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Introduction

This Methodological Note refers to the Transparent Cooperation Initiative which is a Europe-wide
project dealing with disclosure of Transfer of Values between the pharmaceutical industry and
healthcare professionals/organisations. In the Czech Republic, this obligation is regulated by the
Czech Disclosure Code and this methodological note is issued based on its Section 3.05. The aim of
this document is to provide readers of disclosed data with further information aboutmethodologies
used when disclosing Transfer of Values. As all data are disclosed on the central platform, one
common methodological note covering almost all areas that need to be clarified was prepared.
However, some partsof the methodology, not strictly specified by this methodological note, may
slightly differ among companies and each company shall therefore publish its own methodology as
well.

1. Definitions

1.1. Recipients

According to the Schedule 1 to the AIFP Disclosure Code, recipient is any HCP or HCO as applicable,
in each case, whose primary practice, principal professional address or place of incorporation is in the
Czech Republic.

1.1.1.HCP

Any person entitled to either prescribe or dispense a medicine. This definition follows the legal
definition of HCP in the Czech Advertising Regulation Act. With regards to this legal definition,
transfers of values to other healthcare professionals, e.g. nurses, do not fall within the scope of the
disclosure obligation.

1.1.2.HCO

The EFPIA code defines that a HCO is: "Any legal person (i) that is a healthcare, medical or scientific
association or organisation (irrespective of the legal or organisational form) such as a hospital,
clinic, foundation, university or other teaching institution or learned society (except for patient
organisations within the scope of the AIFP Code of relationships between Pharmaceutical industry
and Patient Organizations) whose business address, place of incorporation or primary place of
operation is in Europe or (ii) through which one or more HCPs provide services."

The healthcare organization is also the company or other legal entity established by another healthcare
professional who might also be its employee.

1.2. Kind of Transfers of VValues

Direct and indirect transfers of value, whether in cash, in kind or otherwise, made, whether for
promotional purposes or otherwise, in connection with the development and sale of generic or branded
prescription-only Medicinal Products exclusively for human use.

Transfers of Value provided to an HCO are necessary to divide into following categories:
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- donations and grants

- contributions to costs related to events, such as registration fees, sponsorship agreements and
travel and accommodation

- fees for service and consultancy

Transfers of Value provided to an HCP are necessary to divide into following categories:
- contribution to costs related to events, such as registrations fees and travel and
accommodation
- fees for service and consultancy

2. Disclosure’s scope

2.1. Products concerned

Each Member Company shall document and disclose Transfers of Value that are related to
prescription medicines and are made, directly or indirectly, to or for the benefit of a Recipient.

2.2. Excluded Transfers of Value

Without limitation, Transfers of Value that (i) are solely related to over-the-counter medicines; (ii) are
not listed in Article 3 of the AIFP Disclosure Code, such as items of medical utility, meals and drinks,
samples; or (iii) are part of ordinary course purchases and sales of medicinal products by and between
a Member Company and an HCP (such as a pharmacist) or an HCO do not fall within the scope of the
disclosure obligation.

2.3. Transfers of Value date

Disclosures shall be made on an annual basis and each reporting period shall cover a full calendar year
(the “Reporting Period”). The first Reporting Period shall be the calendar year 2015.Disclosures shall
be made within 6 months after the end of the relevant Reporting Period (30th June).

In doubt about what to choose as a reporting period and when the Disclosure shall be made (e.g. with
respect to the turn of the calendar year), a Member Company should choose a date when the Transfer
of Value was made according to their own principles specified in companies’ methodological notes.
Concerning this, the principle shall not be changed through a year.

2.4. Direct Transfers of Value

Direct transfers of value are those made directly by a Member Company for the benefit of a Recipient.

2.5. Indirect Transfers of Value

Indirect transfers of value are those made on behalf of a Member Company for the benefit of a
Recipient, or transfers of value made through an intermediate and where the Member Company knows
or can identify the HCP/HCO that will benefit from the Transfer of Value.

2.6. Transfers of Value in case of partial attendances or cancellation

Cancellation fees that a company pays for an HCP will not be disclosed as the Transfer of Value.
Publication of cancellation fees for services that have not been consumed for e.g. illness of an HCP
does not correspond to the purpose of the Disclosure Code.
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In the case of earlier leaving from the sponsored event actually paid Transfers of Value shall be
disclosure (e.g. full or partial payment of the registration fee, payment of fixed amounts — travel,
accommodation etc.).

2.7. Cross-border activities

The objective of the AIFP (and EFPIA) Disclosure Code is to require transparency of Transfers of
Value to ensure that this information can easily be found by the searching patient or other interested
stakeholder. The address where the HCP practices or HCO is located should be used as the reference
when determining in which country the data should be disclosed.

Disclosure of Transfers of Value to HCP or HCO whose practice, principal professional address or
place of incorporation is in Europe must be made in the country where the recipient has its principal
practice or registered office whether the Transfer of Value takes place in the country or outside it.

Examples:

e An American head office of a Member Company sponsors a Healthcare Professional who has
his practice in Sweden and carries out his activities in Germany. He must disclose the Transfer
of Value in the recipient’s ( Healthcare Professional’s) name in Sweden (under the applicable
laws, regulations and national code of Sweden).

e An ltalian Member Company sponsoring a Healthcare Organisation, with registered office in
Italy, providing consulting to a hospital in Tunisia, must disclose the Transfer of Value in the
name of the receiving Healthcare Organisation in Italy (under the applicable laws, regulations
and national code in force in Italy).

e A Spanish Member Company sponsors a Healthcare Professional from the USA during his
work on an advisory board in Argentina need not disclose the Transfer of Value according to
the EFPIA Code. Disclosure may be however required in other jurisdictions, for example in
the United States under the one of the Freedom of Information Acts (“Sunshine Act”).

3. Specific considerations

3.1. Country unique identifier

In the Czech Republic, a doctor’s unique identifier is a registration number assigned by the Czech
Medical Chamber; for pharmacists it is a registration number assigned by the Czech Chamber of
Pharmacists. The unique identifier of a Healthcare Organisation is IC (IN).

3.2. Self-incorporated HCP

HCP — physical entity — who can be identified based on the registration number of the Czech Medical
Chamber will be registered under this number as an HCP. IC (IN) does not turn a physical entity into a
legal entity.
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4. Consent management

4.1. Consent collection

Thecondition which is necessary for processing of personal data of the healthcare professionals in the
project Disclosure includes obtaining the consent from the healthcare professional with processing of
personal data.

The alternative ofconsent collection is closing a written agreement including specific legal
provisions.According to the standpoint of the Office for Personal Data Protection which AIFP
received in reply to its questions, it is possible to make use of a legal dispensation from the obligation
to obtain consent from each Healthcare Professional, provided an agreement between the Healthcare
Professional and an AIFP Member Company contains a provision to the effect that processing of
personal data is necessary for the purposes of the agreement (see the provisions of Section 5(2)(b) Act
No. 101/2000 Coll., the Protection of Personal Data, as amended). If such agreement is concluded (in
writing), the Healthcare Professional’s consent is nor needed and cannot be therefore revoked.

For completeness, it should be added that personal data protection concerns solely physical
entities, i.e. healthcare professionals. The healthcare organizations, i.e. legal entities are not subject to
personal data protection under the law and therefore the consent collection is not required; however it
is recommended to obtain an acknowledgement or confirmation that the transfer of value is not HCO’s
trade secret.

4.2. Management of recipient consent withdrawal

If the consent of HCP was revoked, the data controller (Member Company) and data processor (AIFP
as a Database provider) shall terminate the processing operations pertaining to the respective personal
data and withdraw corresponding personal data from its website and/or destroy any such personal
dataunless legislation imposed upon the data controller/processor prevents it from destroying all or
part of the personal data processed.

In that case, these transfers of value will be disclosed on an aggregated basis.

If a HCP revokes consent with any single disclosure or category of payment all payments provided to
this HCP will be included in the aggregate disclosure. This principle should be applied to all payments
provided within one disclosed year.

4.3. Management of recipient’s request

HCPs and representatives of HCOs have the opportunity to dispute the disclosed data. Generally, it is
recommended to give HCO/HCP the opportunity to verify the data before its publication. In a case that
HCO / HCP agrees with the data before its publication but disputes it afterwards, despite of the
previous verification the company is obliged change (keeping disclosure principles) or delete the data
on request. This data subject's rights are based on Section 21 of the Act no. 101/2000 Coll.

4.4. Partial consent

If a HCP revokes consent with any single disclosure or category of payment, all payments provided to
this HCP will be included in the aggregate disclosure. This principle should be applied to all payments
provided within one disclosed year.
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5. Disclosure form

5.1. Date of publication

Disclosures shall be made by each Member Company within 6 months after the end of the relevant
Reporting Period (30th June). AIFP General Assembly agreed to set down an internal deadline for the
first uploading of all data from all companies to the Disclosure database on 1st May 2016 in order to
ensure everything is functional and ready for public release. Data uploaded on 1stMay 2016 would not
be publicly visible, they would be available only for participating companies and AIFP (secured by
special password).

5.2. Disclosure platform

Disclosures shall be made on the central platform provided by AIFP on
www.transparentnispoluprace.cz.

5.3. Disclosure language

Disclosures shall be made in Czech and English.

5.4. Address of recipients

Pharmaceutical companies report the address of a recipient actual on a date when the transfer is made.
However, the publicly visible address on www.transparentnispoluprace.cz is the last one reported by
any pharmaceutical company in a reported year. For research purposes, it is enough to enter any
relevant address of a recipient.

6. Disclosure financial data

6.1. Currency
The payments are disclosed in CZK.

6.2. VAT
The payments are disclosed including VAT.

6.3. Calculation rules

This information shall be specified in companies” methodological notes.

7. Best practices on cooperation with HCO

7.1. Regulation in AIFP Disclosure Code (,,Code*)

According to the Code, each Member Company shall document and disclose Transfers of Value it
makes, directly or indirectly, to or for the benefit of a Recipient.

“Recipient” means any HCP or HCO as applicable, in each case, whose primary practice, principal
professional address or place of incorporation is in the Czech Republic.
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“Transfers of Value” mean direct and indirect transfers of value, whether in cash, in kind or otherwise,
made, whether for promotional purposes or otherwise, in connection with the development and sale of
generic or branded prescription-only Medicinal Products exclusively for human use.

Direct transfers of value are those made directly by a Member Company for the benefit of a Recipient.

Indirect transfers of value are those made on behalf of a Member Company for the benefit of a
Recipient, or transfers of value made through an intermediate and where the Member Company knows
or can identify the HCP/HCO that will benefit from the transfer of value.

According to the Code, for Transfers of Value to an HCO, an amount related to any of the categories
set forth below shall be disclosed:

a. Donations and Grants.
b. Contribution to costs related to Events.
i. Registration fees;
ii.  Sponsorship agreements with HCOs or with third parties appointed by an HCO to manage
an Event; and
iii.  Travel and accommodation.
c. Fees for Service and Consultancy.

7.2. Convener (poiadatel) vs. Organizer (organizator)

In order to duly assess Member Company’s disclosure obligations under the Code in each particular
case of Transfer of Value, the status of the contracting party/vendor shall be identified. The situations
under 1.1.a (donations and grants) and 1.1.c (fees for service and consultancy) above would in most
cases be straightforward and transparent as the Member Company would probably provide the value
directly to the intended Recipient (i.e. any donation or compensation for services).

Nevertheless, in case of transfers of value described under 1.1.b above, i.e. contributions to costs
related to events, the situation is often more complex and Member Companies are asked to transfer
value indirectly, i.e. through intermediaries (congress organizers, agencies).

For the purposes of proper implementation of the Code, the following categories of entities shall be
distinguished as regards transfers of value to costs related to events:

“Convener” is the entity really initiating organization of a particular event (often medical society). In
the Code’s terminology, Convener is the Recipient (unless the Convener is not an HCO in which case,
the particular transfer of value to such Convener relating the event is not subject to the Code’s
disclosure requirements — obligations regarding transfer of value to HCP, if applicable, are not
affected).

“Organizer” is the entity engaged by the Convener to organize a particular event. In the Code’s
terminology, Organizer is an intermediary through whom Transfer of Value is carried out to the
Recipient. It is irrelevant whether the Member Company enters into the (sponsorship) agreement with
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the Convener directly or with the Organizer who is engaged by the Convener. The crucial point is that
Transfer of Value is intended for the Convener that benefits from that (including its members).

7.3. AIFP Recommended best practices regarding HCOs

Based on the Code and the principles described in this document, AIFP recommends that the Member
Companies consider and apply the following methods when transfer of value is made to HCO.

Principle of individual disclosure

According to the Code, Transfers of Value shall be disclosed on an individual basis. Each Member
Company shall disclose, on an individual basis for each clearly identifiable Recipient, the amounts
attributable to Transfers of Value to such Recipient in each Reporting Period which can be reasonably
allocated to one of the categories set out in the Code (please see Section 1 above).

Principle of respecting HCOs rights

When discussing the terms of disclosure under the Code with regard to particular events, Member
Companies shall use their best efforts to explain the Code’s principles to the Recipients and obtain
Recipients’ consent to or acknowledgement of the disclosure (“Consent”). This also applies in case
transfer of value is carried out through an intermediary (Organizer).

Principle of proper agreement

Direct agreement between the Member Company and the Convener (Recipient).Consent
clause included in the agreement. The amount of Transfer of Value is defined in the
agreement.

Three-party agreement among the Member Company, the Convener (Recipient) and the
Organizer. Consent clause included in the agreement. The amount of Transfer of Value is
defined in the agreement.

Agreement between the Member Company and the Organizer.Organizer shall represent in the
agreement that the Organizer obtained/shall obtain the Recipient’s Consent to disclosure. In
addition, Member company is strongly recommended to double-check with the Recipient that
the Consent has been given or even require Consent letter. As regards the amount of Transfer
of Value provided to the Recipient(s), the Organizer shall undertake in the agreement to
provide Member Company with the relevant information and/or the Member Company shall
request such information from the Recipients.

No writtenagreement. Transfer of Value is carried out based on an order, request or invitation
and no agreement is concluded. The Recipient shall issue a separate Consent to disclosure.

Principle of AIFP unified approach

In all their dealings with Conveners and Organizer, each Member Company shall apply transparent
and unified approach agreed on the platform of and/or recommended by AIFP to protect and enhance
its professional reputation. Under no circumstances shall Member Companies participate in, approve
or promote structures or schemes contravening the principles stipulated in the Code or this document
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or resulting in contradicting signals vis-a-vis HCOs or general public.

7.4. Legal arguments by HCO
Personal data

The Czech law on protection of personal data does not apply to data relating to legal entities (i.e. only
individuals are protected under this law).

Trade secret

A Member Company may face an argument raised by a particular Recipient (HCO) that disclosure of
Transfer of Value cannot be done due to the fact that the subject of the agreement concluded between
the Member Company and the Recipient is part of Recipient’s trade secret. In this context, please note
that trade secret is defined in the Civil Code as follows:

Trade secret represents competitively significant, identifiable, appraisable matters not commonly
accessible in relevant business circles that are relating the enterprise and confidentiality of which is
secured in an adequate fashion by their owner in its own interest. (the underline added)

In light of the above, if, by way of example, a particular Recipient is a public hospital subject to
transparency requirements stipulated, e.g. in the Minister’s Order (Pfikazministra) or by law on free
access to information (No. 106/1999 Coll.), then such Recipient should not successfully use the trade
secret argument (information available on the hospital’s or Ministry’s website cannot be at the same
considered a trade secret).

The Convener does not receive any money

Member Companies often hear this argument when discussing their support to a particular event.
HCOs argue that no transfer of value took place to their benefit since there was no money wired to
their bank account and the organizer used all sponsorships to cover the costs of the event.

According to the Code, transfer of value can be made in cash or in-kind; thus, the fact that due
to the Member Company’s support a particular event could take a place, i.e. accommodation, congress
venue, catering etc. could be paid for, represents a transfer of value within the meaning of the Code.

7.5. Internal rules of HCOs

Subject to their compliance with the Code and applicable laws, Member Companies are encouraged to
acknowledge and respect internal rules and policies of HCOs relating provision of support or
compensation that represent Transfer of Value under the Code.

7.6. Enforcement of Best Practices

According to the Code, the Ethics Committee is authorized to supervise compliance by Member
Companies with the terms of the Code and implementing rules introduced by AIFP. The supervision
includes provision of opinions in the VIR program as well as review of individual Member
Company’s activities relating the Disclosure project either based on complaint raised by another
Member Company or a third party or as a result of continuous surveillance by the Ethics Committee
over the compliance with Code.
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8. Queries

8.1. Definition

For the purposes of this Regulation a specific question means a public inquiry seeking to
clarify a single published information regarding a healthcare professional (HCP), healthcare
organization (HCO) or pharmaceutical company and/or provided transfers of value.

For the purposes of this Regulation a general question means a public inquiry on the
Disclosure project generally such as the rules of disclosure, orientation in the database of the
Disclosure project, implemented rules for protection of personal data, classification of
disclosure, etc.

8.2. Technical measures

AIFP as the founder and administrator of the database where the data of the Disclosure
project will be disclosed (hereinafter as the "Database") is obliged to take such technical and
personal measures which help timely answer general and specific questions from the public.

The following measures are especially concerned:

a) Creating a signpost for the purpose of classification of inquiries to general, regarding
the project as such and its rules which will be answered directly by AIFP, and the
specific questions relating to single published information which will be automatically
sent to involved pharmaceutical companies;

b) Creating an electronic form for public inquiries that can be accessed directly in the
Database and that will contain the following mandatory items which must be
completed: name and surname of the enquirer (phone, email), field to indicate the
inquiry addressee, i.e. a pharmaceutical company whose data the question concerns
(by selecting from the list of pre-defined subjects) for the case of specific questions,
or designation of AIFP for the case of general questions, and the place to fill in the
guestion;

c) Ensuring the system of sending inquiries to the appropriate recipients in real time;

d) Ensuring archiving of inquiries in the Database with limited access for the employees
of AIFP. The purpose of archiving is to find a question in the case that the enquirer
completed the field "Addressee" incorrectly, and its immediate sending to the correct
addressee (at least within 48 hours/2 working days).

The technical measures implemented to ensure answering the questions described in
Section 2.1 are the only one possible way how the specific questions will be answered; in the
case that the enquirer asks AIFP by phone, email or in an alternative way he will be asked to
use the electronic form for public questions that is available in the Database. The general
guestions answered directly from AIFP can be received by AIFP in a different form.

8.3. Protection of personal data
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The public inquiries regarding specific disclosed information can be answered only by the
person who was given consent with processing of personal data from the respective subject
(= a healthcare professional whose data is disclosed) i.e. the administrator of personal data
(= a relevant pharmaceutical company). AIFP in the position of a processor of personal data
is not entitled to answer this type of questions concerning a particular pharmaceutical
company or single published payments.

Since archiving of all inquiries will be performed, AIFP, as the founder and administrator of
the database, will be in the position of administrator of personal data of the inquirers. For this
purpose AIFP shall register with the Institute of personal data protection.
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Uvod

Tato Metodologie se vztahuje k iniciativé Transparentni spoluprace, coz je celoevropsky projekt,
zabyvajici se zvefejiilovanim plateb nebo jinych plnéni mezi farmaceutickym primyslem a
zdravotnickymi odborniky/organizacemi. V Ceské republice je tato povinnost stanovena Disclosure
kodexem (dale ,,Kodex*) a tato Metodologie je vytvofena na zakladé ¢lanku 3.05 tohoto Kodexu.
pouzité pii zvefejiiovani plateb nebo jinych plnéni. Vzhledem k tomu, Ze data budou zvefejnéna na
centralni platformé, tak byla vytvofena tato spole¢na Metodologie, kterd pokryva téméf vsechny
oblasti, které je tiecba objasnit. Nekteré casti metodiky, které nejsou striktné definovany v tomto
dokumentu, se mohou mirné ligit mezi jednotlivymi ¢lenskymi spole¢nostmi, a tak kazda spole¢nost
vyda také svou vlastni metodologii, kde tyto oblasti objasni.

1. Definice

1.1 Prijemci
Podle Piilohy 1 Kodexu je piijemcem jakykoli zdravotnicky odbornik pfipadné zdravotnické zatizeni,
s hlavni praxi, pracovistém ¢&i sidlem v Ceské republice.

1.1.1 Zdravotnicky odbornik (HCP)

Zdravotnickym odbornikem je osoba, ktera je v ramci své pracovni ¢innosti opravnéna predepisovat
nebo vydavat 1é¢ivé pripravky. Tato definice navazuje na pravni definici zdravotnického odbornika
v zdkoné o regulaci reklamy. S ohledem na tuto pravni definici, platby nebo jina plnéni poskytovana
jinym zdravotnickym pracovnikiim, napiiklad zdravotnim sestram, nebudou podle Kodexu
zvefejiiovany.

1.1.2  Zdravotnické zarizeni (HCO)

Kodex EFPIA definuje, ze HCO je: ,,kazda pravnicka osoba (i) ktera je zdravotnickym, lékarskym
nebo védeckym zafizenim, sdruZzenim nebo organizaci (bez ohledu na pravni ¢i organizacni formu),
jako jsou nemocnice, kliniky, nadace, univerzity nebo jiné vzdélavaci instituce, nebo vzdélavaci
spolecnosti (s vyjimkou organizaci spadajicich pod AIFP Kodex zéasad vztah mezi farmaceutickym
pramyslem a organizacemi pacientil), jejichz sidlo, misto vykonu ¢innosti nebo stat, ve kterém je tato
osoba zapsana ve vefejném rejstiiku se nachazi v Evropé, nebo (ii) skrze kterou jeden nebo vice
zdravotnickych odbornikid poskytuji své sluzby.*

Za zdravotnickou organizaci je povazovana také spolecnost ¢i jina pravnicka osoba ziizena jedinym
zdravotnickym odbornikem, ktery miize byt zaroven jejim zaméstnancem.

1.2  Druhy plateb a jinych plnéni

Piimé a nepiimé platby nebo jina plnéni, at’ jiz ve formé finan¢ni ¢astky, v naturéliich nebo jinak,
provedené pro propaga¢ni ¢i jiné ucely v souvislosti s vyvojem a prodejem vyhradné humannich
generickych ¢i originalnich 1é¢ivych piipravkd vydavanych pouze na lékaisky piedpis.
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Platby a jina plnéni poskytované HCO je nezbytné rozdé€lit do téchto kategorii:
- dary agranty
- prispévky na naklady akci, jako jsou registraéni poplatky, smlouvy o sponzorovani a doprava
a ubytovani
- odmeny za sluzby a konzultace

Platby a jina plnéni poskytované HCP je nezbytné rozdélit do téchto kategorii:
- ptispévky na naklady akci, jako jsou registracni poplatky, smlouvy o sponzorovani a doprava
a ubytovani
- odmeny za sluzby a konzultace

2. Rozsah zverejnéni

2.1 Dotcené produkty

Kazda ¢lenska spole¢nost bude dokumentovat a zvefejiiovat platby nebo jina plnéni, ktera souvisi
s 1é¢ivymi piipravky na ptedpis a jsou poskytnuty, ptimo ¢i neptimo, pro nebo ve prospéch Piijemce.

2.2 Vyloucené platby nebo jina plnéni

Pod informa¢ni povinnost dle Kodexu nespadaji zejména platby nebo jina plnéni, které (i) se tykaji
vyhradné volné€ prodejnych 1€kii; (ii) nejsou uvedeny v ¢lanku 3 Kodexu, jako jsou napiiklad predméty
pro pouziti v odborné zdravotnické nebo 1ékarenské praxi, pohosténi, vzorky; nebo (iii) jsou soucasti
béznych nakupti a prodejii 1é¢ivych ptipravkl mezi ¢lenskou spolecnosti a zdravotnickym odbornikem
(naptiklad 1ékarnikem) nebo zdravotnickym zatizenim.

2.3  Lhiita pro zvetejiovani

Informace budou podavany jednou ro¢né, pri¢emz kazdé vykazované obdobi zahrnuje cely kalendarni
rok (“vykazované obdobi”). Prvnim vykazovanym obdobim bude kalendaini rok 2015. Zvetejnéni
prob&hne ve Thuté 6 mésict od uplynuti prislusného vykazovaného obdobi (30. ¢ervna).

V ptipadé pochybnosti v otdzkach vykazovaného obdobi a datu zvefejnéni poskytnutych plateb nebo
jinych plnéni (napiiklad s ohledem na pielom kalendainiho roku) sama ¢lenské spole¢nosti stanovi
datum, kdy doslo k poskytnuti plateb nebo jiného plnéni, podle vlastnich principi, které blize
specifikuje ve své metodice. Tyto principy nesmi byt v pribéhu roku ménény tak, aby dochazelo
k obchézeni povinnosti zvefejnéni.

2.4 Primé platby nebo jina plnéni

Piimé platby nebo jina plnéni jsou ty, které jsou poskytnuty pfimo ¢lenskou spole¢nosti ve prospéch
Piijemce.

2.5 Nepiimé platby nebo jina plnéni

Nepiimé platby nebo jina plnéni jsou ty, které jsou poskytnuty v zastoupeni ¢lenské spoleénosti ve
prospéch Pfijemce, nebo ty platby a jina plnéni, Kterd jsou poskytnuty prostiednictvim tieti osoby a u
kterych ¢lenska spole¢nost znd nebo je schopna identifikovat HCP/HCO, které budou mit
Z poskytnutého pInéni prospéch.
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2.6 Platby nebo jina plnéni v pFipadé ¢asteéné ucasti nebo storno poplatku.

Storno poplatek, ktery ¢lenska spole¢nost poskytne HCP nebude zvefejnén jako platba nebo jiné
plnéni. Uveiejnéni storno poplatku za sluzby, které nebyly fakticky zkonzumovany napiiklad pro
nemoc HCP, neodpovida ucelu zvetejiiovani dle Kodexu.

V ptipadé diivejsiho odjezdu ze sponzorované akce by mélo byt zvefejnéno skutecné poskytnuté a
zkonzumované plnéni (naptiklad ¢ast nebo cely registraéni poplatek, fixni ¢astky — doprava, ubytovani
atd.).

2.7  Preshranicni aktivity

Ugelem Kodexu (stejné jako kodexu EFPIA) je transparentnost plateb nebo jinych plnéni, aby bylo
zajisténo, ze tyto informace lze snadno vyhledat jak pacientem, tak i jinymi zainteresovanymi
subjekty. Adresa hlavni praxe HCP nebo sidla HCO by méla byt smérodatnym ukazatelem toho, ve
které zemi mé zveiejnéni prob&éhnout.

Platby nebo jina plnéni zdravotnickym odbornikiim a zdravotnickym zafizenim, jejichz praxe, adresa
vykonu ¢innosti nebo misto registrace jsou v Evropé, je tieba oznamovat v zemi, kde ma piijemce
hlavni praxi nebo sidlo. A to bez ohledu na to, zda k platbé nebo jinému plnéni dojde v dané zemi
nebo mimo ni.

Ptiklady:

o Americké ustfedi clenské spolecnosti podporuje zdravotnického odbornika, ktery ma praxi ve
Svédsku, pii Ginnosti vykonavané v Némecku. O platbé nebo jiném plnéni pod jménem
piijemce (zdravotnického odbornika) musi informovat ve Svédsku (podle piislusnych zakontl,
predpisii a narodniho kodexu ve Svédsku).

o [talska clenska spolecnost podporujici zdravotnické zatizeni se sidlem v Italii pfi poskytovani
odborného poradenstvi nemocnici v Tunisku musi zvefejnit platbu nebo jiné plnéni na jméno
ptijimajiciho zdravotnického zafizeni v Italii (podle p¥islusnych zédkont, pfedpist a ndrodnich
kodexu platnych v Itélii).

e Spanélska ¢lenska spole¢nost podporujici odbornika z USA pii jeho zapojeni do Einnosti
poradniho vyboru v Argentiné nemusi podle Kodexu EFPIA tuto platbu nebo jiné plnéni
oznamovat. Zvefejnéni se vSak miize pozadovat v jinych jurisdikcich, napfiklad v USA podle
zéakona o sdélovani informaci (,,SunshineAct*).

3. Specifické pojmy

3.1 Unikatni identifikator

Unikatnim identifikatorem lékate v Ceské republice je evidenéni &islo piidélené Ceskou 1ékatskou
komorou (CLK), pro I¢karniky pak evidencni ¢islo piid€lené Ceskou I¢karnickou komorou (CLnK).
Unikéatnim identifikatorem zdravotnického zatizeni je ICO.

3.2 Podnikajici zdravotnicky odbornik

HCP — fyzickd osoba — kterd muze byt identifikovana na zakladé evidenéniho ¢isla pFidéleného
Ceskou lékatskou komorou (CLK) bude evidovana pod timto &islem jako HCP. ICO neméni fyzickou
osobu na pravnickou osobu.

Asociace inovativniho farmaceutického primyslu, IBC Pobiezni 3, 186 00 Praha 8, ICO 70970173, DIC CZ70970173
tel: +420 224 832 551, fax: +420 224 832 554, e-mail: info@aifp.cz

www.aifp.cz



4. Souhlas se zverejnénim

4.1  Ziskani souhlasu

Nezbytnou podminkou pro zpracovani osobnich tdaji zdravotnickych odbornikti v rdmci projektu
Transparentni spolupréce je ziskani jejich souhlasu se zpracovanim jejich osobnich udaja.

Alternativou je uzavieni dohody, ktera obsahuje zvlastni ustanoveni o zpracovani osobnich udaja.
V souladu se stanoviskem Ufadu na ochranu osobnich tidajti (UOOU), které AIFP obdrzela jako
odpovéd’ na jeji dotazy, je mozné vyuzit zakonnou vyjimku z povinnosti ziskat souhlas kazdého
zdravotnického odbornika, a to za predpokladu, Ze smlouva mezi zdravotnickym odbornikem a
¢lenskou spole¢nosti AIFP bude obsahovat jako jednu z podminek smlouvy, ze zpracovani osobnich
udaju je nezbytné pro plnéni smlouvy (viz ustanoveni § 5 odst. 2 pism. b) zakona ¢. 101/2000 Sb., o
ochrané osobnich udaji, ve znéni pozdé&jSich predpist). V piipadé uzavieni takovéto dohody (v
pisemné forme) se souhlas zdravotnického odbornika nevyzaduje a nelze ho tedy odvolat.

Pro uplnost je tfeba zminit, Ze ochrana osobnich udajii se vztahuje pouze na fyzické osoby, tj.
zdravotnické odborniky. Zdravotnické organizace, tj. pravnické osoby, nejsou subjektem ochrany
osobnich udaji dle zdkona o ochrané osobnich udaji a neni tedy nutné ziskat jejich souhlas se
zpracovanim; nicméné je doporuceno zajistit od HCO potvrzeni, Ze platba nebo jiné plnéni pro ni neni
obchodnim tajemstvim.

4.2  Odvolani souhlasu

Pokud byl souhlas zdravotnickym odbornikem odvolan, spravce tudaju (Clenska spole¢nost) a
zpracovatel udaju (AIFP jako ziizovatel databaze) musi ukoncit zpracovani ptislusnych udaju a
odstranit je ze svych internetovych stranek a/nebo vsechny takové Udaje zlikvidovat, pokud pravni
predpis neuklada spravci/zpracovateli povinnost tyto idaje nebo jejich ¢ast zachovat.

V tomto piipadé budou platby nebo jind pInéni poskytnuté tomuto HCP zvefejnéné v ramci
souhrnného zvetejnéni.

Pokud HCP odvola souhlas s jakymkoliv jednotlivym zvefejnénim, nebo kategorii plnéni, budou
vSechna plnéni poskytnuta tomuto HCP zatazena do souhrnného zvefejnéni. Tento princip se aplikuje
vzdy na vSechna pInéni poskytnuta v ramci jednoho zvetejnovaného roku.

4.3  Rozporovani dat ze strany piijemce

Pokud jde o mozZnost rozporovat uveiejnéna data, tak HCP, i zastupce HCO, maji moznost zveiejnéna
data rozporovat. Obecné¢ se doporucuje, aby spolecnost pred zvetejnénim dala moznost HCO/HCP
data verifikovat. Pokud by se vSak stalo, ze HCO/ HCP pied zvetfejnénim s daty souhlasi, av§ak po
jejich zvefejnéni je rozporuje, i pies piedchozi verifikaci je spole¢nost povinna data na vyzadani
zmenit (pfi zachovani principl zvetejiiovani), piipadn€ data stahnout a zatadit do agregovanych. Tato
prava subjektu tidaji vyplyvaji z § 21 zakona ¢. 101/2000 Sb.

4.4  Caste¢ny souhlas

Pokud HCP odvola souhlas s jakymkoliv jednotlivym zvefejnénim, nebo kategorii plnéni, budou
vSechna plnéni poskytnuta tomuto HCP zatazena do souhrnného zvefejnéni. Tento princip se aplikuje
vzdy na vSechna pInéni poskytnuta v ramci jednoho zvetejniovaného roku.
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5. Forma zverejnéni

5.1 Datum zverejnéni

Kazda clenska spolenost bude podavat informace ve lhGté 6 mésici od uplynuti pfislusného
vykazovaného obdobi (do 30. ¢ervna nésledujiciho roku). Valna hromada AIFP odsouhlasila stanoveni
interniho terminu pro prvni nahréni dat do databaze od vSech spole¢nosti na 1. kvéten 2016 s ohledem
na potiebu otestovat, zda je vSe funk¢ni a pfipravené na zvefejnéni. Tato nahrana data nebudou vefejné
pfistupna a budou k dispozici pouze pro spole¢nosti ucastnici se Projektu a pro AIFP (data budou
chranéna heslem).

5.2  Platforma pro zverejnéni

Zvetejnéni  bude probihat na centralni platformé, jejimz  zfizovatelem je  AIFP,
www.transparentnispoluprace.cz.

5.3 Jazyk zvefejnéni

Zvetejnéni bude probihat v ¢eském a anglickém jazyce.

5.4  Adresa prijemce

Farmaceutické spolec¢nosti nahlasi adresu Piijemce aktualni ke dni poskytnuti platby nebo jiného
plnéni. Nicméné viditelna adresa na webu www.transparentnispoluprace.cz je pravé ta posledni,
reportovana kteroukoli spole¢nosti v daném roce. Pro Géely vyhledavani je dostate¢né vlozit jakoukoli
relevantni adresu Pfijemce.

r r

6. Financ¢ni udaje

6.1 Ména

Platby jsou zvefejiiovany v ¢eskych korunach.

6.2 DPH

Platby jsou zvefejnovany véetné¢ DPH.

6.3  Pravidla vypoctu
Tato informace bude specifikovana v metodikach jednotlivych ¢lent.

7. Doporucené postupy pri spolupraci s HCO

7.1 Uprava Vv Disclosure kodexu AIFP (,,Kodex*)

Kazda ¢lenska spoleénost bude v souladu s Kodexem dokumentovat a zvefejiovat platby nebo jina
plnéni, které jsou poskytnuty, pfimo ¢i neptimo, pro nebo ve prospéch Piijemce.

“Pfijemcem” je jakykoli zdravotnicky odbornik, ptipadné zdravotnické zatizeni s hlavni praxi,
pracovistém ¢&i sidlem v Ceské republice.

,Platby a jina plnéni“ zahrmuji pfimé a nepfimé platby nebo jind plnéni, at’ jiz ve formé financni,
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v naturdliich nebo jinak, provedené pro propagacni ¢i jiné uéely v souvislosti s vyvojem a prodejem
vyhradn¢ humannich generickych ¢i originalnich 1é¢ivych piipravki vydavanych pouze na lékaisky
predpis.

Piimé platby nebo jina plnéni jsou ty, které jsou poskytnuty pfimo ¢lenskou spole¢nosti ve prospéch
Ptijemce.

Nepiimé platby nebo jind plnéni jsou ty, které jsou poskytnuty v zastoupeni ¢lenské spole¢nosti ve
prospech Pfijemce, nebo ty platby a jind plnéni, ktera jsou poskytnuta prostfednictvim tfeti osoby a u
kterych ¢lenska spole¢nost zna nebo je schopna identifikovat HCP/HCO, které budou mit
Z poskytnutého plnéni prospéch.

Podle Kodexu pro platby nebo jiné plnéni poskytnuté HCO bude zveifejnéna platba nebo jiné plnéni
souvisejici s kteroukoli z nize uvedenych kategorii:

a. dotace a granty
b. pfispévky na naklady akci.
i.  registra¢ni poplatek;
ii.  smlouvy o sponzorovani uzaviené se zdravotnickymi zafizenimi nebo s tfetimi stranami

povétenymi zdravotnickym zafizenim potradat akci; a
iii.  doprava a ubytovani.
c. odmény za sluzby a konzultace.

7.2  Poradatel vs. Organizator

Aby bylo mozné spravné posoudit informacni povinnost ¢lenskych spolecnosti dle Kodexu, v kazdé
jednotlivé situaci, kdy je poskytovana platba ¢i jiné plnéni, by méel byt urCen status smluvni
strany/dodavatele. V ptipadech kategorii dotace a granty a odmény za sluzby a Kkonzultace
uvedenych vyse je ve vétsing piipadu situace jasna a Clenska spolecnost poskytne platbu ¢i jiné plnéni
ptimo zamyslenému Piijemci (tj. jakykoli dar ¢i odménu za sluzby).

Oproti tomu v ptipadé plateb nebo jinych plnéni, uvedenych vyse v kategorii prispévky na naklady

vvvvvv

kongrest, agentury).

Pro ucely fadné implementace Kodexu jsou tyto dvé kategorie subjektii ve vztahu k platbdm a jinym
plnénim poskytnutym pro tcely pofadani odborné akce odliseny:

“Poiadatelem” se rozumi svolavatel akce, tedy ten, z jehoZ iniciativy je akce organizovana (velmi
¢asto odborna spolecnost). Z hlediska Kodexu je Poradatel Piijemcem (mimo situaci, kdy potadatel
nespada pod definici HCO a potada akci z vlastni iniciativy. V takovém ptipad¢ platby zvefejnény
nebudou, a to ani individualng, ani agregované — toto pravidlo se neuplatni v ptipadé plateb ¢i jinych
plnéni poskytnutych HCP).

“Organizatorem” je subjekt, ktery akci pouze organizuje a skrze kterého je plnéni poskytovano

kone¢nym subjektum. Z hlediska Kodexu potom neni rozhodujici, zda je smlouva s farmaceutickou
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spoleCnosti uzavirdna organizadtorem nebo potadatelem, ale rozhodujici je, kdo je konec¢nym
ptijemcem plnéni. Stejné tak neni rozhodujici, kdo je uveden jako oficialni potadatel, ale rozhodujici
je, z ¢i iniciativy je akce pofadana.

7.3  Doporucené postupy vici HCO

Na zaklad¢ ustanoveni Kodexu a principt popsanych v tomto dokumentu AIFP doporuéuje ¢lenskym
spolec¢nostem zvazit a aplikovat nasledujici postupy pii poskytovani plateb nebo jinych plnéni HCO.

Princip individudlniho zverejnovani

Na zakladé ustanoveni Kodexu budou informace o platbdch nebo jinych plnénich podavany
individualngé. Kazda clenska spolecnost bude zvetejiiovat vysi poskytnutého plnéni individudlné za
kazdého jasné identifikovatelného piijemce V piipadé, ze tyto platby nebo jind plnéni v jednotlivém
vykazovaném obdobi je mozné odiivodnéné ptifadit do jedné z kategorii uvedenych v Kodexu (jak je
uvedeno vyse v odstavci 1).

Princip respektovani prav HCO

Pii komunikaci o podminkach zvefejiiovani podle Kodexu v pfipadé jednotlivych odbornych akci
musi ¢lenské spolecnosti vynalozit veSkeré mozné Usili pti vysvétleni zakladnich principti Kodexu a
pii ziskdvani souhlasu se zvefejnénim ze strany Piijemce, piipadné potvrzeni o zvetejnéni (,,Souhlas®).
Tento princip se aplikuje také v piipadé poskytnuti plateb nebo jiného plnéni prostiednictvim treti
strany.

Princip radné dohody
Prima dohoda mezi clenskou spolecnosti a Poradatelem (Prijemcem). Ustanoveni o souhlasu
se zvefejnénim je obsazena piimo v dohod¢. Poskytnuta platba ¢i jiné plnéni a jeho vyse je
definovana v dohodgé.

Trojstranna dohoda mezi clenskou spolecnosti, Poradatelem (Prijemcem) a Organizatorem.
Ustanoveni o souhlasu se zvefejnénim je obsazena ptimo v dohodé€. Vyse poskytnuté platby ¢i
jiného plnéni je definovana v dohodé.

Dohoda mezi clenskou spolecnosti a Organizatorem. Organizator by se mél ve smlouve
zavazat, ze ziskal/ziska souhlas se zvefejnénim od Prijemce. Je dirazné doporuéeno, aby si
Clenskd spolecnost ovéfila, zda dany Pfijemce skutecné souhlasil se zpracovanim a
zvetejnénim dotCenych dat. Co se ty¢e mnozstvi poskytnutého plnéni Piijemci, Organizator
poskytne tyto informace Clenské spolecnosti, coz by mélo byt smluvné oSetfeno v dohode.
Clenska spolegnost miize pozadovat informace o konkrétni ¢astce také pfimo po Piijemcich.

Bez pisemné dohody. Poskytnuti plateb ¢i jinych plnéni probihd na zakladé objednavky,
zadosti ¢i pozvanky a neni smluvné oSetfeno. Pijemce musi vydat souhlas se zvefejnénim.

Princip jednotného postupu AlIFP
Pii v8ech jednanich s Pofadateli a Organizatory budou ¢lenské spoleénosti postupovat transparentné a
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jednotng, jak bylo dohodnuto v ramci platformy a/nebo doporu¢eno ze strany AIFP, a to tak aby
chranily a zlepSovaly svou odbornou povést. Za Zzadnych okolnosti se ¢lenska spole¢nost nesmi
ucastnit, schvalovat ¢i podporovat struktury nebo projekty, které porusuji principy stanovené
v Kodexu nebo v tomto dokumentu, coz by vyvolavalo rozporné signaly vici HCO nebo vefejnosti.

7.4 Pravni argumentace HCO
Osobni Udaje

Cesky zakon 0 ochrang osobnich udajii se nevztahuje na ochranu osobnich tdaji pravnickych osob (tj.
pravni ochrana dopada pouze na fyzické osoby).

Obchodni tajemstvi

Clenska spole¢nost miize &elit argumentu vznesenému ze strany Pijemce (HCO), Ze zveiejnéni
pfedmétnych plateb ¢i jinych plnéni neni mozné z toho divodu, Ze ptedmét dohody uzaviené mezi
¢lenskou spole¢nosti a Pfijemcem je obchodnim tajemstvim. V této souvislosti pfidavame definici
obchodniho tajemstvi dle ob¢anského zakoniku:

,»Obchodni tajemstvi tvofi konkurencné vyznamné, urcitelné, ocenitelné a v prislusnych obchodnich
kruzich bézné nedostupné skutecnosti, které souviseji se zavodem a jejichz vlastnik zajistuje ve svém
z4jmu odpovidajicim zplsobem jejich utajeni.*

S ohledem na vySe uvedené plati Ze, je-li kupfikladu dana HCO vefejnd nemocnice, tak v souladu
s pozadavkem transparentnosti stanoveném napi. v P¥ikazu ministra nebo dle z&dkona o svobodném
pristupu k informacim (¢. 106/1999 Sb.), nebude moci takovy Pfijemce Gspe€sné pouzit argument o
obchodnim tajemstvi (informace zvefejnéné na webovych strankdch nemocnice nebo ministerstva
nemohou byt povazovany za obchodni tajemstvi).

Poradatel neobdrzel zadné penize

Clenské spole¢nosti ¢asto fesi argument HCO v souvislosti s jimi poskytnutou podporou jednotlivym
odbornym akcim. HCO argumentuji tim, ze nedo$lo k poskytnuti plateb ¢i jiného plnéni v jejich
prospéch, jelikoz neobdrzeli Zadné penize na svlj bankovni ucet a Organizator pouzil veskery
sponzorsky prispévek k pokryti nakladd dané akce.

Dle ustanoveni Kodexu muzZe byt platba ¢i jiné plnéni poskytnuto v penézich ¢&i v naturdliich.
Skuteénost, ze diky poskytnuté podpoie ¢lenské spole¢nosti mohla dana odborna akce prob&hnout, tj.
ubytovani, prondjem mista konani odborné akce, obCerstveni atd., piedstavuje poskytnuti platby ¢i
jiného pInéni ve smyslu Kodexu.

7.5 Interni pravidla HCO

S ohledem na soulad Kodexu a platnou pravni tpravou je ¢lenskym spole¢nostem doporuc¢eno, aby
uznavaly a respektovaly interni pravidla a politiky HCO, které se vazou k poskytovani podpory nebo
odskodnéni, které predstavuje platbu ¢i jiné plnéni dle Kodexu.

7.6  Vymahatelnost pouZivani doporucenych postupt

Dle Kodexu je Etickd komise AIFP opravnéna dohliZet na dodrZzovani ustanoveni Kodexu a
provadécich pravidel stanovenych AIFP. Toto opravnéni zahrnuje poskytovani stanovisek v rdmci
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VIR programu a také kontrolu aktivit jednotlivych spole¢nosti v projektu Transparentni spoluprace,
bud'to na zaklad¢ stiznosti vznesené jinou ¢lenskou spole¢nosti nebo tieti stranou anebo v disledku
prabézné kontroly Etické komise nad dodrzovanim ustanoveni Kodexu.

8. Dotazy

8.1 Definice

Pro ucely tohoto dokumentu se konkrétnim dotazem rozumi takovy dotaz, ktery se tyka spolupréce
konkrétniho zdravotnického odbornika (HCP), zdravotnického zafizeni (HCO) nebo farmaceutické
spole¢nosti a/nebo poskytnutych plateb ¢i jinych plnéni.

Pro Gcely tohoto dokumentu se obecnym dotazem rozumi takovy dotaz, ktery se tyka obecné projektu
Transparentni spoluprace nebo systému zveifejiiovani jako jsou pravidla zvefejiiovani, orientace
v databazi projektu Disclosure, implementovana pravidla na ochranu osobnich tudaji, kategorie
zvetejiiovani atd.

8.2 Technické nalezitosti

AIFP jako zfizovatel a administrator databadze, prostfednictvim které se budou zvefejnovat data
v ramci projektu Disclosure (dale jen ,,Databaze®), je povinna zajistit takové technické a personalni
nalezitosti, aby bylo mozné véas zodpovidat obecné i konkrétni dotazy vefejnosti.

Me¢ly by byt zajistény zejména nasledujici nalezitosti:

a) Vytvofeni rozcestniku pro ucely klasifikace dotazli na obecné, které se tykaji samotného
projektu a jeho pravidel a které bude zodpovidat ptimo AIFP, a na konkrétni, které se tykaji
jednotlivych zvetejiiovanych informaci a které budou automaticky zaslany ptimo dotéené
farmaceutické spolecnosti;

b) Vytvofeni elektronického formulafe pro dotazy vefejnosti, ktery bude dostupny ptimo
v Databazi a bude obsahovat nasledujici povinné Udaje, které musi tazatel vyplnit: jméno a
piijmeni tazatele (telefonni ¢islo, email), pole pro oznaceni adresata dotazu, tj. farmaceuticka
spole¢nost, jejiz data jsou predmétem dotazu (vybér preddefinovanych subjektt) v piipadé
konkrétnich dotazli, nebo oznaceni AIFP pro piipad obecnych dotazli a pole pro samotny
dotaz;

C) Zajisténi funkenosti systému zasilani dotazi k ptislusnému adresatovi v redlném Case;

d) Zajisténi archivace dotazti v Databazi s omezenym piistupem pro zaméstnance AIFP. Ugelem
archivace je moznost nalezeni dotazu v ptipadé€, kdy tazatel vyplnil chybné pole ,,Adresat”, a
jeho bezodkladné odeslani spravnému adresatovi (alespoil do 48hodin/2 pracovnich dni).

Postup popsany vyse je jedinou moznosti, jak budou zodpovidany konkrétni dotazy; v pfipadé, ze
tazatel polozi sviij dotaz telefonicky, emailem ¢i jinou alternativni cestou, bude pozadan, aby pouzil
elektronicky formulaf pro dotazy vetejnosti, ktery je dostupny v Databazi. Obecné dotazy adresované
pfimo AIFP mohou byt pfijaty i jinym zptsobem.

8.3  Ochrana osobnich udaji
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Dotazy vetejnosti tykajici se konkrétnich zvefejnénych informaci mohou byt zodpovézeny pouze
osobou, které byl dan souhlas se zpracovanim osobnich udaji ptimo dotéenym subjektem (=
zdravotnicky odbornik, jehoz data jsou zvefejnovana) tj. spravcem osobnich udaji (= dotena
farmaceuticka spole¢nost). AIFP v pozici zpracovatele osobnich udaji neni opravnéna zodpovidat
dotazy tykajici se konkrétni farmaceutické spole¢nosti nebo jednotlivych zvefejnénych plateb.

V souvislosti s archivaci vSech dotazti AIFP, jakoZto ztizovatel a administrator databaze, bude v pozici
spravce osobnich tidajii tazateld. Pro tento Gdel si AIFP zfidi registraci u Utadu na ochranu osobnich
udaja.
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