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CHAPTER 1 - PRELIMINARY PROVISIONS

Article 1 - Scope

Section 1.01. The scope of these ethical rules is to create a framework for the necessary and profes-
sionally responsible collaboration between the pharmaceutical industry and healthcare professionals,
in such a manner that professional standards and ethics are paramount, and pressure opportunities
and dependency between the parties are excluded. The ethical rules state a number of minimum
standards, which must be complied with, in addition to the applicable laws and regulations.

Section 1.02. Pharmaceutical companies must maintain high ethical standards at all times. Promo-
tional measures:

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

b) Should recognise the specific characteristics of medicinal products and
the professional standing of the recipient(s), and

c) Must not be likely to cause offense.

Article 2 - Field of application

Section 2.01. These ethical rules shall apply to the activities of pharmaceutical companies inside and
outside the borders of Denmark, regarding:

a) Promotion of and communication about medicinal products aimed at healthcare professionals.

b) Interaction with healthcare professionals on medicinal products.

c) The rules are only applicable in respect of activities that are partially or fully directed against
Danish healthcare professionals. However, the rules, also applies to activities, which are exclu-
sively directed against foreign healthcare professionals, provided that the activities are held in
Denmark.

Section 2.02. The rules shall not apply to:

a) Activities that relate exclusively to products, which do not fall under the definition of a medici-
nal product, e.g. medical devices, skin care products and similar products,
b) Activities that are not aimed at healthcare professionals, e.g.:
e Dialogue and negotiations with decision-makers, including politicians and officials,
o The pharmaceutical industry’s cooperation with patient organisations,
e Promotion of medicinal products aimed at the general public,
e Press releases, etc., as well as information for investors, etc., and
e Patients and citizens,
c) The conditions covered by the exceptions provided for in section 2 of the Executive Order on
Advertising of medicinal products,
d) Cases relating to clinical research, which is reported to the scientific ethical committee system
and/or the Danish Health and Medicines Authority, except for Art. 13, sections 3-10, which also
applies to meetings, etc., in the context of clinical research as well as Art. 15 and Art. 16, which
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also applies to remuneration for services offered in connection with collaboration on clinical
research.

Article 3 - Definitions

»n »

Section 3.01. "Promotion”, "the general public”, "healthcare professionals” and “pharmaceutical com-
panies” is defined as in Sec. 1 of the Executive Order on Advertising of Medicinal Products. The concept
of promotion applies to all activity, regardless of media, which are undertaken, organised or sponsored
by a pharmaceutical company or by authority of a pharmaceutical company.

Section 3.02. "Pharmaceutical companies” in relation to this code is defined on the basis of the defini-
tion in Sec. 1, subsection 4, of the Executive Order on Advertising of Medicinal Products, and means
members of:

a) The Danish Association of the Pharmaceutical Industry (Lif),

b) The Danish Generic Medicines Industry Association (IGL)

¢) The Danish Association of Parallel Distributors of Pharmaceuticals (PFL) and

d) Affiliated companies and associations, i.e. companies and associations, which are not members
of the above-mentioned associations, but have decided to be bound by these ethical rules, and

e) Consultancy service companies, etc., acting on behalf of the companies and associations men-
tioned in subsections a)-d).

Section 3.03. "Medicinal products” is defined as any product, which:

a) Is presented as an appropriate means for treating or preventing disease in human beings,

b) May be used in or administered to human beings either to restore, alter or affect physiological
functions by exercising a pharmacological, immunological or metabolic effect, or to make a
medical diagnosis, or

c) Are medical devices intended to administer a medicinal product, cf. subsection a) or b) if the
medical device and the medicinal product is marketed as an integrated product that exclusive-
ly is intended for use in the given combination and the medical device cannot be reused.

Section 3.04. In relation to the obligation to report in Art. 21, "Events” are defined as referred to in
Art. 21, section 21.02.

Section 3.05. "Danish healthcare professionals” is defined as healthcare professionals employed in
Denmark, or healthcare professionals with self-employment in Denmark, i.e. general practitioners with
a clinic in Denmark.
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CHAPTER 2 - MARKETING AUTHORIZATION, REQUIREMENTS OF OBJECTIVITY, ETC.
Article 4 - Marketing authorization and requirements of objectivity

Section 4.01. Promotion of the medicinal products mentioned in Sec. 3, subsections. 1-5 of the Execu-
tive Order on Advertising of Medicinal Products is not permitted.

Section 4.02. Promotion of a medicinal product must be sufficiently complete and objective and it
must not mislead or exaggerate the properties of the medicinal product. Information in promotion
material must be in accordance with the approved summary of product characteristics of the medici-
nal product.

Section 4.03. Promotion material, which appears on exhibition stands or is distributed to participants
at international events outside of Denmark may, without regard to section 4.01, unless prohibited or
otherwise regulated by applicable national laws or other rules, including industry regulations, refer to
medicinal products (or its use), which are not registered in the country where the event is taking
place, or which are registered under different conditions, so long as:

a) Any such promotion material is accompanied by a suitable statement indicating countries in which
the medicinal products is registered and it is clear that the medicinal product or use is not regis-
tered and available locally, and

b) Any such promotion material, which refers to the prescribing information (indications, warnings,
etc.), which is authorised in one or more countries where the medicinal product is registered,
should be accompanied by a explanatory statement indicating that the registration conditions vary
from country to country.

CHAPTER 3 - ADVERTISEMENTS
Article 5 - Compulsory information

Section 5.01. All promotion material of medicinal products directed at healthcare professionals must
include the following information:

1) The invented name and the generic name of the medicinal product. Promotion of combination
medicinal products with no generic name must include clear information on the generic names
of all active ingredients.

2) Name of the marketing authorisation holder as well as name and address of the pharmaceuti-
cal company or its agent responsible for the marketing the product.

3) Therapeutic indication as specified in the summary of product characteristics. In promotion
material exclusively directed at a limited group of healthcare professionals, the indication text
may be reduced to the extent relevant to the group concerned.

4) Contraindications.

5) Adverse reactions and risks.

6) Dosage.

7) Pharmaceutical forms.

8) Packsizes.
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9) Reference to the current price on medicinpriser.dk, if it is a pharmacy-only medicinal product.
10) Dispensing group.

11) Reimbursement status.

12) The date on which the promotion material was generated or last revised.

Section 5.02. The information referred to in section 5.01 must be so clear that the natural target group
for the promotion material can read it effortlessly.

Section 5.03. 1f a medicinal product has been approved in several pharmaceutical forms with different
fields of application, and the promotion material exclusively concerns one of these pharmaceutical
forms, the promotion material may only include information on this pharmaceutical form. Further-
more, it should be included in the promotion material that the medicinal product is also available in
other pharmaceutical forms.

Article 6 - Reminders

Promotion exclusively directed at healthcare professionals, may be limited solely to the invented name
and generic name of the medicinal product.

Article 7 - Information material and documentation

Section 7.01. Promotion of medicinal products must encourage the rational use of medicinal products
by presenting them objectively and without exaggerating their properties. Claims must not imply that
a medicinal product or an active ingredient has qualities or properties, unless this can be substantiat-
ed. Such documentation must at reasonable requests from healthcare professionals, promptly be pro-
vided.

Section 7.02. Information material concerning medicinal products, as in promotional purposes will be
sent out or distributed to healthcare professionals, must as a minimum include the information re-
ferred to in section 5.01, and the date on which the material was generated or last revised. However,
see section 5.03.

Section 7.03. All information referred to in sections 7.01 and 7.02 must be adequate, objective, accu-
rate, relevant, verifiable and sufficiently complete to enable the recipient to form his own personal
opinion of the therapeutic value of the medicinal product.

Section 7.04. Quotations, tables and illustrations from medical journals, scientific literature, etc.,
which is used in the information material as referred to in sections 7.01 and 7.02, must be faithfully
reproduced and the exact source must be provided. Particular attention must be paid to ensuring that
the artwork included in promotion material is not misleading in relation to the nature of a medicinal
product (for example, whether it is suitable for children) or misleading in relation to a claim or com-
parison (for example by using incomplete or statistically irrelevant information, or unusual scales).
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Section 7.05. Substantiation of information on medicinal products must, in addition to the summary of
product characteristics, only include scientifically substantiated research. The research must have
been published in established and independent Danish or foreign publications, professional journals
or the like. The research must prior to publication have been subject to an independent assessment
(peer review).

Section 7.06. Words indicating that the medicinal product is safe may not be used to describe a medic-
inal product. Words that indicate that the medicinal product is new may not be used to describe a me-
dicinal product or packaging which has been generally available, or for a therapeutic indication for
which there has been widespread use of promotional measures, for more than one year. It must not be
stated that a medicinal product has no adverse reactions, toxic effects, or risk of addiction.

Article 8 - Comparative advertising

Section 8.01. If a promotion material includes a comparison between several medicinal products, it
must clearly appear, which medicinal products the comparison includes. The comparison must only
include medicinal products, which are relevant to compare from an objective point of view, i.e. medici-
nal products with the same field of application.

Section 8.02. Comparative advertising must be based on the information in the summaries of product
characteristics of the medicinal products, which are included in the comparison.

Section 8.03. Comparisons between different medicinal products must not be misleading or disparag-
ing.

CHAPTER 4 - DISTRIBUTION OF PROMOTION, TRANSPARENCY AND PERSONAL AD-
VICE.

Article 9 -Distribution of promotion

Section 9.01. Promotion may only be directed at those whose need for, or interest in, the particular
information can reasonably be assumed.

Section 9.02. Mailing lists must be kept up to date. Requests from healthcare professionals to be re-
moved from promotion mailing lists must be complied with.

Section 9.03. Subject to applicable national laws and other rules, including industry regulations, the
use of fax, e-mails, automated calling systems, text messages and other electronic data communica-
tions for the purpose of promotion, is prohibited, unless prior permission has been obtained from the
receiver, or upon request.
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Article 10 - Transparency of sales promotional measures
Section 10.01. Promotion must not be disguised.

Section 10.02. Clinical assessments, post-marketing surveillance and experience programs and post-
authorisation studies (including those of retrospective art) must not be disguised promotion. Such
assessments, programs and studies must be conducted with a primarily scientific or educational pur-
pose.

Section 10.03.1f a pharmaceutical company pays for, or otherwise provide or arrange for the publica-
tion of promotion materials in journals, such material must not appear as independent editorial mat-
ter.

Section 10.04. Material relating to medicinal products and their use, whether promotional in nature or
not, and which is sponsored by a company, must clearly indicate that it has been sponsored by that
company.

Article 11 - Prohibition against advising on personal medical issues

In case of requests from individuals from the general public for advice on personal medical matters,
the enquirer should be advised to consult a healthcare professional.

CHAPTER 5 - FINANCIAL BENEFITS
Article 12 - Main rule - prohibition against financial benefits and gifts

Section 12.01. 1t is not allowed to supply, offer or promise healthcare professionals gifts or finan-
cial benefits, either in the form of cash or benefits, except as listed in in Art. 13 - 15.

Section 12.02. Competitions must not be arranged and prizes must not be offered to
healthcare professionals as part of marketing or otherwise with the intention of promoting
the sales of a medicinal product.

Article 13 - Professional events, sponsorships and hospitality

Section 13.01. Pharmaceutical companies can give or offer a healthcare professional training and pro-
fessional information in the form of payment of direct expenses in connection with professional rele-
vant courses, conferences, training etc., in which the healthcare professionals participate or arrange. In
these activities, pharmaceutical information or other professional relevant information, relevant for
the participants, must be included. The pharmaceutical companies can act as:
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a) Organiser or co-organiser of the events referred to in section 13.01. In-
vitations to such events must only be directed at healthcare profession-
als, or

b) Sponsors of the professional events referred to in section 13.01, organ-
ised by a third party responsible for the professional content, lecturers,
educational method, etc. Sponsorships must not be subject to the spon-
sor influencing the professional content of the program. The organisa-
tion of the event must be independent of the sponsorship given, as only
events of a mere professional nature may be sponsored.

Section 13.02. The organizer and purpose of the events referred to in section 13.01 must appear from
the invitation to the event, just as the invitation always must state, whether the event has been spon-
sored by one or more pharmaceutical companies. The pharmaceutical company is obligated to ensure
this in the contract with any third party.

Section 13.03. All promotional, scientific or professional meetings, congresses, etc., which are organised
or sponsored by, or on behalf of, a pharmaceutical company must take place in an appropriate venue
that is conducive to the main purpose of the event. The meetings may only offer hospitality when rele-
vant.

Section 13.04. No pharmaceutical company may organise or sponsor any of the events referred to in
section 13.01, which takes place outside of the pharmaceutical company’s home country, unless:

a) Most of the invitees come from abroad and, given the countries of origin of most of
the invitees, it makes significantly more logistical sense to hold the event in another
country, or

b) Given the location of the relevant resource or expertise, which is the object or sub-
ject for the event, it makes significantly more logistical sense to hold the event in an-
other country.

Section 13.05. Hospitality extended in connection with the events referred to in section 13.01, must be
limited to travel, meals, accommodation and genuine registration fees.

Section 13.06. Hospitality may only be extended to healthcare professionals who qualify as participants
in their own right.

Section 13.07. All forms of hospitality offered to healthcare professionals must be kept at a reasonable
level and be strictly limited to the main purpose of the promotional or professional event. As a general
rule, the hospitality provided must not exceed the amount that recipients employed in the health sec-
tor, would normally be prepared to pay for themselves.

Section 13.08. Companies must not provide or offer meals (food and beverages) to healthcare profes-
sionals, except in those cases where the value of such meal does not exceed one of the following mone-
tary thresholds: DKK 400 for lunch, DKK 700 for dinner or DKK 1,200 covering all meals at all-day
meetings/conferences, etc. The monetary thresholds apply to meals in Denmark. When providing
meals in other European countries, the monetary thresholds laid down by the pharmaceutical industry
associations in these countries, must be complied with.
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Section 13.09. Hospitality must not include sponsorship or organisation of entertainment events, such
as sporting or leisure events.

Section 13.10. Pharmaceutical companies must avoid using venues, which are known for their enter-
tainment facilities or are extravagant and/or luxurious.

Section 13.11. Funding must not be offered merely to compensate the time spent by healthcare profes-
sionals in attending the events referred to in section 13.01.

Section 13.12. In the case of international events, as referred to in section 13.01, where a pharmaceuti-
cal company is sponsoring the participation of a healthcare professional, any funding provided to such
healthcare professionals is subject to the rules of the jurisdiction where such healthcare professional
carries out his or her profession, and not the rules of where the international event takes place. Danish
legislation and other mandatory legislation must as a minimum always be complied with.

Section 13.13. Pharmaceutical companies must, when committing to reimburse the costs of a
healthcare professional as listed in Art. 13, for his participation in professional events abroad, inform
the healthcare professional of the regulations in section 27 of the Executive Order on Advertising of
Medicinal Products, as well as section 202 (b) and 202 (c) in the Danish Health Act, including the
healthcare professionals obligation to notify the Danish Health and Medicines Authority, and the Au-
thority’s disclosure of the information regarding the association.

Article 14 Information and training material and medical equipment

Section 14.01.The transmission of informational or educational materials to healthcare professionals is
permitted, provided it is:

a. Inexpensive,
directly relevant to the practice of medicine or pharmacy business, and

c. directly beneficial to the care of patients. Such material or items shall not constitute an
inducement to recommend, prescribe, purchase, supply, sell or administer specific me-
dicinal products.

Section 14.02. Furthermore, items of medical equipment aimed directly at the education of healthcare
professionals and patient care, can be provided if they are inexpensive and do not offset the business
practices of the recipient.

Section 14.03. The term “inexpensive”, cf. sections 14.01 and 14.02, is determined on the basis of a spe-
cific assessment, which reflects what is generally considered reasonable in relation to the materi-
al/equipment type and within the scope of any regulating practice.

Article 15 - The use of consultants/professional services

Section 15.01. 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 medi-
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cal/scientific studies, clinical trials or training services, participation at advisory board meetings, and
participation in market research, also when this participation involves remuneration and/or travel
activity. A written contract or agreement must be concluded prior of the commencement of the ser-
vices, specifying the nature of the services and, subject to clause (f) below, the basis of payment for
these services. In addition, the following criteria, to the extent relevant, must be met:

a) a legitimate need for the services must be clearly identified prior to requesting the services
and entering into arrangements with the prospective consultants;

b) the criteria for selecting consultants must be directly related to the identified need and the
persons responsible for the selection of consultants must have the expertise necessary to as-
sess, whether the particular healthcare professionals meet the criteria;

¢) the number of healthcare professionals retained must not exceed the number reasonably nec-
essary to achieve the identified need;

d) the contracting company must keep a record of, and make appropriate use of, the services pro-
vided by consultants;

e) the hiring of the healthcare professional to provide the relevant service must not be an in-
ducement to recommend, prescribe, purchase, supply, sell or administer a particular medicinal
product; and

f) the compensation for the services must be reasonable and reflect the fair market value of the
services provided. In this regard, token consultancy arrangements must not be used to justify
compensating healthcare professionals.

g) Payment must only be offered in the form of actual payment, and not as a set-off, benefit in
kind or by other indirect means.

Section 15.02. Employment arrangements of general practitioners, dentists and pharmacists with a
pharmaceutical company require prior notification to or permission from the Danish Health and Medi-
cines Authority as per the Danish Health Act section 202 (a). Pharmaceutical companies must inform
the healthcare professionals thereof as well as inform the Danish Health and Medicines Authority of
the doctors, dentist and pharmacists who are associated with the company, as per this code’s Art. 16,
section 16.02.

Section 15.03. Anonymous surveys, where the study is carried out by a third party and where the ano-
nymity between respectively the underlying company and the pharmacist, doctor or dentist will be
maintained after the implementation of the study, is not covered by section 15.02. It is a requirement
that the company and the pharmacist, doctor or dentist does not become aware of each other.

Section 15.04. Limited market research, such as one-off phone interviews or post/email/internet sur-
veys is not covered by this provision, except for Art. 15, section 15.01, sub-sections c), €), f) and g) and
section 15.02, provided that the healthcare professionals are not consulted in a recurring manner (ei-
ther with respect to the frequency of calls generally or of calls relating to the same research) and that
the remuneration is minimal and in proportion to the service, cf. section 15.01, sub-section f). Such
research must not constitute disguised promotion.

Section 15.05. If a healthcare professional attends an event (an international event or otherwise) in a
consultant or advisory capacity, the relevant provisions of Art. 13 shall apply.
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CHAPTER 6 - TRANSPARENCY

Article 16 - Transparency

Section 16.01. Lif, IGL and PFL, an their members have signed up to “EFPIA’s CODE ON DISCLOSURE OF
TRANSFERS OF VALUE FROM PHARMACEUTICAL COMPANIES TO HEALTHCARE PROFESSIONALS
AND HEALTHCARE ORGANISATIONS” (Disclosure Code). In Denmark, EFPIA’s Disclosure Code is em-
bodied within the framework of Sec. 4.02 and 4.03, which state that national variations are permissible
in those countries where so required in national legislation.

Section 16.02. Accordingly, companies in Denmark are obliged to comply with:

1) The requirements laid down within the framework of the registration/approval and
Disclosure Regulation laid down in Danish legislation (Medicines Act, Pharmacy Act and
Danish Health Act) and the associated Executive Orders (Executive Order on Relations
between Healthcare Professionals and Pharmaceutical and Medical Technology Compa-
nies and the Executive Order on Advertising of Medicinal Products ) with effect from No-
vember 1, 2014.

2) The disclosure requirements arising from the pharmaceutical industry's other ethical
rules on collaboration.

CHAPTER 7 - NON-INTERVENTIONAL STUDIES, EXHIBITION AND MEDICAL SAM-
PLES

Article 17 - Non-interventional studies of marketed medicinal products

Section 17.01. Non-interventional studies of a marketed medicinal product is defined as a study where
the medicinal product(s) is prescribed in the usual manner in accordance with the terms of the mar-
keting authorization. The assignment of the patient to a particular therapeutic strategy is not decided
in advance by a trial protocol but falls within current practice, and the prescription of the medicinal
product is clearly separated from the decision to include the patient in the study. No additional diag-
nostic or monitoring procedures must be applied to the patients, and epidemiological methods must
be used to analyse the collected data.

Section 17.02. Non-interventional studies, which is prospective and involves the collection of patient
data from or on behalf of individuals, or groups of, who are employed in the health sector specifically
for the study, must comply with all of the following criteria:

a) The study must be conducted with a scientific purpose

b) There must be a written study plan (protocol) and written contracts between healthcare pro-
fessionals and/or the institutes, at which the study will take place, on the one hand, and the
pharmaceutical company, which is sponsoring the study, on the other hand, specifying the na-
ture of the services to be provided, and the basis for payment of these services;
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c) Any remuneration provided must be reasonable and reflect the fair market value of the work
performed, and the pharmaceutical company must, upon request, make information about how
the remuneration was assessed available to ENLI.

d) Study protocols relating to non-interventional studies (description of non-interventional stud-
ies) must be submitted to the Danish Health and Medicines Authority for review and guidance.

e) The Danish Act on Processing Personal Data (including the collection and use of personal data)
must be complied with,

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 pharmaceutical company’s scientific service as
described in Art. 20, section 20.02, subsection a).

h) The study results must be analysed 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
service (as described in Art. 20, section 20.02, subsection a). The scientific service must main-
tain records of such reports for a reasonable period of time. The pharmaceutical company must
forward the summary report to all healthcare professionals that participated in the study and
must make the summary report available to ENLI upon their request. If the study shows results
that are essential for the assessment of benefit/risk, the summary report must be immediately
forwarded to the relevant competent authority, and

i) Pharmaceutical sales representatives may only be involved in an administrative capacity and
such involvement must be under the supervision of the company’s scientific service, which
must also ensure adequate training of consultants. Such involvement must not be linked to the
promotion of any medicinal product.

Section 17.03. To the extent applicable, companies are encouraged to comply with section 17.02, for all
other types of studies covered by section 17.01, including epidemiological studies and registries and
other studies of retrospective art. Such studies are in any case covered by section 17.02, subsections
a), ¢) and f).

Article 18 - Exhibition etc.

Section 18.01. In connection with the organising of professional events, where pharmaceutical compa-
nies are given access to promotion and marketing of medicinal products, such promotion and market-
ing must be conducted separate from the rest of the event’s professional content.

Section 18.02. The promotion and marketing referred to in section 18.01 must take place only in con-
nection with events that adhere to the professional standards in Art. 13, section 13.01.

Section 18.03. When pharmaceutical companies are given the opportunity to advertise, exhibit, display
movies, inform about products, etc., it must take place on the basis of a preceding agreement on the
conditions, including the financial terms and programme of the event.
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Article 19 - Medical samples

Section 19.01. Samples of a medicinal product must not be supplied for more than two years after the
date of introduction.

Section 19.02. The date of introduction for a new medicinal product shall be the date at which it is
placed on the market for the first time, i.e. listed in Medicine Prices for the first time after grant of a
marketing authorisation. In the event of a new/amended marketing authorisation being granted for a
change in indication or changes in strength/pharmaceutical form as a result of a new indication, the
date of introduction should be the first date of marketing after the new/amended marketing authori-
sation has been granted. Extensions of a marketing authorisation as a result of additional
strengths/pharmaceutical forms for existing indications - or new packages - are not considered to be
new medicinal products.

Section 19.03. The rules of sections 19.01-19.02 shall apply to medical devices that are medicinal
products pursuant to Art.3, section 3.03, subsection (c). Other medical devices are not covered by sec-
tions 19.01 and 19.02. Samples of medicinal products may be supplied together with these devices to
the extent that it is required to test new or changed devices, and no more than two years after the in-
troduction of the new/changed device, but otherwise not covered by sections 19.01 and 19.02.

Section 19.04. In addition to the provisions of sections 19.01 - 19.03, the Executive Order for the time
being in force on the supply of samples of medicinal products shall apply.

CHAPTER 8- PERSONNEL, EDUCATION/TRAINING, ETC.

Article 20 - Personnel in pharmaceutical companies

Section 20.01. Each pharmaceutical company must ensure that its sales representatives, including per-
sonnel retained through contract with third parties, and any other company representatives who con-
tacts healthcare professionals, pharmacies, hospitals or other healthcare facilities in connection with
the promotion of medicinal products (each, a “pharmaceutical sales representative”) are familiar with
the relevant requirements of the applicable laws and other rules, including industry regulations, and
are adequately trained and have sufficient professional knowledge to be able to provide accurate and
complete information about the medicinal products they promote. Pharmaceutical sales representa-
tives must be aware of the following conditions:

a) Pharmaceutical sales representatives must comply with all relevant requirements of the appli-
cable laws and other rules, including industry regulations, and the companies are responsible
for ensuring their compliance.

b) Pharmaceutical sales representatives must perform their duties responsibly and ethically.

c) During each visit, and in accordance with applicable laws and other rules, including industry
regulations, pharmaceutical sales representatives must give the persons visited, or have avail-
able for them, a summary of the product characteristics for each medicinal product they pre-
sent. The summary of product characteristics must be accompanied by information about the
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d)

g)

current price on medicinpriser.dk (if the medicinal product is reserved to pharmacies only)
and reimbursement status.

Pharmaceutical sales representatives must immediately transmit the scientific service of their
companies any information they receive in relation to the use of their companies’ medicinal
products, particularly reports on side-effects, cf. Sec. 20.02, subsection a).

Pharmaceutical sales representatives must ensure that the frequency, time and duration of vis-
its to healthcare professionals, pharmacies, hospitals and other healthcare facilities, together
with the manner in which they are conducted, do not cause inconvenience.

Pharmaceutical sales representatives must not use unethical methods to gain an interview. In
an interview, or when seeking an appointment for an interview, pharmaceutical sales repre-
sentatives 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.

The provisions of Art. 17, section 17.02, subsection i), are also applicable to the activities of
pharmaceutical sales representatives.

Section 20.02. All pharmaceutical company staff, and all staff retained through contract with third par-
ties, who are involved with the preparation or approval of promotional material or activities, must be
fully knowledgeable of the requirements of the applicable laws and other rules, including industry
regulations.

a)

b)

Each pharmaceutical company must establish a scientific service in charge of information
about its medicinal products and the approval and supervision of non-interventional studies.
The pharmaceutical companies are free to decide how best to establish such service(s) in ac-
cordance with section 20.02 (i.e., whether there is one service in charge of both duties or sepa-
rate services with clearly delineated duties), taking into account their own resources and or-
ganisation. The scientific service must include a medical doctor or, where appropriate, a phar-
macist who will be responsible for approving any promotional material before release. This
person must certify that he or she has reviewed the final form of the promotional material, and
that in his or her opinion it is in accordance with the requirements of the applicable laws and
other rules, including industry regulations, is consistent with the summary of product charac-
teristics and is a fair and truthful presentation of the facts about the medicinal product. In addi-
tion, the scientific service must include a medical doctor or, where appropriate, a pharmacist,
who will be responsible for the oversight of all non-interventional study (including the review
of any responsibilities relating to such studies, particularly with respect to any responsibilities
assumed by pharmaceutical sales representatives). This person must certify that he or she has
reviewed the protocol for each non-interventional study and that in his or her opinion it is in
accordance with the requirements of the applicable code(s).

Each pharmaceutical company must appoint at least one senior employee who is responsible
for ensuring that the company and its subsidiaries comply with the standards of the applicable
code(s).
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CHAPTER 9 - ENFORCEMENT, REPORTING REQUIREMENT AND PRE-APPROVAL
Article 21 - Reporting requirement

Section 21.01. Pharmaceutical companies are obligated to report activities to ENLI:

a) which are organised or co-organised by a pharmaceutical company, and the event is fully or
partially directed against Danish healthcare professionals.

b) where a pharmaceutical company, without organising or co-organising the event, provides fi-
nancial (sponsor) support to a so-called third party event, fully or partially directed against
Danish healthcare professionals or to the participation of Danish healthcare professionals.

c) where a pharmaceutical company buys an exhibition stand at a congress in Denmark.

Section 21.02. "Event” has the meaning set forth in section 21.01, and includes all kinds of continuing
training in the form of meetings, congresses, conferences, symposia, courses, end-of-day meetings or
similar events with the participation of healthcare professionals. Excluded are visits from pharmaceu-
tical sales representatives and events, cf. section 21.01, subsections a) and b), where the healthcare
professional provides a service in return.

Section 21.03. In addition, pharmaceutical companies are obligated to report all kinds of printed pro-
motion material aimed at healthcare professionals on the Danish market, whether in printed adver-
tisements, leaflets, handouts or the like. Electronic texts are comparable with printed texts. Texts on
websites are thus comparable with printed promotion and must be reported, if access to the promo-
tion is restricted in a way that makes it inaccessible to the general public and the promotion is written
in Danish. If access to the website text is not restricted, it is promotion to the general public and there-
fore not covered by these ethical rules.

Section 21.04. Companies are obligated to file a report online via: www.enli.dk using a standard report
form. The company is obligated to ensure that the report is fully enlightened and that all relevant doc-
umentation is submitted.

Section 21.05. Reports concerning the activities set out in section 21.01, subsection a), must be filed
within 10 working days prior to the opening day of the event. Reports concerning sponsorships etc., cf.
section 21.01, subsection b), must be filed no later than 10 working days after a binding promise to
provide financial support has been made, or in the case of exhibition at least 10 working days prior to
the opening day of the event. Reports relating to promotion material must be filed at least on the same
day as the printed promotion material, cf. section 21.03, is distributed (i.e. distributed or published as
advertisement).

Section 21.06. The pharmaceutical company responsible for the event must ensure that the abovemen-
tioned obligations to report are always complied with. This also applies when the planning, distribu-
tion or other practical duties of the event are fully or partially carried out by others.

Section 21.07. A pharmaceutical company, seeking a pre-publication vetting of an activity and its com-
pliance with the rules, may, subject to a fee, apply for a pre-approval. Applications are submitted
online via: www.enli.dk.
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Section 21.08. Pharmaceutical companies are in their event invitations to healthcare professionals ob-
ligated to write:

a) thatthe event has been/will be reported to ENLI prior to the event and

b) that the event in the organisers’ opinion complies with the applicable rules, even if
the event has not been pre-approved by ENLI, or

c) thatthe eventin its current form and content has been pre-approved by ENLI.

Article 22 - Enforcement

The rules are sanctioned as outlined in the Sanctions- and fees regulations of ENLI, please refer there-
to.

Article 23 - Entry into force

This code shall enter into force on 19 February 2015 and replaces the latest published code, version
1.7, of 11 August 2014.
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