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INTRODUCTION

The Employers’ Union of Innovative Pharmaceutical Companies INFARMA and its members, being
aware of the importance of communication of reliable and objective information on medicinal
products for making rational decisions with regard to the administration of medicinal products,
has approved the Code of Good Practice of the Pharmaceutical Industry (hereinafter referred to as

the “Code”).
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CHAPTER

GENERAL PROVISIONS

Article 1
Objectives of the Code

The objective of this Code is to create a mechanism of voluntary control of advertising of prescription-only
medicinal products as well as support and promotion of the following:

a) fair competition:
b) reliable and lawful advertising of medicinal products:

c) fair and transparent cooperation with Healthcare Professionals, Healthcare Organisations and Patient
Organisations:

non-interventional studies in line with the highest ethical standards.

Article 2
Definitions

1. For the purpose of this Code, the terms listed below shall have the following meaning:
1) “Advertising Audience” shall refer to a person authorised to issue prescriptions or a person tra-
ding in medicinal products;
2) “Non-interventional study” shall refer to a study, during which:

a) medicinal products are used in accordance with the terms of the marketing authorisation;

b) patients are assigned to a particular study group in which the method of treatment is specified
not on the basis of a study protocol, but depends on current practice, while the decision to ad-
minister the drug is unambiguously separated from the decision to include the patient in the
study;

c) patients do not receive any additional diagnostic or monitoring procedures, while epidemio-
logical methods are used to analyse the data gathered.

3) “Donations” - donations, grants and other services provided free of charge, including funding and
physical benefits;

4) “Code" - this Code of Good Practice of the Pharmaceutical Industry;

5) "“Penal Code” -the Penal Code of 6 June 1997 (Journal of Laws of 1997, No. 88, item 553, as amen-
ded);

6) “Healthcare Organisation” shall refer to any entity:

a) which is a healthcare centre, medical organisation or scientific organisation operating in the
area of health or medicine, irrespective of its organisational or legal form, such as a hospital,
clinic, foundation, university, other teaching institution or scientific society (except for Patient
Organisations) or

b) through which one or more Healthcare professionals provide services

—with their registered offices in Europe. Entrepreneurs conducting wholesale or retail trade of me-

dicinal products are not considered Healthcare Organisations;

7) “Patientorganisation” shall refer to entities associating patients or carers representing or suppor-
ting patients or organisations associating such entities;
8) “Pharmaceutical Law" - the Pharmaceutical Law of 6 September 2001 (Journal of Laws of 2008,

No. 45, item 271, as amended);

9) “Representative” shall refer to any person who on behalf of a Marketing Authorisation Holder
pays visits to the Advertising Audience in order to promote medicinal products;
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10) “Healthcare Professional” shall refer to any natural person:

a) whois a physician, dentist, pharmacist, physician assistant (senior physician assistant), nurse,
obstetrician, medical laboratory scientists, paramedic or pharmacy technician; or

b) other than the persons listed under (a) above who, due to their profession, is entitled to pre-
scribe, purchase, supply, recommend or administer medicinal products.

Persons employed by a Signatory of the Code under employment contracts or civil law contracts,

whose main occupation is practising the professions specified in a) or b) above shall also be consi-

dered Healthcare Professionals.

11) “"Representative” shall refer to a senior employee designated by a Signatory of the Code who is
responsible for monitoring compliance with the Code by the Signatory of the Code, its employees
and associates;

12) “Court” shall mean the disciplinary Court operating at the Employers’ Association of Innovative
Pharmaceutical Companies INFARMA;

13) “Signatory of the Code"” -

a) amember of INFARMA,
b) other entities which have accepted the Code in accordance with Article 60 of the Code;

14) “Personal Data Protection Act” - the Personal Data Protection Act of 29 August 1997 (Journal of
Laws of 2015, item 2135, as amended);

15) “Act on the Electronic Provision of Services” — the Act on the electronic provision of services of 18
July 2002 (Journal of Laws of 2013, item 1422, as amended);

16) “Act on Combating Unfair Competition” — the Act on combating unfair competition of 16 April
1993 (Journal of Laws of 2003, No. 153, item 1503, as amended);

17) “Events” shall refer to information, promotional, scientific or professional meetings, congresses,
symposia and other such events, including inter alia meetings of advisory bodies, visits to rese-
arch institutions and production sites, meetings of investigators, meetings on planning, training
and other issues regarding clinical or non-interventional studies, organised or sponsored by, on
behalf of or on contract to a Signatory of the Code;

18) "INFARMA" shall mean the Employers’ Association of Innovative Pharmaceutical Companies
INFARMA.

now

2. The terms: "Marketing Authorisation Holder”, "medicinal product”, “advertisement of a medicinal
product”, "Summary of Product Characteristics” as well as "Patient Information Leaflet” shall be un-
derstood as defined by the provisions of the Pharmaceutical Law, where “medicinal product” shall
only be understood as a medicinal product for human use;

3. theterm “"good customs” shall be understood as good practices in accordance with the interpretation
of this concept under the Act on Combating Unfair Competition.

Article 3

Precedence of the statutory law

1. The provisions of the generally applicable law governing the issues constituting the subject matter of
the regulations of this Code shall always take precedence over the provisions of the Code.

2. If the provisions of the generally applicable law provide for more stringent requirements regarding

matters constituting the subject matter of the regulations of this Code, the Signatory of the Code un-
dertakes to satisfy these requirements at the same time, as far as possible in compliance with the pro-
visions of the Code. If the provisions of the applicable law provide for less stringent requirements with
regard to the matters constituting the subject matter of the regulations of this Code, this shall not rule
out the obligation of the Signatories of the Code from applying the provisions of the Code.
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3. The provisions of the Code shall supplement the provisions of Directive 2001/83/EC of the European
Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal pro-
ducts for human use (0J. L 311, 28.11.2001, p.67), as well as the provisions of the Pharmaceutical Law
and the secondary regulations issued on its basis.

Article 4

Scope of the Code

The Code stipulates the following:

a. good practices regarding advertising of prescription-only medicinal products for human use;

b. good practices regarding non-interventional studies;

c. good practices of cooperation with Healthcare Professionals, Healthcare Organisations and Patient Or-
ganisations;

d. good practices regarding transparency of websites, owned, administered or sponsored by the Signato-
ries of the Code.

Article 5

Objective applicability of the Code

1. The provisions of the Code shall apply to the following:

a. advertising of prescription-only medicinal products, in particular: verbal or written communica-
tion, advertisements in magazines, correspondence, measures undertaken by Representatives,
measures undertaken using the Internet and other means of electronic communication, applica-
tion of audiovisual systems, provision of samples and hospitality to Healthcare Professionals;

b. the provision of materials or items of an educational or information nature, as well as items inten-
ded for performing a medical or pharmaceutical practice by Healthcare Professionals;

¢. non-interventional trials and studies using medicinal products authorised for marketing;

d. cooperation between Signatories of the Code on one side and Healthcare Professionals and Heal-
thcare Organisations on the other side, including cooperation under trials and studies being con-
ducted or other relations arising from concluded contracts;

e. cooperation between Signatories of the Code and Patient Organisations;

f. websites owned, administered or sponsored by a Signatory of the Code.

2. The provisions of the Code do not apply to the following:

a. advertising of non-prescription medicinal products;

b. information contained on packaging and attached to the packaging of medicinal products in com-
pliance with the marketing authorisation;

c. information related to the business of a Signatory of the Code, including financial data, descrip-
tions of research and development programmes, discussion of strategies for regulatory develop-
ments affecting a Signatory of the Code and his products, in particular information for investors
and current or potential company employees of a Signatory of the Code provided that they do not
simultaneously constitute advertising of a medicinal product;

d. non-promotional correspondence, the objective of which is to provide answers to a specific qu-
estion about a specific medicinal product;

e. informative announcements not directed to the public, relating, in particular, to a change of packa-
ging, adverse reactions warnings, provided that they do not include product claims;

f. information on human and animal health or diseases, provided that this does not, even indirectly,

refer to medicinal products;
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Article 6
Subjective applicability of the Code

1. The provisions of the Code are binding on the Signatories of the Code who have acceded to the Code
as of the date on which they signed the statement of accession to the Code, the specimen of which is
attached as Appendix 1 to the Code and for members INFARMA - on the date on which the Code was
approved by INFARMA.

2. Other entities may apply the provisions of the Code as a set of standards, the voluntary respect of
which ensures compliance with high ethical standards of operations.

Article 7

Scope of responsibility of a Signatory of the Code

1. Signatories of the Code are responsible for the operations of their employees, Representatives and
third parties acting on their behalf with regard to the activities covered by the regulations of the Code,
in particular: consultants, entities conducting market research and training, as well as advertising
agencies.

2. Signatories of the Code shall make every effort to ensure that the companies from its group, as well as
entities which are operating on its behalf or on contract to it with respect to activities covered by the
regulations of the Code, respect the provisions of the Code.

3. The personnel of a Signatory of the Code, as well as anyone for whose activities a Signatory of the Code

is responsible under this Article, shall be trained on the applicable provisions of the law and provisions
of the Code.
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CHAPTERII

ADVERTISING AND PROMOTION
OF MEDICINAL PRODUCTS

Article 8
Advertising audience

1.

Subject to the provisions of the generally applicable law, advertising of prescription-only medicinal
products may only be addressed to the persons authorised to issue prescriptions or to the persons who
trade in medicinal products.

Advertising of a medicinal product should be addressed exclusively to such Advertising Audiences
where it is reasonable to assume they require such advertising and are interested in it.

If advertising of medicinal products is addressed to physicians performing public functions within the
meaning of Article 115 § 19 of the Penal Code, in particular: national consultants, province consultants,
director of a hospital or head of a hospital ward, it should be of paramount importance to make sure
the above-mentioned advertising or promotion addressed to these persons does not come into con-
flict with their positions and thus with the applicable law.

Article 9
Protection of personal data of the advertising audience

1. Advertising, in particular preparing correspondence and mailing lists used for the purpose of promo-
ting medicinal products, must be consistent with the provisions of the Personal Data Protection Act
and the Act on the Electronic Provision of Services.

2. Promotional content may only be sent by electronic means of communication at the request of or with
the consent of the Advertising Audience.

3. Personal dataincluded in a correspondence or mailing list used for the purpose of advertising medici-
nal products shall be deleted or modified upon request of the data subject in accordance with the pro-
visions of the Personal Data Protection Act.

Article 10

General principles of advertising and promotion

1.

Advertising of a medical product shall be conducted in line with applicable laws and good customs as
well as with the observance of high ethical standards.

Advertising of a medicinal product is allowed only after obtaining marketing authorisation in the Re-
public of Poland and shall be conducted in line with the information contained in the Summary of Pro-
duct Characteristics. The above-mentioned condition shall not limit the right to full information on re-
search and medical progress provided that it does not have the features of an advertisement.
Advertising of a medicinal product shall not mislead, in particular through distortion, exaggeration, im-
proper suggestion, omission, ambiguity or in any other way. This especially applies to the medicinal
product’s properties or method of action.

An advertisement of a medicinal product shall present the medicinal product objectively, without
exaggeration and shall provide information about its rational use. Claims contained in the advertise-
ment shall not suggest that the medicinal product or its active ingredient have unique properties or
quality, if such claims cannot be justified.

Advertising of a medicinal product shall be consistent with the Summary of Product Characteristics.
Advertising of a medicinal product shall not decrease confidence in the pharmaceutical industry.
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7. Advertising activities shall take into account the special nature of medicinal products as well as the
professional position of the Advertising Audience.

8. Advertising shall not be offensive to the Advertising Audience and shall not refer to the feelings of the
Advertising Audience by inducing fear or taking advantage of superstition.

9. Inthe case of advertising of medicinal products with different compositions of active ingredients, the
simultaneous presentation of such products in an advertisement is acceptable under the condition
that the advertisement of the presented products meets the requirements set out in the Code and in
the generally applicable provisions of the law.

10. The presentation of medicinal products with the same active ingredient but having different pharma-
ceutical forms in a single advertisement is acceptable.

Article 11

Obligatory content of advertisement

1. Advertising material shall contain basic information on the medicinal product, in line with the Summa-
ry of Product Characteristics and with the applicable provisions of the law.

2. The advertising material must include at least the following data on the advertised medicinal product:
a. the name of the medicinal product, as well as its commonly used name;

b. the qualitative and quantitative composition with reference to active ingredients, as well as the
excipients in the case of which such information is crucial for proper administration;

c. the pharmaceutical form;
the therapeutic indication or indications for use; however, it is possible to present the selected
therapeutic indications only, under the condition that the remaining information communicated
in the advertisement refers to those indications only;

e. the dosage and administration method;

f. the contraindications;

g. special warnings and precautions regarding use;

h. adverse reactions;

i. information on the Marketing Authorisation Holder;

j.  the number of the marketing authorisation, as well as the name of the issuing authority;

k. information on the assigned availability category;

L. in the case of medicinal products included in the reimbursed drug list — information on the retail
price and the surcharge amount to be covered by the beneficiary of the healthcare services.

3. Theinformation referred to in section 2 of this Article must be presented visibly and legibly.

4. The obligation to include the information referred to in section 2 of this Article does not apply to re-
call advertising, provided that the recall advertising only contains the name of the medicinal product
or the trademark without containing references to therapeutic indications, the pharmaceutical form,
the dose, advertising slogans or other advertising content.

Article 12

Transparency of promotion

1.

Promotional materials published, among others, in magazines directly or indirectly financed or co-fi-
nanced by a Signatory of the Code, its representative or an entity acting pursuant to an order of the
Marketing Authorisation Holder, shall not appear to be independent publications.

Materials concerning medicinal products as well as their usage, financed by a Signatory of the Code,
shall be explicitly labelled as sponsored, regardless of whether they represent advertisement or not.
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3. Clinical assessments, post-marketing monitoring and analysis programmes as well as trials and stu-
dies conducted after obtaining marketing authorisation (also those of retrospective nature) shall not
be used as concealed promotion. Such assessments, programmes, trials and studies must be conduc-
ted most of all for the research and education-oriented purposes.

Article 13
Replies to patients’ requests for advice
Replies to patients’ requests for health advice shall be limited to a recommendation to consult a physician.

Article 14
Transparency of websites
1. The content of a website which is owned, administered or sponsored by a Signatory of the Code, shall
explicitly indicate:
a. the name and address (including e-mail) of the Signatory of the Code;
b. the source or author of the information as well as the date of publication on the website;
c. the target audience of the website (e.g. Healthcare Professionals, patients and the general public
or both groups at the same time);
d. the objective of the website.
2. For detailed guidelines regarding the content of the websites see Appendix 2 to the Code.

Article 15
Information in advertisement

1. Information used to advertise a medicinal product:

a. shall be precise and objective and sufficiently complete in order for the Advertising Audience to
be able to form their own opinion on the therapeutic value of the medicinal product advertised;

b. should be based on an up-to-date assessment of the relevant reference materials and clearly indi-
cate those references;

c. may be based on scientific evidence presented at congresses or scientific symposia, provided that
the said evidence has been included in generally available materials, e.g. on websites of a given
scientific congress, or in summaries (abstracts) published in indexed scientific magazines (e.g. sup-
plements). Such data shall be communicated consistently with the original materials indicating
their source and publication date.

Information on changes in the Summary of Product Characteristics may be communicated only after the
changes have been approved by the relevant authority (except for the information regarding therapy safe-
ty, e.g. on adverse reactions or interactions).

Article 16
Scientific data in advertisement

Scientific data, analyses and results taken from specialist publications or scientific magazines shall be

communicated consistently with the original, indicating their source as well as the publication date or the

date of the most recent revision, and, in particular:

a. the results of trials, scientific news and abstracts shall not be used in a fashion which might evoke an
erroneous impression regarding their character, scope, applicability or meaning;

b. in vitro trials, or tests on animals, shall not be used in a fashion which might give an inappropriate or
erroneous impression regarding their clinical value;

c. the course of the trial referred to in an advertisement should be described in an explicit and unambi-
guous fashion;
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d. a comparison of the effects of various medicinal products or comparison of the effects of medicinal
products and non-pharmacological treatment methods shall be expressed in a fashion which clearly
depicts its statistical and clinical value. Where there is no statistical significance, the following infor-
mation is required: “difference statistically insignificant” or "SI".

e. this data may be provided on condition that the advertisement of a medicinal product containing them
is not in conflict with the Summary of Product Characteristics.

Article 17

Unfair reference to sources

1. The following elements shall not be used as reference data in medicinal product advertising:

a. unpublished data on file of the Marketing Authorisation Holder, unless the data is included in the
registration file available on request;

b. data which were printed only in materials from a session or Event financed by a Marketing Autho-
risation Holder or organised by a scientific society, unless the materials are published in the form
fulfilling the requirements stipulated in Article 15(1)(c) of this Code;

c. information obtained from the Healthcare Professionals during personal communication or obta-
ined through market research conducted by a Marketing Authorisation Holder or through outsour-
ced market research, unless the data have been published and contains explicit information about
the principal of the market research.

Article 18

Quotations in advertisements

1.

Quotations, tables and other illustrations obtained from published medical studies, medical or scien-

tific literature to be used in advertisements shall:

a. be faithfully reproduced, except where their adaptation or modification is required for the adver-
tisement to remain in compliance with the provisions of the Code and it is simultaneously clearly
indicated that these materials have been adapted or modified;

b. precisely specify the source of their origin.

Special care must be taken to ensure that the materials contained in the advertisement are not misle-

ading with regard to the nature of the product (e.g. whether it can be administered to children), claims

about it or comparisons (e.g. through the use of incomplete or not statistically significant information
or an atypical scale).

The use of a model of quotation suggested by indexed medical magazines is recommended.

Quotations, figures or charts obtained from research papers used for the purpose of comparing medi-

cinal products shall not be misleading or be used to discredit a competitive medicinal product.

Quotations from specialist magazines, tables and other illustrations used in advertisements shall not

create the erroneous impression that the research or documentation were developed for another, com-

petitive medicinal product, e.g. a generic.

Article 19
Statements in advertisement

1.

Any statements regarding a medicinal product included in its advertisement shall be consistent with

approved Summary of Product Characteristics and supported by relevant evidence, in particular:

a. information on the composition, active ingredients, properties, effects of the medicinal product
shall be precise, consistent with the information included in the Summary of Product Characteri-
stics and shall not be misleading;

b. comparative expressions, such as “better than”, "more effective than”, the expression “cheaper
than”, etc. shall not be used without relevant, up-to-date evidence proving their authenticity;

11
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c. amedicinal product may be referred to as "most frequently prescribed” only if there is up-to-date
statistical evidence confirming these statements and the conditions specified in Article 17, item c)
of the Code have been satisfied;

d. the term “"new"” may only be used with reference to a medicinal product whose composition inc-
ludes an active ingredient or a mixture of active ingredients which has not been registered in the
Republic of Poland as a medicinal product before;

e. the term “new" shall not be used with reference to a medicinal product after 12 months from the
day it was authorised for marketing in the Republic of Poland;

f. the term “new” shall not be used with reference to therapeutic indications of a medicinal product
after 12 months from the date of registration of changes in the Summary of Product Characteri-
stics;

g. theterm “"new” shall not be used with reference to a medicinal product in a new form or dose after
12 months from the day it was authorised for marketing in the new form or dose;

h. dataon safety of application of a medicinal product, e.g. contraindications, precautions, as well as
adverse reactions, shall be clearly described so that no doubts arise as to the terms used;

i.  the word "safe” shall not be used unless its usage is appropriately substantiated.

2. An advertisement shall not contain information suggesting that the use of the medicinal product does
not have any adverse effects, a risk of poisoning or risk of addiction.

Article 20
The obligation to disclose data substantiating statements
used in advertisement

The Marketing Authorisation Holder or his representative shall disclose the documentation constituting
the source of the data contained in the advertisement in response to the written request of the Advertising
Audience, the Marketing Authorisation Holder or its representative, within 21 days of service of the request
to disclose the documentation. In particular, the claims contained in the advertisement regarding the ad-
verse effects should reflect the available scientific data or be justifiable on the basis of clinical experience.
Justifications are not required of claims contained in the advertisement regarding items contained in the
approved Summary of Product Characteristics.

Article 21

Comparative advertisement

1. Comparative advertisements shall meet the requirements arising from the generally applicable law,
including the Act on Combating Unfair Competition.

2. Comparative advertisements shall cumulatively satisfy all of the following conditions:

a. they must provide the name, pharmaceutical form, as well as dosage of the medicinal products
compared;

b. they cannot be misleading;

c. they only compare medicinal products with the same properties or in the same indications relia-
bly and in a manner which can be checked on the basis of objective criteria;

d. the comparison shall refer to specific qualities of the medicinal products compared supported by
research results; it should be objective, reliable and verifiable; the ability to check the information
included in the comparison needs to be assured through the provision of the source of the infor-
mation presented, together with the date of the publication or the last update;

e. the comparison shall refer to one or several significant, characteristic, typical and verifiable quali-
ties, including the price of the medicinal products compared;
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f. the comparison of selected qualities of medicinal products shall not be misleading in terms of
characteristics of the medicinal products compared, as well as the qualities not included in the
comparison; it shall not make the medicinal products, their trademarks, company logos or other di-
stinctive features indistinguishable;

g. they shall not discredit the competitive medicinal product or Marketing Authorisation Holder;

h. they shall not present a medicinal product as an imitation or copy of a product labelled with a re-
gistered trademark or another distinguishing mark.

i. the reputation of the trademark, the enterprise’s marking or the markings distinguishing the com-
petitor shall not be used dishonestly.

Article 22

Samples

1. Itis permissible to provide samples of only new medicinal products.

2. For the purposes of this Article:

a. a medicinal product shall be considered new:
— for five years from the first placement of the product onto the market in Poland or
- ifitis covered by a marketing authorisation, which is extended to include a new indication, for
five years from the date on which the decision extending the marketing authorisation to inc-
lude the new indication becomes effective.
b. amedicinal product shall not be considered new:
- ifithas a new package size or
— ifitis a product with the same quality content of active ingredients as the previously registe-
red product, but of a different dose or pharmaceutical form unless the scope of indications
compared to the previously registered medicinal product, has not been extended.

3. Asingle sample shall not exceed the smallest packaging of a medicinal product, authorised for marke-
ting in the Republic of Poland.

4. Each sample of a medicinal product shall be prominently labelled with the following information: “Free
sample — not for sale.” The Summary of Product Characteristics should be attached to each sample.

5. The labelling, Patient Information Leaflets and Summaries of Product Characteristics of medicinal pro-
ducts distributed as samples shall be in Polish.

6. Samples of medicinal products may only be distributed to persons authorised to issue prescriptions,
persons authorised to prescribe the specific medicinal product being advertised, in response to a writ-
ten request made to the Marketing Authorisation Holder or entity operating on contract to it.

7. ltis prohibited to distribute samples of medicinal products containing intoxicants or psychotropic sub-
stances.

8. Itis prohibited to provide more than four samples of the same medicinal product to one person within a
calendar year and to provide samples of a given medicinal product after two years from the first time this
person made a written request to obtain samples of the given medicinal product. The maximum number
of samples of the same medicinal product provided to one person shall not exceed eight samples.

9. The person providing free samples shall keep a register of such samples in line with the provisions of
the law.

10. Each Signatory of the Code shall implement an appropriate supervision system and shall be responsi-

ble for ensuring that the samples are distributed in line with the provisions of the law and the Code.
Samples of the medicinal product shall be provided to persons authorised to issue prescriptions sole-
ly in order to make it possible for these persons to familiarise themselves with the medicinal product
and acquire experience in using that product.

13
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CHAPTER I

REPRESENTATIVES

Article 23
Obligation regarding training of the Representative

The Representatives of the Signatory of the Code, including the personnel acting for the Signatory of the
Code under contracts with third parties and all other persons who pay visits to the Advertising Audience
on behalf of the Signatory of the Code at pharmacies, hospitals and other healthcare facilities, in order to
promote the medicinal products, must be trained on the provisions of the generally applicable law, as well
as the provisions of the Code and must have sufficient medical knowledge to be able to provide accurate
and complete information on the medicinal products they are advertising.

Article 24
The Representative’s responsibilities

1.

Representatives shall fulfil their responsibilities in accordance with the provisions of the law, as well
as the principles set out in the Code reliably and ethically.

The Representative shall provide the Summary of Product Characteristics for the presented medicinal
product or make it available to the Advertising Audience visited.

The Representative shall immediately provide the Marketing Authorisation Holder for the given pro-
duct or its representative in the Republic of Poland with any new information regarding the application
of the medicinal products, in particular their adverse effects.

The Representative shall make sure that the frequency, dates as well as duration of visits paid to the
Advertising Audience in pharmacies, hospitals and other healthcare facilities, as well as the course of
such visits are consistent with the applicable laws, do not cause any difficulties in the work of such fa-
cilities and take place upon prior arrangement of the time of the meeting.

The Representative shall not use any forms of incentive to make an appointment with the Advertising
Audience.

During a visit or while making an appointment, the Representative shall not mislead the Advertising
Audience as to his identity or the identity of the Marketing Authorisation Holder he represents.
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CHAPTER IV

PRINCIPLES OF ORGANISING SYMPOSIA,
CONGRESSES AND OTHER EVENTS

Article 25
Objectivity of the criteria for selecting participants of Events
and prohibition to use incentives

1. The criteria for selecting individuals to be invited to an Event shall be objective and based on substan-
tive factors.

2. The Representative shall not use any forms of incentive with respect to the persons referred to in sec-
tion 1 to encourage their involvement in the Event.

Article 26

Venues of events

1.

Events organised or financed by or on behalf of a Signatory of the Code must be held at a venue which
is appropriate for the main purpose of the Event.

Events shall not be held at venues considered to be extravagant or famous for the entertainment offered.
The Signatories of the Code shall not organise or finance, directly or indirectly, meetings held abroad,
unless this is justified by important substantive or organisational reasons, particularly if the majority
of invited participants are from outside of the country where the Event is to be held.

Article 27
Hospitality

1.

Hospitality offered to participants of Events should not be excessive and shall be directly related to the
basic objective of the Event, i.e. it should be limited to covering the following expenses: travel, board
and lodging, as well as registration fees related to participation in the Event. When analysing the justi-
fication of the level of hospitality offered, conditions should be accepted in which the average partici-
pant of the Event would be inclined to accept on his own.

The costs referred to in section 1 should only include the costs of the participants of the Event and not
their companions or family members, unless the companions are also authorised to issue prescriptions
and have been invited to the Event independently on the basis of objective substantive criteria.
Hospitality shall not include financing or organising entertainment during the Event (e.g. sports or re-
creation events). The Signatory of the Code shall not provide or offer Healthcare Professionals any me-
als (either food or drink), the value of which per person per meal exceeds:

a. PLN 200 for meals offered in Poland or

b. the sum specified by the competent local organisation for meals offered outside Poland, or

c. the equivalent of EUR 100 if no maximum sums are specified locally.

The aforementioned sums include output tax on goods and services pursuant to Polish law or value ad-
ded tax or other similar tax charged pursuant to the laws of other countries.

Article 28
Promotion of medicinal products outside the Republic of Poland

In the case of international Events, all materials or information provided should inform the participants
of the differences (if any) in registration terms and conditions of a given medicinal product between the
Republic of Poland and the country where the Event is being held.

15



16

INFARMA

CHAPTER YV

NON-INTERVENTIONAL STUDIES
AND OTHER STUDIES

Article 29
Principles of conducting non-interventional studies

1. Non-interventional studies conducted with the use of a medicinal product authorised for marketing
shall be conducted in accordance with the appropriate provisions of Polish law and the principles spe-
cified in this chapter.

2. Non-interventional studies encompassing the collection of patient data by individual Healthcare Pro-
fessionals, must satisfy the following requirements:

a. the study must have a specific scientific objective;

b. thereis a written study protocol;

c. the medicinal product is used in the study in compliance with the marketing authorisation;

d. patients are assigned to a particular study group in which the method of treatment is specified not
on the basis of a study protocol, but depends on current practice;

e. the decision to administer the drug is unambiguously separated from the decision to include the
patient in the study;

f. the patient involved in the study/trial shall not be subject to any additional diagnostic or health
monitoring procedures;

g. patients shall express their written consent to their participation in the trial if the trial procedure
requires access to source documents on the part of the sponsor’s representative;

h. epidemiological methods are used for analysing the data collected.

i.  the study is conducted with respect for the right of the study participants to the protection of the-
ir personal data.

Article 30

Transparency of studies

1. Conducting non-interventional Studies or the trials/studies referred to in Article 36 constituting a form
of subliminal advertising and an enticement to recommend, prescribe, purchase or use a given medici-
nal product is prohibited.

2. Non-interventional Studies or the trials/studies referred to in Article 36 shall not be used for the pur-
pose of exerting an influence on physicians regarding the treatment methods they use.

Article 31

The obligation to conduct trials and studies in line with the protocol

Non-interventional studies shall be conducted in accordance with the trial protocol stipulating the exact
number of patients and the observation time.

Article 32
Responsibility of the Medical Department

1.

The Medical Department of the Signatory of the Code is responsible for approving and supervising no-
n-interventional studies. Supervision over such trials encompasses (among other things) the verifica-
tion of all responsibilities related to these trials.
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2. An appointed person from the Medical Department shall confirm that he/she has examined the proto-
col of the non-interventional study and believes that it meets the requirements of the Code.
Article 33

The obligation to conclude a contract for financing a trial/study

1. Itis necessary to conclude a written contract between the Code Signatory financing a trial and healthca-
re professionals or healthcare organisations where the trial is to be conducted; the contract shall stipula-
te the nature of services to be rendered as well as the remuneration to be paid for conducting the trial.

2. Remuneration shall be adequate to the time and workload associated with the research and shall re-
flect the standards adopted in the Polish market.

Article 34

Publication of information on the start of a Non-interventional Study

1. Information on starting a non-interventional Study shall be provided forthwith (no later than on the
date on which the first patient is taken under observation) to INFARMA, which shall post it in its websi-
te that is only available to the Signatories of the Code.

2. Suchinformation shall include, at least, the following elements:

a. the name of the Signatory of the Code financing the trial;

b. the title of the trial;

c. the objective of the trial;

d. the planned number of patients, if applicable;

e. the duration of the trial;

f. the patient observation time, if applicable;

g. the planned date of the first visit of the first patient and the date of the last visit of the last patient,
if applicable.

3. Access to the information referred to in section 1 should be encoded by the requirement to enter a
username assigned by INFARMA to its members and other entities who have joined the Code.

4.  Where a non-interventional Study is not communicated in accordance with this Article, on the written
request of a Signatory of the Code, the entity responsible for organising the trial shall, provide the fol-
lowing within 21 days:

a. theinformation referred to in section 2;

b. the protocol of the trial;

c. the patient documentation form (Case Report Form), if applicable;

a specimen contract with the investigator or the Healthcare Organisation conducting the trial.

Article 35

Concluding a trial/study, results of non-interventional Studies

1. The results of the non-interventional Studies shall be analysed and prepared in the form of a final re-
port for the Medical Department of the Signatory of the Code no later than 12 months from the end of
the observation of the last patient and published no later than 24 months from the end of the obse-
rvation of the last patient.

2. The Signatory of the Code shall send the summary report to all investigators involved in the study and
make it available at the request of INFARMA.

3. If the results of the study are important for assessing the relationship of the benefits to the risk of

using the product, the summary report shall be provided forthwith to the relevant authority.

The Medical Department of the Signatory of the Code shall keep an archive file of reports referred to in
this Article.
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Article 36
Conditions for conducting other studies

Conducting trials other than non-interventional Studies is admissible provided that they belong to one of
the following categories:

a. epidemiological studies, understood as studies based on collecting population data;

b. registers, understood as collecting data on therapeutic, preventive and diagnostic procedures or pro-
cedures modifying physiological functions, including data on pharmacotherapy;

¢. health economics studies, understood as collecting data enabling the preparation of an economic as-
sessment of specific therapeutic, preventive and diagnostic procedures as well as procedures modify-
ing physiological functions, including pharmacoeconomic studies;

d. market research should be conducted by independent entities and shall not constitute subliminal ad-
vertising. It is admissible not to disclose the principal’s name to the respondent, but the branch of in-
dustry in which the sponsor operates must be disclosed.

Article 37

Representatives in non-interventional studies

1. Representatives may participate in non-interventional studies only for the purpose of performing ad-
ministrative functions.

2. The participation of Representatives in studies shall not be related to the advertising of a medicinal

product and shall be supervised by the Medical Department (or its equivalent) of the Signatory of the
Code which shall provide appropriate training to the Representatives.
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CHAPTER VI

PRINCIPLES REGARDING CONTACTS
WITH HEALTHCARE PROFESSIONALS

Article 38
Objective of contacts with Healthcare Professionals

The objective of all contacts with Healthcare Professionals should be to increase their knowledge of the
medicinal products that are available on the market to the extent permissible by the generally applicable
provisions of the law or to improve the quality of care over patients. Similarly, all direct and indirect fi-
nancial flows, as well as any economic or personal benefits provided to Healthcare Professionals may only
serve this purpose and take place in compliance with the generally applicable provisions of the law; in
particular, they cannot determine therapeutic decisions made by the Healthcare Professionals.

Article 38

Prohibition of gifts

1. No gift or monetary benefits, in cash or in kind, may be given, offered or promised to Healthcare Pro-
fessionals.

2. Informational or educational materials or objects may be provided to Healthcare Professionals if they
satisfy all of the following conditions:

their value does not exceed the gross amount of PLN 100;

they are directly related to the medical or pharmaceutical practice;

they are directly beneficial to the care of patients;

they do not bear the name or logo of a medicinal product;

they bear the logo of the Signatory of the Code;

they do not constitute an inducement to recommend, prescribe, purchase, supply, sell or admini-

ster a medicinal product.

3. Items intended for use in the medical or pharmaceutical practice or objects may be provided to Heal-
thcare Professionals if they satisfy all of the following conditions:

hD AN oo

a. their value does not exceed the gross amount of PLN 100;

their objective is directly the education of Healthcare Professionals and patient care;

they do not reduce the routine costs of running a medical or pharmaceutical practice.

they do not bear the name or logo of a medicinal product;

they bear the logo of the Signatory of the Code; they do not constitute an inducement to recom-
mend, prescribe, purchase, supply, sell or administer a medicinal product.

4. Itis admissible to provide pens, notepads, bags or files of negligible value bearing only the company-
's logo, which are used to take notes at meetings with the Healthcare Professionals, the exclusive orga-
niser of which the Signatory of the Code.

Pan o

Article 39
Donations to the Healthcare Organisations
1. Donations or given to Healthcare Organisations are only allowed if:
a. they are explicitly intended to support healthcare or research;
b. they are documented and the documentation is kept by the donor;

c. they are not incentives to recommend, prescribe, purchase, supply, sell or use specific medicinal
products.
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2. Donations to individual Healthcare Professionals are prohibited. This does not apply to donations
which are admissible by the provisions of the Pharmaceutical Law and the provisions of the Code.

Article 40
Sponsorship of Healthcare Professionals

1. Sponsorship, by a Signatory of the Code, of a given Healthcare Professional’s participation in an inter-
national Event shall be consistent with the generally applicable provisions of the law and the provi-
sions of the code in force in the country in which the given Healthcare Professional practices his/her
profession and not in the country in which the Event takes place.

2. Itis prohibited to offer a fee as compensation only for the time devoted by the Healthcare Professio-
nals to participation in the Event.

Article 41
Services rendered by Healthcare Organisations
to the Signatories of the Code

Contracts between the Signatories of the Code and Healthcare Organisations under which the said Health-

care Organisations provide any type of service to the Signatories of the Code shall be allowed only if they

satisfy all of the following conditions:

a. they apply to activities supporting healthcare or scientific progress;

b. they are not incentives to recommend, prescribe, purchase, supply, sell or use specific medicinal pro-
ducts.

Article 42
Employing consultants

1. Healthcare Professionals may be employed as consultants or advisers on the provision of services
which involve the need to pay remuneration and cover other costs related to the provision of services,
e.g. travelling expenses or other reasonable expenses which need to be incurred for the performance
of the agreement. In particular, such services may apply to the following: speeches or presiding over
Events, involvement in medical or scientific studies/research, clinical trials, training, participation in
meetings of advisory bodies or participation in market research.

2. The cooperation referred to in section 1 shall satisfy all of the following conditions:

a. awritten or documented contract is signed before providing the services, stipulating the nature of
the services to be provided, as well as the grounds for making payment for the services;

b. thereis areasonable need for providing such services which has been clearly identified before or-
dering such services and before making arrangements with potential consultants;

c. the consultant selection criteria are directly related to the identified need, while the persons re-
sponsible for the selection have the knowledge required for assessing whether given Healthcare
Professionals meet these criteria;

d. the number of service providers shall not exceed the reasonable number of persons required for
the purpose of satisfying the identified need;

e. the signatory of the Code shall keep appropriate documentation and shall appropriately use the
services provided by the consultants;

f. the employment of Healthcare Professionals for providing a given service shall not be an induce-
ment to recommend, prescribe, purchase, procure, sell or use the medicinal products;

g. the fee offered is appropriate to the market value of the services provided.
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3. Therelevant provisions of Chapter IV shall apply to a Healthcare Professional participating in an Event
as a consultant or adviser, particularly in terms of admissible hospitality.

4. Itisrecommended that contracts with Healthcare Professionals incorporate appropriate provisions ob-
ligating the Healthcare Professional to include a declaration stating that he/she has entered into a con-
tract with the Signatory of the Code in all his/her public appearances or written works with regard to
matters constituting the subject matter of the contract.

5. Where Signatories of the Code hire professionally active Healthcare Professionals as part-time em-
ployees, it is recommended that the contracts contain a clause obligating the hired person to provide
information that he/she is employed by the given Signatory of the Code in public appearances or writ-
ten works regarding the subject matter of the employment. There should be also an obligation to in-
form other employers and other persons, to whom the employee represents the interests of his/her
employer, of the contracted employment in question. Such an obligation exists regardless of the natu-
re of the matters which constitute the subject matter of the employment, namely regardless of whe-
ther or not they are related to the advertising of the medicinal product.

It is recommended that contracts concluded by and between Signatories of the Code and Healthcare Pro-

fessionals contain an obligation of the Healthcare Professional to obtain the consent of his/her employer

or the entity to which it continuously provides services to taking up the cooperation specified in the con-
tract, with particular account taken of the need to avoid conflicts of interest.
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CHAPTER VII

COOPERATION BETWEEN SIGNATORIES
OF THE CODE AND PATIENT ORGANISATIONS

Article 43
General principles

1. The cooperation between Patient Organisations and the pharmaceutical industry should be based on
mutual respect and should ensure independence of Patient Organisations in terms of their activities;
opinions expressed by and decisions made by each partner shall be equally important.

2. The cooperation shall not apply to the advertising of prescription-only medicinal products.

3. The objectives and scope of the cooperation shall be transparent and precisely defined.

4. Support provided by the pharmaceutical industry shall be explicitly documented.

Article 44

Contracts in writing

1.

The provision of financial and non-financial support, directly or indirectly (e.g. through a third party) to
a Patient Organization requires the conclusion of a contract in writing.

The contract shall stipulate:

the subject matter of the contract;

the date of conclusion of the contract;

the names of cooperating institutions and a third party, if applicable;

the purpose of the support;

the amount or value of the support;

the responsibilities of the parties;

the terms and conditions of the contract;

a description of the support to be provided;

the obligation of the Patient Organisation to observe the Code when executing the contract;

j. the obligation to provide evidence confirming that the support was used in accordance with the
contract.
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Article 45
Use of patient organisation logo and materials

1. The use of a Patient Organisation’s logo or materials publicly by the Signatory of the Code requires the
written consent of the Patient Organisation.

2. When requesting consent to the public use of the Patient Organisation’s logo or materials, the objecti-
ve and the manner of their use must be explicitly defined.

Article 46

Content of materials

1. The Signatory of the Code shall not influence the content of the materials provided by the Patient Or-
ganisation it is sponsoring in a manner which exerts a positive influence on its own business interests.

2. The above-mentioned restriction shall not encompass the right of the Signatory of the Code to correct

substantive errors found in the materials of the Patient Organisation.
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3. Atthe request of the Patient Organisation, the Signatory of the Code may work with the Patient Orga-
nisation on the preparation of the materials on condition that such an influence of the Signatory of the
Code on the materials is honest and balanced from the scientific point of view.

Article 47

Transparency

1. Each Signatory of the Code shall make a list of Patient Organisations, to which it provides financial or
non-financial support, publicly available.

2. The list referred to in section 1 above shall include a brief description of the nature of the support pro-
vided and its value.

3. Inthe case of non-financial support, the value of which is difficult to estimate, the description shall in-
dicate the benefit provided to the given Patient Organisation.

4. The Signatory of the Code shall obtain from the Patient Organizations a written confirmation of the ac-
ceptance of the offered support.

5. The information referred to in sections 1-3 above shall be posted in the website of the Signatory of
the Code, and if no such website is available, in the global website of the group of the Signatory of the
Code or in the INFARMA website, and shall be updated at least once a year.

Article 47a

Provisions of services for the Signatory of the Code

1. If the Signatory of the Code uses the services of a Patient Organisation, the provisions of Article 47
of the Code apply accordingly. Each Signatory of the Code shall publish a list of Patient Organisations
whose paid services are used by this Signatory. The following information shall be published: informa-
tion on the nature of the services provided by the given Patient Organisation and the total fee paid to
that Patient Organisation in the previous calendar year.

2. Agreements between Signatories of the Code and Patient Organisations for the provision of services
by those Patient Organisations shall only be permitted when such services are provided to support he-
althcare or research.

3. It shall be permissible to engage Patient Organisations as experts or advisers in such services as, for

example, participation in meetings of advisory bodies or public appearances. Agreements for consul-

ting services or other services shall satisfy the following criteria:

a. there is a reasonable need for the provision of the services which has been expressly identified
and documented before ordering such services and before entering into the contract;

b. the service selection criteria are directly related to the identified need, while the persons respon-
sible for the selection have the knowledge required for assessing whether given experts and advi-
sers meet these criteria;

c. the scope of services does not exceed the scope necessary for satisfying the identified need;

a written agreement, stipulating the nature of the services and the basis for paying the fee for the
services, subject to sub-section g, has been concluded before providing the service;

e. the signatory of the Code keeps the documentation on the services and makes appropriate use of
the services purchased;

f. engaging a Patient Organisation shall not be an inducement to recommend a particular medicinal
product;

g. thefee forthe servicesis adequate and does not exceed the market value of the services provided;

h. it is recommended that written agreements with Patient Organisations contain a provision by
which they are obliged to disclose the fact that they provide paid services to a Signatory of the
Code each time they take a position in public on the matter constituting the subject-matter of the
agreement or on other issues regarding the Signatory of the Code.
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Article 48
Promotion prohibition

Signatories of the Code shall not use any Patient Organisation as a tool for communicating advertising
messages about a prescription-only medicinal product to patients. In particular, this will apply to activities
related to websites, symposia, lectures, convention materials, as well as other forms of communication.

Article 49
Principles of financing

A Signatory of the Code shall not demand exclusive rights for sponsoring a Patient Organisation or any of
its programmes.

Article 50
Events and hospitality

The principles contained in Chapter IV regarding the organization of Events and hospitality also apply to
Patient Organisations.

Article 51
Non-financial forms of support

In is recommended that Patient Organisations are sponsored with contributions in kind, e.g. in the form of
training or assistance in the implementation of educational programmes.
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CHAPTER VIII

DISPUTE SETTLEMENT

Article 52
Disciplinary Court

Any disputes which may arise in connection with the application of this Code which cannot be resolved
amicably and any cases of possible infringement of the Code shall be settled by the Court operating at the
Employers’ Association of Innovative Pharmaceutical Companies INFARMA in accordance with the INFARMA
Statutes, as well as the Rules of the Court.

Article 53
Primary objective of the Court

The primary objective of the Court is not to issue decisions regarding a party’s fault but to settle a dispute
to the benefit of the whole pharmaceutical industry in order to raise the high ethical standards of market-
ing activities in the pharmaceutical industry.

Article 54

Entities entitled to lodge a complaint

The right to file cases for settlement with the Court is vested in:
a. ASignatory of the Code;

b. other entities — through the INFARMA Management Board.

Article 55
Exclusions from the Court’s jurisdiction

1. In cases regarding the infringement of the generally applicable law as well as the provisions of the
Code, the Court shall issue decisions pertaining only to the infringement of the provisions of the Code.

Article 56
Demand to stop further breach

1. The allegedly aggrieved Signatory of the Code may request the defaulting Signatory of the Code to im-
mediately stop further breaches and submit a written declaration stating that such breaches will be
prevented.

2. Proceedings may continue despite the fact the defaulting party has stopped the breaches before the
end of the proceedings.

Article 57
Sanctions

1. If any breach of the Code provisions is found, the Court may, considering the type and degree of harm-
fulness of the breach as well as the benefits gained by the defaulting party and whether or not the Co-
urt has declared a breach of the provisions of the Code by the same entity over the previous 12 mon-
ths, rule as follows:

a. aprohibition on the continuation of the challenged actions, in particular, the immediate withdra-
wal of the advertising materials breaching the provisions of the Code from all mass media;
b. areprimand or rebuke;
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c. anorder to submit a single or repeated statement of particular wording to specified mass media or
to specified addressees;
a notice to the Main Pharmaceutical Inspector regarding the decision;
a notice to the EFPIA (The European Federation of Pharmaceutical Industries and Associations) or
IFPMA (International Federation of Pharmaceutical Manufacturers and Associations) regarding the
decision that was issued;
f. anotice regarding the decision to affiliated entities of the party breaching the Code;
g. the obligation to publish the decision or its parts in specified mass media once or multiple times;
h. the suspension or expulsion from INFARMA in the case of gross breaches of the Code.
2. The sanctions may be imposed cumulatively.
Article 58

Publication of the Court decisions
1. Information on the final decision of the Court shall be published in the INFARMA Bulletin.
2. Suchinformation shall include, in particular:

a.

in the case of serious or repeated breaches: the name of the company, together with the details of
the case;

in the case of a minor breach, the details of the case may be published but without the name of the
company. If the Court acknowledges that there was no breach, the wording of the judgement will
only be published on the request of the party against which the proceeding.

3. Inevery case, the Court shall decide on the content of the published information in the conclusion of
the decision.
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CHAPTER IX

IMPLEMENTING PROVISIONS

Article 59
Compliance with the provisions of the Code

1. Each Signatory of the Code shall employ or appoint qualified staff responsible for information regar-
ding its medicinal products, as well as approving advertising materials before their distribution.

2. The above-mentioned staff shall include a physician or, if justified, a pharmacist with sufficient know-
ledge for deciding whether a given promotional material satisfies the requirements stipulated in the
Pharmaceutical Law, as well as in this Code.

3. Each Signatory of the Code should appoint at least one senior employee to be responsible for supervi-
sion over the compliance with the Code by its employees and associates.

Article 60

Accession to the Code

1.

This Code is open for accession to all companies in the pharmaceutical industry as well as organisa-
tions associating pharmaceutical companies.

Accession to the Code requires the submission of a written statement on accession to the Code accor-
ding to the specimen attached as Appendix 1 to the Code.

The accession document shall be submitted to INFARMA or to the organisation, which is a party to the
Code, and of which the acceding pharmaceutical company is a member. If it is not a member of any or-
ganisation being a party to the Code or if an organisation is acceding to the Code, the accession docu-
ment may be submitted to any selected organisation being a party to the Code.

An organisation which is a party to the Code shall immediately inform the Management Board of IN-
FARMA of every new party to the Code, as well as the accession date. The Management Board of INFAR-
MA shall inform all Signatories of the Code of this.

An organisation being a party to the Code shall keep and update the list of all entities, which have ac-
ceded to the Code, as well as make the list available, including via its own website.

Accession to this Code shall result in the termination of the Code of Marketing Ethics for the Pharma-
ceutical Industry which was binding on the member of INFARMA to date without the need to submit
any additional statements.

Article 61
Termination of the Code

Every Signatory of the Code may terminate the Code with 30 days’ notice by submitting a notice of termi-
nation to the Management Board of INFARMA.

Article 62
Amendments to the provisions of the Code

1.
2.

Amendments to the Code shall be accepted by simple majority of voting Signatories of the Code.
Proposals of amendments to the Code may be presented by Signatories of the Code, the Management
Board of INFARMA, the management board of another organisation which is a party to the Code or the
Court.

Proposals of amendments shall be communicated to an organisation being a party to the Code which
shallimmediately communicate them to all the other Signatories of the Code for approval or rejection.
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4. The failure of a Signatory of the Code to communicate its opinion within one month of the date of re-
ceipt of the above-mentioned proposal shall be equivalent to the acceptance of the amendment wi-
thout reservations.

5. INFARMA shall inform all Signatories of the Code about the opinions received, as well as the approval
or rejection of amendments no later than within one month of the expiration of the consultation term
referred to in section 4.

6. Amendments approved in accordance with this Article shall enter into force on the date specified in
the notice referred to in section 5, yet no earlier than 14 days from the date on which the notice is sent.
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Appendix 1

DECLARATION OF ACCESSION TO THE
PHARMACEUTICAL INDUSTRY CODE OF GOOD PRACTICES

|, the undersigned ,
(name of the person(s) authorised to represent the member of INFARMA acceding to the Code),

acting on behalf of
(name of the represented member of INFARMA),

registered in (name of the register)
under (registration number),

having read and understood the Pharmaceutical Industry Code of Good Practices (*Code"), acting pursuant
to Article 60(2) of the Code, hereby submit this declaration of accession to the Code in accordance with the
principles set out therein.

Date:

Signature:

Position, name of the member of INFARMA/acceding entity:

29



30

INFARMA

1.

Appendix 2

GUIDELINES REGARDING WEBSITES
ACCESSIBLE TO HEALTHCARE PROFESSIONALS,
PATIENTS AND GENERAL PUBLIC IN THE EUROPEAN UNION

Content of websites owned, administered or sponsored by a Signatory of the Code.

Information posted on a website shall be updated regularly and shall be presented in a legible
manner, for each page and/or element, depending on the structure, with the date of the most re-
cent update of the content;

Examples of information which may be published via a website: (i) general information about the
Signatory of the Code; (ii) information on health education; (iii) information for Healthcare Profes-
sionals; and (iv) non-advertising information for patients and the general public regarding particu-

a)

b)

lar

medicinal products marketed by the Signatory of the Code to the extent permitted by the Phar-

maceutical Law, (v) information on benefits provided to Healthcare Professionals and Healthcare
Organisations.

i)

ii)

iii)

iv)

General information about the Signatory of the Code. Websites may contain information in
which investors, media or general public might be interested, including financial data, de-
scriptions of research and development programmes, regulatory issues affecting the Signato-
ry of the Code and its products, information for potential employees, etc. The content of the
above-mentioned information shall not be subject to these guidelines or the provisions of the
Pharmaceutical Law, provided that its objective is not to encourage the recommendation, pre-
scription, purchase, supply, sales or administration of medicinal products.

Information on health education. Websites may contain non-advertising information devoted
to health education, describing characteristics of diseases, preventive measures, as well as te-
sts and treatment methods and other information intended to promote public health. They
may refer to medicinal products on condition that the discussion on them is balanced and ap-
propriate. Appropriate information on alternative treatment methods may be presented, inc-
luding information on surgery, diet, changing one’s lifestyle and other interventions not invo-
lving the use of any medicinal products. Websites containing information on health education
shall always recommend consulting a physician for further information.

Information for the Advertising Audience. Any advertising information on websites intended
for the Advertising Audience shall be consistent with the Code. Such information shall be
explicitly identified as information intended for the Advertising Audience, as well as appro-
priately secured against access by persons not authorised to receive such information.
Non-advertising information for patients and the general public. Subject to all applicable pro-
visions of the law, websites may contain non-advertising information intended for patients
and the general public on products offered by a given Signatory of the Code (including but not
limited to information on their indications, adverse effects, interactions with other medicinal
products, appropriate usage, clinical trial reports, etc.), provided that such information is ba-
lanced, precise and consistent with the approved Summary of Product Characteristics. The we-
bsite shall provide full, unedited copies of the current Summary of Product Characteristics, as
well as the Patient Information Leaflet for each product presented. These documents should
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be provided together with other information on products or related to the discussion via a vi-
sible link informing the reader to read them. Additionally, a website may contain a link to com-
plete, unedited copies of any public assessment reports published by the Office for the Regi-
stration of Medicinal Products, Medical Devices and Biocidal Products or another relevant au-
thority. Trade names should be accompanied by international names. A website may contain
links to other websites containing reliable information on medicinal products, including but
not limited to websites managed by government authorities, entities conducting medical re-
search, Patient Organisations, etc. A website shall always advise visitors to consult a physician
for further information.
Questions sent via e-mail. A website may invite Healthcare Professionals, patients or the general pu-
blic to submit questions via e-mail in order to obtain further information on products or other issues
(e.g. the provision of feedback regarding the website itself). A Signatory of the Code may reply to such
an enquiry in the same manner as it would reply to an enquiry received by regular mail, by telephone
or through other means of communication. Information sent to patients or representatives of the ge-
neral public should not cover topics related to personal health-related issues. If any personal medical
information is revealed, it needs to be kept confidential. When appropriate, replies should recommend
consulting a physician for further information.
Links to other websites. A website owned or sponsored by a Signatory of the Code may contain links
to websites sponsored by other entities yet the Signatory of the Code should not create links from we-
bsites intended for the general public to websites sponsored by the Signatory of the Code which are
intended for Healthcare Professionals. Similarly, links to separate websites may be created, including
websites sponsored by the Signatory of the Code or other persons. Such links should usually be con-
nected with the home page of the website or be managed in such a way as to make the visitor aware of
the type of website he is viewing.
Information assessment. Signatories of the Code should make sure that scientific and medical infor-
mation prepared by them for posting on their websites has been checked for accuracy and consisten-
cy with the Code. This task may be performed by the Medical Department, or other appropriately qu-
alified persons.
Protection of privacy. A website shall be consistent with the generally applicable provisions of the
law, in particular the Personal Data Protection Act and the Act on the Electronic Provision of Services.
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