prospective employees),
including financial data, descriptions of research and development programs
and discussions of regulatory drafts affecting the company and its products.
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PROVISIONS
ARTICLE 1
Responsibility
1.1. The companies conducting promotion and advertising or interaction with
healthcare professionals bear the responsibility for their actions and for the
content of the promotional and advertising materials which is expected to be
accurate, objective and complied with the SPC, as well as with the published
scientific information. The company bears the responsibility for the activity of
its employees and third parties conducting promotion and advertising of its
medicinal products or interaction with healthcare professionals. The activity of
the employees and the third parties, representing the companies on
promotion and advertising of their medicinal products or on the interaction
with healthcare professionals, shall not breach the provisions of this Code.
1.2. This responsibility is not limited only to the medicinal product subject of
promotional activity, but also to the information provided or to the statements
made with respect to other medicinal products that should also be in line with
the SPC, regardless of the information/statement source.

ARTICLE 2
MARKETING AUTHORIZATION
2.1 It is prohibited to promote or advertise a medicinal product or a
therapeutic indication of a particular medicinal product prior to the grant of
the marketing authoriation. This prohibition is not intended to impair the right
of the scientific community and of the general public to be comprehensively
informed about the progress of science and medicine. It is not intended to
restrain the full and accurate exchange of scientific information with respect
to a particular medicinal product, including disclosure of appropriate
scientific facts in specialized or general communications media and at
scientific conferences. It also should not limit reporting to shareholders and
others about information related to a specific medicinal product in
compliance with requirements or recommendations of the law, the rules or
regulations.
ARTICLE 3
Obligatory information
3.1. Each promotional and advertising material, including advertisements in
specialized medical issues, must be accompanied by the SPC or by
information consistent with the data available in the SPC, specifying the date
of its latest approval by BDA/EMEA.
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3.2. When the purpose of the advertisement is only to remind about a well
known medicinal product, the requirement stipulated in p. 3.1 above need
not be complied with, provided that the advertisement includes no more that
the trade name of the medicinal product, the international non-proprietary
name of the active substance, the name of the company or a picture of the
package. The advertisement serving as a reminder must not contain any
promotional claims.

ARTICLE 4
STANDARDS OF PROMOTIONAL AND ADVERTISING ACTIVITIES
4.1. Promotion and advertising must be accurate, balanced, fair, objective
and sufficiently complete in order to give opportunity for the recipient to form
his/her own opinion about the therapeutic value of the medicinal product
concerned.
4.2. The information in promotional and advertising materials must be based
on up-to-date analyses of data, substantiated by scientifically valid evidence,
and must not mislead or create wrong impression.
4.3. The additional information and scientific evidence confirming the
statements laid out in the promotion or advertisement must be provided by
the Company on request of healthcare professionals. The data, quoted in
promotional materials or advertisements, including publications in specialized
issues, must be provided to the persons that have required it within a month
as of the receipt of this request.
4.4. Promotion and advertisement must encourage reasonable use of the
medicinal product by presenting it objectively and without exaggeration of its
properties. The statements should not suggest that a given medicinal product
or active substance have any special merits, qualities or characteristics, unless
this could be substantiated.
4.5. When promotion and advertisement refer to any published studies, they
must be clearly indicated with the respective cross-reference.
4.6. The word “safe” shall never be used without proper qualification in order
to describe a medicinal product.
4.7. The word “new” should not be used to describe any medicinal product,
presentation or a therapeutic indication that have been available in the
Bulgarian pharmaceutical market for more than one year from the date of
placing it on the market.
4.8. Promotion and advertisements should not contain claims that the product
has no adverse effects, toxic hazards or risk of addiction or dependency.
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4.9. Promotion and advertisements should be directed only to those
healthcare professionals for whom it could be reasonably assumed that the
information contained is of interest to them.
4.10. Promotion and advertisements should not resemble messages or designs
used by other manufacturers in a manner which might lead to misleading or
confusion.

ARTICLE 5
USE OF QUOTATIONS, READY MATERIALS AND PARTS OF THEM
5.1. The quotations taken from medical or scientific literature must be faithfully
reproduced (for the exception when adaptation or modification is required
for the purposes of consistency with the applicable code(s), in which case it
must be clearly specified that the quotes have been adapted and/or
modified) and the sources must be identified.
ARTICLE 6
Misleading promotion and advertising
6.1. Any promotion and advertising, which contains misleading claims,
contradicts the provisions of this code.
6.2. Advertisements and promotion are misleading if:
6.2.1
Promotion and advertisement attribute to a medicinal
product a therapeutic effect or efficiency which the product does not have.
6.2.2
Promotion and advertisements contain claims that the
treatment with this particular product will be surely successful.
6.2.3
Promotion and advertisements contain claims that no
damage would occur if the medicinal product is administered according to
the instructions, or if the medicinal product is applied over a long period of
time.
ARTICLE 7
Comparative advertising
7.1. Any promotion and advertising, which points out directly or indirectly to a
company competitor or to a product of a competitor, is a comparative
promotion and advertising.
7.2. The information and statements contained in comparative advertising
and promotion must be complied with article 4 of the present code, must

Page 9 of 27/Code of Ethics of the Research-based Pharmaceutical Industry in Bulgaria

correspond to factuality and be proved through reference to the respective
source.
7.3. Comparative advertising and promotion contradicts the provisions of the
present code if:
7.3.1
specifies medicinal products that have different therapeutic
indications in comparison with the medicinal product, subject of the
promotion or advertising;
7.3.2
does not objectively clarify one or several of the main, relevant
properties and peculiarities of the medicinal products concerned;
7.3.3
creates confusion in respect to the company conducting the
promotion and advertising and its competitors, or with respect to the
medicinal products subject of this promotion and advertising, as well as
to the medicinal products used to serve as a comparison, or regarding
the trademarks of the medicinal products specified.
7.3.4
contains statements defining the medicinal products used for
comparison as “imitation or copy” of the medicinal product, which is
subject of the promotion or advertising;
7.3.5
contains disparaging or disgraceful statements concerning the
products, activity, personal or business standing of a company
competitor or its employees;
7.3.6
Contains the trade name of the competitive medicinal product
or the name of the company competitor.

ARTICLE 8
Disguised promotion and advertising
8.1. Promotion and advertising must not be disguised. They must be presented
in a manner allowing identifying them as advertising and promotion by their
recipients.
8.2. Clinical assessments, post-authorization surveillance, programs
concerning experience and studies (including the retrospective ones, if any),
non-interventional studies performed after the grant of marketing
authorization must not be a disguised promotion and advertising. Such
assessments, programs and studies should be conducted primarily with a
scientific and educational purpose.
8.3. When a company pays for or otherwise provides for or organizes
publication of a promotional material in specialized medical journals, such
promotional material must not resemble an independent editorial.
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8.4. Material which concerns medicinal products and their use, regardless
whether promotional or not, which is otherwise financed or secured by a
company, must clearly specify the sponsor company.
8.5. Independent materials reflecting organization of symposia/events shall
not be considered sponsored materials, as used in p. 8.4.

ARTICLE 9
EVENTS AND HOSPITALITY
9.1.
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 noninterventional studies) (each of them called an “event”) organised or
sponsored by or on behalf of a company must be held at an appropriate
venue, which is conductive to the main purpose of the event and could only
offer hospitality when such hospitality is appropriate and corresponds to the
provisions of this Code. The sponsorship fact must be clearly announced in
advance on behalf of the company, at the event and in all activities.
9.2. In cases of sponsorship of an event organized by a third party
(company or organization which is not a member of the association and has
not undertaken the obligation to observe the Code) the members of the
association may not lay down conditions to those third parties organizing the
event that other companies’ sponsorship should not be accepted.
9.3. No company may organize or sponsor an event held outside Bulgaria
(“international event”) unless:
9.3.1 Most of the invitees come from other countries and, due to
logistical considerations, it would be better to hold the event in
another country;
9.3.2 In view of the location of the respective source or expertise,
which is the subject matter of the event, it would be logistically
justified to hold the event in another country.
9.4. Hospitality offered in connection with promotional, professional or other
scientific events, shall be limited to travel, meal, accommodation and
registration fees.
9.5. Hospitality may be extended only to healthcare professionals qualified as
participants in their own right, for participation in an event concerning the
domain in which the respective healthcare professional is in practice. No
hospitality shall be offered or extended to accompanying persons.
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9.6. All forms of hospitality extended to healthcare professionals must be
reasonable and be strictly limited to the main purpose of the event. As a rule,
the hospitality should not exceed what the healthcare professionals would
normally be prepared to pay for themselves. The arrival of the healthcare
professional to the venue of the event should not be earlier than a twentyfour hour period prior to its beginning and the departure shall be not later
than a twenty-four hour period after its ending. If the participant/participants
wish to arrive earlier or to leave later, all expenses connected with their extra
stay, may not be paid or reimbursed by the sponsoring company.
9.7. Hospitality shall not include sponsoring or organising entertainment (e.g.,
sporting or leisure) events in free from research/work programme time.
9.8. Organisation of an event by a company:
9.8.1 Companies organise events for healthcare professionals in
compliance with the provisions of this code.
9.8.2 Events, organised in the territory of the Republic of Bulgaria,
should not have duration of above three twenty-four hour periods. No
less than 6 hours of each full day of the event shall be arranged for
working/scientific program.
9.8.3 International events organised by a company should not
continue more than four twenty-four hour periods. No less than 6 hours
of each full day of the event shall be arranged for the
working/scientific program. This provision shall not be applied to
events organized by the main office of the company.
9.9. The expenses of healthcare professionals related to the event sponsored
or organised by the company shall be covered by bank transfers, by checks
or postal order, on the grounds of primary supporting documents of the
expenses made. If the participants are given daily allowances, this shall be
arranged in accordance with the Bulgarian legislation.
9.10. The maximum permissible limits for hospitality are:
9.10.1
Flight tickets (to Bulgaria and international) – economy class.
Business class is allowed only with the exception of non-stop flight with
over 6 hours duration.
9.10.2
Stay in a hotel – hospitality is limited to the value of an
accommodation and breakfast package. All additional expenses are
on the account of the participant.
9.11. Funding must not be offered by the companies to compensate merely
for the time spent by healthcare professionals in attending events.
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9.12. Hospitality may not lay down conditions for obligation on behalf of the
healthcare professional to prescribe or to encourage prescription of a
specific medicinal product.
9.13. The amount of presentation/lecturer fees (for Bulgarian residents) is
determined in correspondence with significance of the event (of regional or
national character), the academic status of the lecturer and the form and
duration of the presentation. The fees shall not be higher than 1.5 times of the
average salary for professionals employed in the sphere of healthcare and
social services with a full-time employment contract, determined by the
National Statistics Institute1, for non-academic persons, and 2 times the
average salary amount for professionals employed in the sphere of
healthcare and social services with an employment contract, for academic
persons.
9.14. The provisions of this section shall be applied to cases when the event is
organized by a third party but completely or partially financed by a
company.
ARTICLE 10
GIFTS AND INDUCEMENT
10.1. No gift, pecuniary advantage or benefits in kind can be offered
provided or promised to a healthcare professional as an inducement to
recommend, prescribe, supply, sell or administer a medicinal product.
10.2. On conducting promotion and advertising, as long as the provision of
article 10.1 is not violated, gifts may be offered, supplied or promised to
healthcare professionals only if they are inexpensive in value and relevant to
the practice of medicine or pharmacy. Such gifts should be intended for
everyday use in the practice of medicine or should be traditional gifts such as
confectionery and flowers for Christmas, Easter, etc., or for professional
holidays. Gifts to a healthcare professional for personal benefits (such as flight
tickets for entertainment) may not be offered or provided.
10.3. Unless they must bear the entire information specified in paragraph 3.1
above, gifts may bear no more than the name and the logo of the company,
the name of the medicinal product, its international non-proprietary name, if
such exists, the trademark, as well as a short statement regarding the
therapeutic category of the product or its mode of administration.
10.4. Objects of up to 60 BGN, VAT inclusive, are considered to be
inexpensive.
1

The limits of the fees are calculated accordingly the average salary for the country of the people working in the
healthcare sector with a labour agreement, determinate by the National Statistics Institute for the previous year,
corrected with the inflation for the current year, which inflation is accumulated as per the moment of the current
agreement.
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10.5. Objects intended only for medical purposes are inexpensive if they are
at a value of up to 400 BGN, VAT inclusive. These objects may be supplied
with a view to support healthcare professionals’ activity and to overcome the
consequences of the insufficient public funding for healthcare in Bulgaria.
Such objects may be meters, stethoscopes, thermometers, blood pressure
devices, otoscopes, ophtalmoscopes, laryngoscopes, neurologic hammers,
ENT mirrors, rhynoscopes, glucometers, tongue retractors, scales, height
meters and others.
10.6. As far as objects provided for temporary use in the form of loans for use
are concerned, the same restrictions shall be applied.
10.7. Supply or offers for payment in cash or in equivalent forms – coupons,
cheques and gift certificates – are forbidden.
10.8. The above limitations are not applied with respect to provision or supply
of medical literature (scientific or educational) to healthcare professionals.

ARTICLE 11
GRANTS AND SPONSORSHIP
11.1 The restrictions and prohibitions above, intended to overcome the
consequences of the insufficient public funding and to improve healthcare
quality in Bulgaria, shall not be applied to grants or sponsorship to medical
establishments when medical equipment is supplied or in the process of
conducting research and development or educational activities.
11.2 The restrictions and prohibitions above shall not be applied to grants and
sponsorship to medical establishments for hospital attendance, dispensaries
and diagnostic and consultative centers when technical equipment is
extended, or repair works or furnishing provided. .
11.3 The restrictions and prohibitions above shall not be applied to grants of
medicinal products to medical establishments for hospital attendance.
11.4 The grants and sponsorship shall be provided on the grounds of a written
agreement and there must be an explicit written request for that grant.
11.5 Grants and sponsorship may not be tied with conditions for purchase,
supply, prescription or administration of medicinal products and must be
related to the medical practice at the respective medical institution.
11.6 In order to provide transparency, each company which has made a
grant or has sponsored a medical institution shall submit the sponsorship/grant
agreement on request, through the mediation of the Executive Director of the
Association, to the Ethics Commission at ARPharM.

Page 14 of 27/Code of Ethics of the Research-based Pharmaceutical Industry in Bulgaria

ARTICLE 12
Consulting services
12.1

Contracts between companies and institutions or organisations of
healthcare professionals are only allowed if contracts cover services,
which are provided for the purpose of supporting healthcare or
research; and do not constitute an inducement to recommend,
prescribe, purchase, supply, sell or administer specific medicinal
products.
ARTICLE13
THE USE OF CONSULTANTS

13.1

It is permitted to use healthcare professionals, on individual or in group
practice, as consultants and advisors, whether in groups or individually,
for services such as speaking at and chairing meetings, involvement in
medical/scientific studies, clinical trials or training services, participation
at advisory board meetings, and participation in market research. The
consultants can receive an appropriate remuneration for their services
as well as a compensation for the expenses made during the execution
of the contract obligations.

13.2

The consultancy services must fulfill all the following criteria:
13.2.1 a written contract, which specifies the nature of the services to
be provided and, the basis for payment of those services;
13.2.2 a legitimate need for the services has been clearly identified
(according to the SOP of the company) by the Company in
advance of requesting the services and entering into arrangements
with the prospective consultants;
13.2.3 the criteria for selecting consultants are directly related to the
identified need and the persons responsible for selecting the
consultants have the qualification necessary to evaluate whether
the particular healthcare professionals meet those criteria;
13.2.4 the number of healthcare professionals retained is not greater
than the number reasonably necessary to achieve the identified
need;
13.2.5 the contracting company maintains records concerning
(according to the SOP of the company), and makes appropriate
use of, the services provided by consultants;
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13.3. 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;
13.4. The written contracts between the consultants and the companies
should include:
13.4.1 provisions regarding the obligation of the consultant to declare that
he/she is a consultant to the company in any public appearance
about a matter that is the subject of the agreement or any other
issue relating to that company.
13.4.2 provisions regarding the obligation of the healthcare professionals
that are still practicing their profession, being employed by the
company, to declare his/her employment arrangement with the
company in any public appearance about a matter that is the
subject of the employment or any other issue relating to that
company.
13.5

Article 13 is not applicable in cases of healthcare professional
answering questionnaires for market research (such as one-off phone
interviews or mail/e-mail/internet questionnaires), provided that the
healthcare professional is not consulted in a recurring manner and that
the remuneration is up to 60 BGN, VAT inclusive.

13.6

If a healthcare professional attends an event in a consultant or advisory
capacity the relevant provisions of Article 9 shall apply.
ARTICLE 14
Non-interventional Studies

14.1 Regarding the regulation of non-interventional studies, the Bulgarian
law must be respected;
14.2 Any remuneration provided by the Companies for the healthcare
professionals, taking part in the non-interventional studies is reasonable
and reflects the fair market value of the work performed;
14.3 The participation of the healthcare professional in non-interventional
studies is not an inducement to recommend, prescribe, purchase,
supply, sell or administer a particular medicinal product;
14.4

The results of studies, held in Bulgaria only, must be analysed by or on
behalf of the Company and made available to the company’s
scientific service (as described in Article 15.12) within 180 days of
finalising the study, , which service shall maintain records of such reports
for at least 5 years. The Company should send a summary of the results
to all healthcare professionals that participated in the study and should
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make the summary available to the Ethics Commission upon motivated
request.
14.5

Medical Sales Representatives may only be involved in an
administrative capacity and such involvement 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 and advertising of any medicinal
product/products.

14.6

It is obligated for the companies to comply with all the provisions listed
above for all other types of studies, including epidemiological studies
and registries and other studies that are retrospective in nature. In any
case, when healthcare professionals are involved, such studies are
subject to Article 12.
ARTICLE15
Medical sales representatives

15.1

Companies in cooperation with ARPharM are obliged to continuously
provide training and education to the medical sales representatives.

15.2

Medical sales representatives may use only promotional or advertising
materials prepared in compliance with the provisions of this code.

15.3

Oral statements of medical sales representatives should not violate the
provisions herein.

15.4

Medical sales representatives must be acquainted with the provisions of
this code, with the provisions of the current Bulgarian legislation with
regard to the advertising and promotion of medicinal products, to be
adequately trained and to be well versed as to enable them to provide
the healthcare professionals with correct and complete information on
the medicinal products which they promote.

15.5

The frequency, duration and the time of interviews arranged at the
healthcare professional, as well as the manner of conducting them,
should not cause inconvenience to the healthcare professional.

15.6

During each visit, Medical Sales Representatives must give the
healthcare professionals visited, or have available for them, a summary
of the product characteristics for each medicinal product they
advertise/present.

15.7

The wishes of the distinct healthcare professional and the internal rules
of the respective medical establishment should be observed by the
medical sales representatives.
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15.8

Medical sales representatives may not pay charges or to promise or
provide any other material goods to arrange an interview at a
healthcare professional. Arranging or carrying an interview, Medical
Sales Representatives must not mislead as to their identity or that of the
company they represent.

15.9

The provisions of art. 15 shall also apply to persons employed by third
parties that perform the functions of medical sales representatives, as
well as to all company staff, who are not medical representatives, but
promote and/or advertise medicinal products to healthcare
professionals.

15.10 Each company signed the Code of Ethics must have available at least
one trained employee who shall be responsible for supervising the
company and its subsidiaries to ensure that the standards of the Code
are met.
15.11 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 conversant with the
requirements of the Codes of ARPharM, EFPIA, IFPMA and relevant
Bulgarian laws and regulations.
15.12 Every company must establish a scientific service in charge of
information about its medicinal products and the approval and
supervision of non- interventional studies.
15.12.1
the scientific service must include a medical doctor or a
pharmacist who will be responsible for approving any promotional
material before release. Such person must certify in an appropriate
manner (by putting a signature and name under) 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
Applicable Codes and the applicable Bulgarian laws and
regulations, is consistent with the SPC and is a fair and truthful
presentation of the facts about the promoted medicinal products.
15.12.2
the scientific service must include a medical doctor or a
pharmacist, who will be responsible for the oversight of any noninterventional study (including the review of any responsibilities
assumed
by
Medical
Sales
Representatives
and
other
company/third parties contracted employees relating to such
studies). Such person must certify (by putting a signature and name
under) that he or she has examined the protocol relating to the noninterventional study and that in his or her belief it is in accordance
with the requirements of the Applicable Codes and the applicable
Bulgarian laws and regulations.
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ATICLE 16
Materials used by the Medical Sales Representatives
16.1

One of the main principles of the present code is that any promotional
or advertising claim should be accompanied by the SPC or by
information consistent with the data contained in the SPC, at the same
time specifying the date of its latest approval by BDA/EMEA. When the
intention is to provide for several forms of promotional materials, the
SPC or the information consistent with the data contained in the SPC
must be included at least once.

16.2

Audio-visual materials must be accompanied by a document
containing the information under article 16.1.

16.3

Advertising and promotion materials on prescription-only medicinal
products may be supplied only to healthcare professionals, with the
exception of the cases, acceptable according to the Bulgarian
legislation. Distribution of such materials at places accessible to the
general public, such as pharmacies, waiting-rooms and corridors in
healthcare facilities and etc., is prohibited.
Article 17
Ethics Commission

17.1

Ethics commission consists of 9 members and a legal advisor. The legal
advisor shall give advice and is not entitled to vote.

17.2

The Chairperson and the Deputy Chairperson of Ethics Commission are
appointed after commission establishment by its members through
simple majority. The Deputy Chairperson of Ethics Commission shall
perform the functions of the Chairperson on his/her unavailability. In
case both heads of the Commission are not available, the Commission
shall appoint ad hoc a chairperson for the respective action or period.

17.3

Seven members of Ethics Commission are members of the Association
and are elected by the General Assembly of the Association.

17.4

Two members of Ethics Commission are not members of the Association
and are nominated by the Managing board of the association by
proposals by the association members.

17.5

The mandate of Ethics commission members is for the duration of two
years and may not coincide with the Managing board mandate. In
time of change of the Ethics commission members, all the unclosed
cases are being reconsidered from the new members of the
Commission.
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17.6

Ethics commission shall be in session in its regular or extended
composition. The regular composition includes the members of Ethics
Commission under art. 17.3. The extended composition includes the
members of Ethics commission under art. 17.3 and under art. 17.4.

17.7 For the Ethics Commission sessions all its members must be properly
informed in writing at least 7 days before the respective session is held
throughout stating the agenda and enclosure of all the materials. The
Commission has quorum and shall hold a session if at least 5 of its
members under art.17.3 are present, when sitting in regular
composition, and at lest 6 of its members, one of which is under art.
17.4., are present, when sitting in extended composition. In the cases for
objective reasons the regular composition of the Ethics Commission
cannot gather quorum for two sessions in succession, it is admissible a
member under art. 17.4 to take part in the session.
17.8 Every member of the Commission is obliged to ask for non-joinder for
the cases in which the company he/she represents is complainant or
respondent or there are any circumstances which could raise wellfounded doubts for his/her objectivity. In case the person who might be
interested does not ask for non-joinder, the Commission officio or by the
request of one of the parties, shall state a definition as in its voting the
person in question does not take part.
17.9 The Commission issues Decisions when is ruling substantive litigations
and Definitions when is reviewing procedure issues. The Chairperson is in
its power to render disposals in the cases provided in this Code.
17.10 Each member of Ethics Commission is entitled to one vote. The Ethics
commission shall take decisions by majority of the members present at
the session.
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Procedure of lodging and processing complaints
1. Any legal entity, natural person or trade representative office may submit
a complaint in line with the present Code, hereinafter called for the
purposes of this procedure – COMPLAINANT.
2. The company against which the complaint has been submitted shall be
hereinafter called for the purposes of this procedure – RESPONDENT.
3. Each complaint should be lodged in written form and should contain the
following:
3.1 Complainant – name and registered address in compliance with the
court registration or the registration at the BCIC when the
complainant is a legal entity or a representation office. Name and
address of residence when the complainant is a natural person.
3.2 Respondent – name and registered address in compliance with the
court registration or the registration at the BCIC when the
respondent is a legal entity or a representative office.
3.3 The complaint must contain the name of the medicinal
product/products and a description of actions and circumstances
considered to constitute a violation of the present code.
3.4 The complaint must be accompanied by materials supporting the
claims for violation of the present code.
3.5 The date on which the claimed violation has been determined by
the complainant.
3.6 The date on which the claimed violation has been performed.
3.7 Date of lodgment of complaint.
3.8 The specific provisions of this code considered by the complainant
to be violated – article, paragraph.
3.9 Receipt for payment of inclusive charge, when is applicable.
3.10 Signature of the Complainant.
4. Each complaint and the documents attached to it should be lodged at
the following address:
To the attention of ARPharM Ethics Commission
1113 Sofia, Iztok,
19, F. J. Curie Str., Bl. 1, fl. 14, app. 26
5. The Complainant pays an inclusive charge to the amount of 600 BGN for
the reviewing of every complaint. In the Commissions judgment when the
complainant is a patient, a patient organization, healthcare professional,
as well as in other cases, it may be redeemed by the payment of an
inclusive charge.
6. Processing of complaints:
6.1. Acceptability of complaint – the Chairman of Ethics Commission
checks the complaint for availability of the obligatory requisites
specified under art. 3 above, within 7 working days. Should the
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complaint lack one or more of the requisites, the complaint is returned
to the complainant to be completed with the disposal of the
Chairperson of the Ethics Commission.
6.2. The Complainant fills in the missing in the complaint requisites within 7
working days from the receiving of the disposal under art. 6.1 above,
by which the time for setting down a date for a session under art. 6.8
below, stops . If the Complainant does not fill in the missing requisites in
the stated term, the complaint gets no access.
6.3. The complaints are unacceptable if:
6.3.1. complaints lodged in more than one month as of the date, on
which the violation has been determined by the complainant, or in
more than three months of the date, on which this violation has
been made, are inadmissible and are not processed by Ethics
Commission.
6.3.2. are based on facts and/or activities which are beyond the scope
of the Code of Ethics.
6.3.3. are in pursuit only of the corporate interests of the Complainant.
6.4. Should the Chairperson determinate evident reasons for the complaint
to be unacceptable he/she leaves it with no access and brings it back
to the Complainant with motivated Disposal, which Disposal could be
appealed within 14 calendar days from its receipt by the Complainant
in front of the regular composition of the Ethics Commission. The regular
composition of the Ethics Commission passes a Definition on the
acceptability of the complaint, which Definition is final.
6.5. If the complaint is considered acceptable through a Disposal or a
Definition, the Chairperson sends copies of the complaint, together
with all the enclosed papers, to the respondent within 7 days from the
Disposal/Definition decree.
6.6. The respondent may submit a written position within 15 calendar days
as of the receipt of the copy of the complaint. The Chairperson sends,
with no delay, a copy of the position of the respondent to the
complainant.
6.7. The Chairperson of Ethics commission shall appoint a person reporting
on the matters concerning the complaint, at the same time with the
appointment of the date of the Ethics Commission first session, who shall
acquaint with the materials available and shall report at the first session
of Ethics Commission.
6.8. The Chairperson of Ethics Commission shall appoint a session for
consideration of the admissible complaints within 30 calendar days as
of the date of their lodgement or the date of correcting the omissions in
the complaints. Both parties are summoned by the Chairperson of
Ethics commission at least 7 calendar days prior to the date they are
expected to be held in written form.
6.9. In the first session on the complaint, after hearing the parties, the
Commission expresses an opinion on the submitted evidence by both
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sides. In this session both the complainant and the respondent may
make new claims for collecting of evidence with a view to the position
in writing of the respondent under art. 6.6. Should there are no claims
for collecting additional evidence or the Commission does not take
into consideration such claims made, end of the evidence collecting
procedure is called and the session proceeds substantive, where both
parties state their arguments and accordingly have the right of
replication and duplication.
6.10. Both parties should be equal in rights in the proceedings. This
principal includes as well the right of equal time for pleading.
6.11. The Commission members can ask questions both parties, any time,
as to clarify the disputable facts and positions.
6.12. The Commission reviews the complaint on the grounds of the
claimed violations of the Code of Ethics mentioned in it only. The
Commission cannot extend officio the subject or the parties of the
complaint.
6.13. Ethics commission shall notify both parties about its decision/definition
within 14 days from the date of its rendering and shall enclose a copy
of it. In the decision/definition is explicitly stated the body in front of
which the act is to be appealed as well as the terms for it.
6.14. Within 7 days as of the receipt of Ethics commission’s decision which
determines violation of the present code, the respondent is expected
to submit a list of particular measures for termination of activities
proved to be violating the present code, made in writing, signed by
the person representing the company and a declaration stating
intolerable attitude towards similar actions in the future.
7. Should the respondent confess, in writing, the claimed violation within 15
days as of the receipt of the copy of the complaint, he/she must inform
Ethics Commission about the measures undertaken to eliminate harmful
consequences / to restore the condition as existed prior to the violation,
before the fist session has been held. In these cases, Ethics commission
may cease the proceedings.
8. Should the respondent express objection against the claimed violation,
he/she must indicate definite reasons for his/her objection, and if
applicable, submit reasoning (for example scientific publications)
supporting the objection before the Ethics commission.
Procedures for appeal of decisions taken by the Ethics Commission in its
regular composition.
1. The respondent and the complainant may appeal the decision of
the Ethics commission in its regular composition before the extended
composition of Ethics commission within 15 days as of the decision
receipt.
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2. With regard to the submission and the consideration of the
complaint against the decision of the Regular composition of the
Ethics Commission, apply the provisions listed above, when are
applicable.
3. The Chairperson of Ethics Commission appoints a session of Ethics
commission in extended composition within 30 days as of the
lodgment of complaint under p. 1. Both parties shall be summoned,
in written, by the Chairperson of Ethics Commission at least 7
calendar days prior to the sessions being held.
4. The decision taken by Ethics commission in its extended composition
shall be considered conclusive and shall not be subject to appeal.
Sanctions
1. When a violation of this code has been determined, the decision of
Ethics commission shall be announced to the parent company and the
remaining companies that have signed the present code. In cases of
repetitive violation, the decision of Ethics commission may be announced
to competent authorities and professional organizations including
international ones. Ethics commission may prescribe mandatory corrective
measures for overcoming the harmful effects or consequences.
2. Pecuniary sanctions may be imposed by Ethics Commission’s
judgement to the amount of 1000 BGN to 5000 BGN depending on the
nature and the magnitude of the violation.
a. In cases of repetitive violation (two or more violations within the
period of 12 months), Ethics commission shall impose a pecuniary
sanction to the double amount of the maximum permissible
pecuniary sanction.
b. Pecuniary sanction is payable within 30 days of receipt of Ethics
commission decision by the respondent.
c. The pecuniary sanctions imposed are payable to ARPharM under
the provision of art.37 of the Articles of Association as an additional
payment on voluntary compliance initiative.
3. In cases when the Ethics commission consider necessary, it may suggest
exclusion from the association of the respective member-company. The
exclusion is performed in compliance with the procedure provided in the
Articles of Association.
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General provisions
1. Ethics commission shall perform monitoring on observance of this code
and shall issue annual reports which summarize its implementation, and
which shall be sent to EFPIA.
2. The annual reports shall be sent to all member-companies and the
Ethics Commission may recommend to the Managing Board of the
association that the report be published in an appropriate manner.
3. The contents of annual report:
3.1 Respondents to complaints in respect of which decisions have
been taken stating violations of this code.
3.2 Promotional and advertising activities and materials violating the
provisions of this code.
3.3 Provisions of the code that have been breached.
3.4 Sanctions imposed.
3.5 Number of complaints lodged and processed.
3.6 Total number of violations of the code.
3.7 Short summary in English in cases of precedent and subject of an
international interest (taking into consideration that both results –
determination violation or declaring no violation may be
precedents/subject of an interest)
3.8 In case of insignificant violations or in case no violation is
determined, publishing of details on the case can exclude the
name/names of the company/ies.
4. Ethics commission may use external experts in its working process.
5. Ethics commission administrative expenses related to the procedure, as
well as payment of inclusive charge on complaints processing are as
follows:
5.1. Chargeable to the respondent – when a violation of this code is
ascertained, and in the cases when the respondent
acknowledges the claimed violation.
5.2. Chargeable to the complainant, – when Ethics commission can
not find any violation of this code or the complaint is
unacceptable.
5.3. Chargeable to association’s budget – when Ethics commission
can not find any violation of this code and the complainant is a
person, different from a company, as used in the code.
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Transitional and conclusive provisions
1. The present code was adopted by the members of ARPharM on
20.04.2006 and shall come into effect as of 15.06.2006, and shall be
applied to violations performed after its coming into effect.
2. The actualisation of the Code is adopted on 10.07.2008 and shall come
into effect as of 31.07.2008.
3. Non-member companies may adopt the present code and for them
the code comes into effect as of the date on which it has been signed
by the respective company, and shall be applied for violations
performed after that date.
4. ARPharM shall not bear any responsibility for damages that have
occurred as a result of Ethics commission decisions concerning the
implementation and interpretation of the provisions of this code.

ARPharM Code of Ethics was adopted by:
On behalf of Abbott

......................................................................

On behalf of Alcon S. A.

......................................................................

On behalf of AstraZeneca

......................................................................

On behalf of Astellas Europe B.V.

.………..........…………………………..………

On behalf of Bayer – Schering AG

......................................................................

On behalf of Baxter

………………………………….....……………

On behalf of Berlin–Chemie (Menarini Group)...............................................................
On behalf of Boehringer Ingelheim

......................................................................

On behalf of CSC Pharmaceuticals

…………………………………………………

On behalf of Eli Lilly

......................................................................

On behalf of GlaxoSmithKline

...………………………………………………

On behalf of Janssen–Cilag

......................................................................

On behalf of Lundbeck

...................................................................
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On behalf of Merck Sharp & Dohme Idea

...........................................................

On behalf of Novartis Pharma Services

………………………………….………………

On behalf of Novo Nordisk

.....................................................................

On behalf of Pfizer

......................................................................

On behalf of Roche

......................................................................

On behalf of Sanofi – Aventis

......................................................................

On behalf of Sanofi – Pasteur

......................................................................

On behalf of Schering Plough

.....................................................................

On behalf of Servier Laboratories

.....................................................................

On behalf of Solvay Pharma

……………………………………...…………

On behalf of Bristol-Myers Squib

………………………………………….……

On behalf of Mundi Pharma

....…………………………………………….
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