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Code of Ethicsfor Medicinal products Promotion in Lebanon and implementation
procedures

[ ntroduction:

Based on the role of the Ministry of Public Health in monitoring health, and its responsibility
to regulate and organize medicinal products market in Lebanon, medicinal products
promotion is considered crucial in a place where regulatory and ethical frameworks must be
established to meet patient’s interest. The ministry undertakes the initiative to stipulate a Code
of ethics that must bear the signature of all the following concerned parties:

- Scientific offices of pharmaceutical companies in Lebanon part to the International
Federation of Pharmaceutical Manufacturers& Associations (IFPMA)

- Group of international pharmaceutical companies in Lebanon

- Lebanese pharmaceutical importers and wholesalers association (LPIA)

- Syndicate of pharmaceuticals industries in Lebanon (SPIL)

- The two Orders of Physicians in Lebanon

- The two Orders of Dentists in Lebanon

- Order of Pharmacists in Lebanon

- Syndicate of Private Hospitals Owners

- Aswell as all the parties involved in the marketing and promotion of medicinal

products in Lebanon, and who do not belong to any of the abovementioned parties.

In addition, the present code shall be given to each and every employee in the field of
marketing and promotion , and shall be kept in his/her file as a commitment to respect its
principles. All the signatories must handover a copy of the code to new members provided
that the employee file shall include a commitment to respect the said code.

All the signatories shall declare their full commitment to the said code and abide by all the
texts and international standards where applicable. Medicinal products marketing requires, in
addition to the trade integrity and to the fair competition, the adoption of ethical standards
related to medical and pharmacy professions in order to ensure the patients’ interest by
providing the safe medicine, good use, and professionalism.
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Definition of the code and its objectives

The present code is a declaration of principles agreed upon by the signatories in order to
govern all medicinal products marketing phases, and to monitor all parties involved in the
production, importation, marketing, prescription, and dispensing of medicinal products. The
present code defines, as well, regulatory frameworks that shall ensure the respect of legal,
ethical and scientific principles in medicinal products market to serve the patient as well as
medical and pharmacy professions in Lebanon.

The said code aims to enhance the rational use of medicinal products and to prevent all the
practices that do not comply with scientific principles and professional ethics by providing a
reliable reference to the marketing practices and a clear auditing mechanism. It shall be
applicable on all parties involved in the production, importation, marketing, prescription and
dispensing of medicinal products.

. Marketing and Promotion Practices:

The marketing practices of any “good/product” contribute in the activation of market
mechanisms that aim, through competition, to boost quality and reduce prices for the
consumer’s interest. The medicinal products promotion practices shall respect the standards
stipulated upon in the present code concerning the good trade practices including Fair
Competition.

Whereas, in addition to this, given the special nature of the medicinal products, strict ethical
standards shall be implemented.

1- Promotion;

The promotion is considered as a general term referring to the different activities and
communication set to notify and raise awareness of healthcare providers, patients and the
public concerning the prescription and use of medicinal products, diseases or cases that
requires such medicinal products and side effects resulting from their use.

The promoted information shall not be incorrect, incomplete, deceptive or non-compliant with
the desired objective. The concerned parties shall make all the necessary efforts to avoid any
ambiguity and adopt transparency.

Standards:

Any activity aiming to promote the medicinal products for specific use shall not be executed
unless after its registration in the Ministry of Public Health; the scientific principles adopted
in the registration and stated in the medicinal products leaflet shall be respected. This shall not
prevent the medical and scientific body and the public from being informed medical progress
through appropriate tools and methods, provided that such action shall be far from the
promotion scope of a certain medicinal products. It shall not aim, as well, to limit the sharing
of scientific information or the use of public communication tools, however such information
shall be objective, scientifically proven, complete and appropriate.

- Based on specific nature of the medicinal products , the promotion objectives shall not
be limited to commercial goals and using commercial tools but they shall aim to fulfill
the patient’s interest, and the safe and secure use of the medicinal products.

- Terms such as “safe” and “efficient”, for instance, shall not be used without any proof.
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Information shall be clear, accurate, balanced, purposeful and supported by scientific
and clinical evidence.

Quoting while promotion: credibility shall be taken into consideration while quoting
from the references, medical and scientific publications so that the meaning given by
the author, the clinical researcher or the main source of the work or study shall not be
modified or distorted in a way or another. The quoting sources shall be accurately
stated as well.

Booklets and other educational materials for patients and consumers shall be
developed and distributed properly, provided that such materials shall be subject to the
ethical standards stated in the present code and shall aim to educate the citizen and the
patient. They shall not be used in the marketing of any specific medicinal products.
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2- Promotional items and Gifts:

Promotional materials are items with modest or symbolic value that are given to healthcare
professionals and related to the medicinal products promotion; these items must present an
added value to better serve the patient.

Standards:
- The promotional materials may be given to the healthcare professionals in order to
introduce the medicinal products and its use, provided that they are directly related to
the professionals’ practices and helpful to ensure a better service.

- In-kind gifts worth more than 10% of the monthly minimum wage shall not be given
to healthcare professionals, for they may be considered as a form of unethical offer
that negatively influences the professionals’ behavior in executing their tasks.

- Items useful for the profession may be provided (books, medical and scientific
magazines, subscriptions in scientific publications, anatomical models, diagnostic
tools , etc).

- Cash payments, direct or indirect, aiming to increase the medicinal products
consumption, shall not be given to professionals. Cash payments or any other
equivalent given to health services providers are considered a bribe and a breach of
the present code, and also subject to penal law. Payments received for scientific
lectures, documented clinical studies and other activities mentioned in the said code
shall be excluded.
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3- Medical Samples:

Medical samples are free medical specimens manufactured or imported for this purpose in
packages not intended for sale.

Standards:

- Doctors and Dentists may be provided by small quantities of non-serviceable samples,
i.e. specimens not intended for sale in order to introduce them to the product.
All medical samples freely distributed shall include all the legal conditions stipulated
in the pharmacy law.

The sentence “Free Medical Sample, Not for Sale” shall be permanently printed on the inner
container if possible and on the outer package in Arabic and/or any other language.

4- Congresses and Symposia

Congresses and symposia undertaken, funded, or sponsored by pharmaceutical companies,
manufacturers, importers, and scientific offices inside or outside Lebanon are of two types:

Type | : Congresses and symposia aiming at providing scientific and educational benefits that
would enrich the knowledge of healthcare professionals in all matters relating to medicine and
pharmacy as well as research results, and directly linked to theirpractice. They fall outside the
scope of advertising and promotion for a particular medicinal products, and include scientific
and educational activities undertaken by health professional associations, scientific societies,
and health institutions inside or outside Lebanon.

Standards:

- The topic should be limited and dedicated mainly (75% of the time at least) to delivering
medical, scientific, and educational information not intended to advertise and promote a
specific medicinal products. However, presentation of scientific information related to a
specific medicinal products can be carried out, while mentioning its scientific name only, and
referring to the indications approved by international agencies such as EMEA and FDA,
provided that scientific activity is the main theme.

- When sponsoring any scientific and educational activity where participants are granted credit
points for continuing education, the Orders of Physicians, the Order of Pharmacists, and other
professional associations (pertaining to each of them) shall assume the responsibility of
educational materials and the content of the lectures in terms of the validity of information

and the lack of promotion and advertising for any specific medicinal products without
prompting the increase in its use .

- Organizers/participants can present promotional materials such as banners and other similar
material outside congress/symposium halls.
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Type Il: Congresses and symposia that fall within the scope of advertising and promotion for
a particular medicinal products.

Standards:
- The topic should be limited and dedicated mainly (75% of the time at least) to delivering
medical, scientific, and educational information related to the promoted medicinal products ,

while referring to the indications approved by international agencies such as EMEA and FDA.

- When conducting any promotional activity for a particular medicinal products, participants
may not be granted credit points for continuing education.

Conditions and standar ds common to both types:

- As for the activities that are beyond the purely educational framework, they should be
limited to coffee breaks, lunches, and dinners, and shall not exceed a total of 25% of the total
time dedicated to the activity as a whole. The congress/symposium shall not include the
sponsoring of recreational activities (sports or entertainment). It is also prohibited to carry out
or fund activities that fall outside the purely educational and informative framework.

- Organizers can contribute to travel, accommodation, and meal costs, as well as all costs
directly related to the congress such as registration fees. It is prohibited to pay travel and
accommodation expenses for families and accompanying persons or to any person who is not
directly related to the congress/symposium.

- Pharmaceutical companies, manufacturers, importers, and scientific offices shall present to
the concerned professional orders, periodically or at the end of each year at most, the program
of congresses and symposia they hosted and the activities they funded or sponsored with the
detailed scientific program and associated activities. They should also inform the concerned
order of the names of doctors and/or pharmacists who participated in these activities.

It is the responsibility of the related orders to inform the professional supervision committee
(mentioned under code implementation procedures/monitoring) through their representatives
about the congresses and symposia undertaken by the companies and provide related
documents

- The present code shall be accessible to professionals at every congress or symposium and
shall be clearly displayed among the displayed pamphlets and publications. The following
sentence “in line with the content of the Code of Ethics for Medicinal products Promotion in
Lebanon” shall be clearly placed at the beginning of each congress or symposium.

5- Scientific Research

- Scientific research shall not be used at any of its stages to promote any medicinal products.

Standards:

- Scientific research shall be subject to the scientific and ethical provisions set forth in the
legal texts in force.
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6- Contracting with healthcar e professionals

It is permitted to contract with healthcare professionals, whether as individuals or groups, for
a fee, in order to carry out the following scientific activities:

- Lecturing

- Chairing symposia

- Conduct medical/scientific studies or clinical trials
- Professional training

- Scientific consulting (Advisory Boards)

- Participation in statistical scientific research

Contractual termswith the contractors are subject to the following standar ds.
- Contracts shall be signed before initiating activities to be undertaken so as to determine
their nature and legitimate need, provided that contracting is not exclusive.

- Consultants are selected according to the activities required and the necessary expertise.
- The contracting company shall maintain contracts and records related to the performed
activities.

- Consultants’ * fees are determined according to the applicable local standards (fair market
value).

- The consultants hall commit to disclose to others — when writing or talking in the scope of
his/her contractual activity —his/her relationship with the contracting company.

- The concerned orders shall be notified of the names of the consultants and the contracting
subject by the contracting company.

- The professional supervision committee (mentioned under Code implementation
procedures/monitoring) shall also be notified of the names of the consultants and the
contracting subject made with the contracting company via relevant orders through their
representatives.

7- Grants and Donations

Donations and grants shall be limited to scientific institutions or charitable and professional
organizations, to which healthcare professionals belong, and/or those that provide healthcare,
and/or those that conduct scientific research, and shall be subject to the following conditions:
- Aim at supporting healthcare or scientific research

- Be documented in the records of both the donor and the recipient

- Not be used as a means for increasing purchases of pharmaceutical products of the donor
company.
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8- Phase 1V (Post-Marketing Studies)

Post-marketing studies shall be subject to the following standards:
- Shall not be a disguised/masked promotion

- Shall be of a purely scientific purpose

- Shall be the subject of a written protocol

- Shall obtain the prior approval of the Ethics Committee/Institutional Review Board (IRB) of
the health center where the study will be conducted

- Shall enter into a written contract between the company and the professionals or the
participating institutions

- Fees shall be determined according to the applicable local standards (fair market value)

- Provisions of laws and regulations relating to the confidentiality of personal data shall be
respected

- All participants in the assessment processes or post-marketing studies shall be informed of
the results

9- Patients Associations
Supporting patients’ associations by pharmaceutical companies shall be subject to the
following standards:

- These associations shall be duly/officially registered as non-profit patient associations

- Support shall be pursuant to a written agreement describing the nature and purpose of the
support

- Support shall be publicized in full transparency

- No company shall have an exclusive support

10- Medical Representatives

Medical representatives are assigned by pharmaceutical companies ,manufacturers, importers,
and scientific offices to introduce and inform about medicinal products. They mainly provide
guidance on the proper use of medicinal products and their prescription by healthcare
professionals.

Standards:

- Pharmaceutical companies, manufacturers, importers, and scientific offices shall be
responsible for providing medical representatives with appropriate training that would give
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them sufficient medical, technical, and legal knowledge to provide information about
pharmaceutical products in an accurate, responsible, and ethical manner. Internationally
recognized ethical standards and the content of this Code shall be considered an integral part
of the training.

- Medical representatives shall be ethical, objective, and possess the required scientific
knowledge.

- Pharmaceutical companies, manufacturers, importers, and scientific offices shall assume
responsibility for misconduct or unethical promotion and marketing of medicinal products by
their medical representatives.

- Comparison of competitors’ products shall be accurate and scientific, and shall not result in
any offend to the products of competitors by using defamation or false and inaccurate
information.

- Presenting the benefits of the medicinal products shall be done as per the information in the
insert leaflet and based on which the medicinal products was registered and authorized to be
marketed. Relying on individual scientific articles shall be avoided since these articles do not
constitute sufficient proof of the benefits of the medicinal products.

- Side effects caused by the medicinal products shall be highlighted.

- Medical representatives shall respect applicable laws and regulations and behave
professionally during their visits to health institutions, while introducing themselves and the
company they represent.

- The biggest/main part of the salary of the medical representative shall not be directly related
to sales volume achieved.

- It’s completely prohibited for private and hospital pharmacists to disclose information
related to product prescriptions in terms of quantity and trends made by the physicians.

The above mentioned Pharmacists are considered responsible in case such information
reaches companies, importers or manufacturers, or scientific offices through medical
representatives or any other person.

Pharmacists are requested to provide statistics about prescribed medicinal products by a
particular physician only when requested by Lebanese order of physicians or Lebanese order
of pharmacists or review board (mentioned under code implementing procedures) in the frame
of investigating a complaint related to breaching this code

11- Publicity and Advertising to the public
Pharmaceutical companies, manufacturers, importers, and scientific offices shall comply with
the content of Article 69 of Law No. 367 dated 1/8/1994 (pharmacy profession practice) and

decisions in force issued by the Ministry of Public Health in relation to publicity and/or
advertising of pharmaceutical products in all media outlets.
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[1- Code I mplementation Procedures
1- Monitoring

A professional supervision committee shall be established to oversee the proper
implementation of this Code and shall include representatives of each of the Order of
Physicians in Beirut and the North, the Order of Pharmacists, and a representative of the
Order of Dentists.

Its mission consists of the following:
- Monitoring promotion practices and their impact on practices of physicians and pharmacists.

- Receiving the documents related to congresses and symposia that are undertaken by the
companies as well as names of consultants and the contracting subject on a regular basis from
the related orders through their representatives at the committee

- Receiving complaints from physicians and pharmacists or any concerned person .

- Reviewing complaints relating to non-compliance with this Code and following up on the
implementation of deterrent measures.

The “professional supervision committee” shall be established by a ministerial decree issued
by the Minister of Public Health at the recommendation of the Director General, after
selecting a name and an alternate of three names proposed by each of the heads of the Orders
of Physicians in Beirut and the North, and a name proposed by the head of the Order of
Dentists, and two of five names proposed by the head of the Order of Pharmacists.

These members shall not be related directly or indirectly to a pharmaceutical company.
The committee shall consist of a total of five members.

The committee shall coordinate with the Pharmacy Inspection Department at the Ministry of
Public Health and shall inform the Director General of the Ministry of Health periodically on
the results of its work.

In case of any violation, the committee shall immediately inform the concerned professional
orders to take syndical measures against the offending member, and shall also review the
offending pharmaceutical company, manufacturer, importer, or scientific office in accordance
with the mechanism below.

This mechanism shall also be adopted in case of any complaint by the committee or by any
other person through this committee or directly.
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2- Review Procedures and Deterring Violations
First level:

- A complaint about any violation of the provisions of the present Code from the professional
supervision committee, any concerned person, or any other concerned party shall be sent to
the management of the violating company, scientific office, or importing company in the
absence of a scientific office or a local manufacturer. The complaint shall be in writing,sent
directly or by registered mail, and shall include the content of the violation with the available
documents, after verification of the information provided.

- The complaint shall be sent to the address of the concerned party in Lebanon in accordance
with the preceding paragraph.

- The company shall take appropriate measures within a period of 20 working days from the
receipt of the complaint or respond to its content.

- A copy shall also be sent to the Pharmacy Department at the Ministry of Public Health.
Second level:

If the response is not satisfactory or if a mutually agreed upon solution cannot be reached, the
complainant as well as the committee shall file a written complaint with the documented
records to the review board, the parent company abroad, and the Ministry of Health. A copy
shall be sent to the International Federation of Pharmaceutical Manufacturers & Associations
(IFPMA) and PhARMA Middle East and Africa (MEA).

The review board shall be established by a ministerial decree issued by the Minister of Public
Health as follows:

- Director General of the Ministry of Public Health Chair

- Head of the Order of Pharmacists in Lebanon or designee Member
- Head of the Lebanese Order of Physicians in Beirut or designee Member
- Head of the Lebanese Order of Physicians in Tripoli or designee Member
- Head of the Lebanese Order of Dentists or designee Member

-Head of the Lebanese pharmaceutical importers and wholesalers association or designee

Member
- Head of the Private Hospitals’ Owners Syndicate or designee Member
-Head of the Syndicate of pharmaceuticals industries in Lebanon or designee

Member

- Chair of “The Group of International Pharmaceutical Companies "or designee ~ Member
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- Head of the Pharmacy Department at the Ministry of Health Member

- Head of the Pharmacy Inspection at the Ministry of Health Rapporteur
- Head of the Department of Health Promotion at the Ministry of Health Member
- Legal Specialist appointed by the Ministry of Health Member

All members should sign a conflict of interest disclosure that is adopted by ministry of public
health

If one of the review board members was the subject of the complaint or engaged with one of
the parties that the complaint is filed against, he/she shall refrain from participating in the
review of this complaint, and the concerned party shall assign a substitute.

Correspondences and deliberations shall be confidential and the identity of the parties
involved shall be kept confidential.

The review board shall communicate with the concerned parties, complete the review, follow
up on the result of the complaint, and issue a recommendation within a period of 40 business
days.

If the response is unsatisfactory, the recommendation shall be referred to the third level.

Third levd:

The Committee shall submit the recommendation to the Minister of Public Health to take
appropriate action.

Complaints that reach this level shall be publicized and confidentiality shall be lifted of the
file documents including the identity of the parties involved.
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[11. Pledge and signature

The signatories emphasize their voluntary compliance with this Code, and undertake to adhere
to of all its clauses and to adopt transparency, discipline, and self-control as a basis for its
proper application.

This Code contains a charter of ethical principles that the signatories shall adhere to and
undertake to make every effort to regulate and control the marketing of pharmaceutical
products. It shall apply to all parties engaged in the production, import, marketing,
prescription, and dispensing of medicinal products, by preventing the occurrence of any
behavior that would change the marketing of the medicinal products into purely commercial
purposes, and setting up implementation frameworks and procedures, which will reflect
positively on the good use of medicinal products, the health of patients, and the professions of
Medicine and Pharmacy in Lebanon.

Issued in May 2016.
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