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AIFD — HASTALAR VE HASTA DERNEKLER]
[LE ETKILESIM ONERILERI - Metin 1.1

Bu dokiiman, AIFD iiyesi ila¢ firmalarinin, hastalar ve hasta dernekleri
ile olan etkilesimlerinin uygun bir sekilde koordine edilmesini ve bu
etkilesimlerin hem yasa ve yonetmeliklerle hem de AIFD degerleri ve
politikalariyla tutarli bir sekilde yiiriitiilmesini saglama amaciyla
hazirlanmis baglayici olmayan Onerileri igermektedir.

Hastalara yonelik dogrudan ve/veya dolayli olarak temas halinde olunan
asagida belirlenmis aktiviteler, is birlikleri ve projelere yonelik sorular,
ilkemiz mevzuati, EFPIA ve AIFD kurallar1 ¢ergevesinde
yorumlanarak yanitlanmigtir.

1. FiZIKi TOPLANTI ORGANIZASYONU

1.1. Sirket icerisinde hangi birim ve fonksiyonlar hasta
dernekleri ve hastalarla etkilesime ge¢cmelidir?

Hasta dernekleri ve hastalarla, ilk tercih medikal veya
farmakovijilans departmaninin etkilesime ge¢mesidir. Her
durumda hasta dernekleri ve hastalarla etkilesime gececek olan
sirket departmani, ticari niteligi olmayan bir departman
(6rnegin, hasta iliskileri departmani) olmalidir.

AIFD NOTE FOR GUIDANCE FOR
INTERACTIONS WITH PATIENTS AND
PATIENT ASSOCIATIONS - Version 1.1

This document contains non-binding recommendations to ensure that
AIFD member companies do properly coordinate their interactions
with patients and patient associations, and that these interactions are
conducted in a manner consistent with both legislation and regulations,
and AIFD values and policies.

The following activities, collaborations and projects related to the
patients with whom companies are directly and / or indirectly in
contact, are interpreted and answered within the framework of Turkish
legislation, EFPIA rules and AIFD rules.

1. ORGANISATION OF MEETINGS

1.1. Which units and functions within the company can and
shall interact with patient associations and patients?

The first choice is the interaction of the medical or pharmacovigilance
departments with patient associations and patients. In any case, the
company department that will interact with the patient associations
and the patients shall be a non-commercial department. (for example,
the patient relations department.) *

! Hastanin receteleme iizerindeki davranisim etkileyebilecek departman ¢alisanlarinin, hasta ile iletisime gegcmemesinin, olas: bir etik dis1 uygulamayi veya bu

yonde bir algilanmayi engellemek bakimindan daha uygun olacag kesindir.

11t goes without saying that the employees of departments who may be perceived to affect the patient's behavior on prescribing, shall not be in contact with the
patient in order to prevent possible unethical practice or perception in this direction.




Is birimi calisanlar1 (Pazarlama, satis, vb. gibi) teknik ve is
siireci acilarindan gerekli ise gozlemci olarak etkilesimlere
dahil olabilir. Etkilesim siirecinde, teknik ve is siireci
acilarindan, hasta iligkileri departmani siirecte yer alabilir.
Konu ile ilgilenen birim sorumlular1 (Pazarlama, Satis, Uriin
sorumlusu, vb) projede ancak gozlemci olarak gdrev ve yer
alabilir.

1.2. Hastalar sirket ici egitim toplantilarima cagrilabilir mi?
Kosullar nelerdir? 2

Hastalar sirket ici toplantilara, sirket calisanlarinin egitimi
amaciyla c¢agrilabilir® Bu hastalarin hastanin tedavisini
stirdirmekte olan hekiminin teyidi alindiktan sonra sirket
etkinliklerine ¢agrilmast uygundur.* Ote yandan, cesitli

Business unit employees (such as marketing, sales, etc.) may be
involved in interactions as observers if necessary in terms of technical
and business processes. In terms of technical and business processes,
the patient relations department can take part in the process as well.
Unit responsibles (Marketing, Sales, Product responsible, etc.)
involved in the subject can take part in the project only as observer.

1.2. Can patients be invited to in-company training meetings?
Under what conditions? 2

Patients can be invited to internal meetings for company employees
training.® It is appropriate for these patients to be invited to company
events after the confirmation of their treating physician.* On the other
hand, people who take part in various platforms as panelists, speakers,
patient rights advocates, patient association representatives could be

2 Firmanin sirket i¢i toplantisina hastanin katilmasi, hastanin video, fotograf veya hikayesinin 3. kisilerle paylasiimasi, hastalarla bu tiirde iliskilere girilmesinin,
hasta dernegi veya hekimi araciligiyla dahi olsa firmalar1 halka ilag tanitim1 yapmak ve/veya regeteleme davranisini etkileme gibi riskli alanlara sokabilir.
Dolayistyla sirket ici toplantilara hastalarin katilimi miimkiin oldugunca asgari diizeyde tutulmali, toplantinin amaci, diizenlenme sekli gibi hususlar yazili olarak

dokiimante edilmelidir.

2 Participation of the patient in the company's internal company meeting, sharing the patient's video, photograph or story with third parties, entering such
relationships with patients, may put companies in risky areas such as promoting drugs to the public and / or affecting their prescribing behavior, even if the
interaction is through the patient association or the treating physician. Therefore, the participation of patients in internal meetings should be kept to a minimum
as much as possible, and issues such as the purpose of the meeting and the way they are organized should be well documented in writing.

3 Bu tiir toplantilarin siklikla ve ¢ok sayida hasta ile yapilmast, ilag sirketinde, hastalara ait nemli miktarda hasta bilgisinin islenmesi anlamina gelebilecektir.
(kisisel veriler, saglik bilgileri vs..) Saglik otoritesinin genel yaklagiminin, ilag firmasi ile hasta iletisiminin asgari diizeyde tutulmasi veya miimkiinse hig
etkilesim olmamasi yoniinde oldugu gz 6ntinde tutulmali, sirkette tutulacak hasta verisinin en az diizeyde olmasina dikkat edilmelidir.

3 Holding such meetings frequently and with a large number of patients may mean processing a significant amount of patient information within the
pharmaceutical company. (personal data, health information, etc.). The general approach of the health authority should be kept in mind: the patient
communication with the pharmaceutical company should be kept to a minimum or there should be no interaction; the patient data to be kept within the company

should be the minimum.

4 Hasta segimine iliskin siireclere, teknik itirazlar diginda, ilag firmasi dahil olmamalidir. Kald1 ki, hastanin saglik verilerini gormeden, hastanin gergekten hasta

oldugunun da ilag sirketi tarafindan dogrulanmasi miimkiin olamayacaktir.

“Apart from technical objections, the pharmaceutical company should not be involved in the process of patient selection. To note, without seeing the patient's
health data, it will not be possible for the pharmaceutical company to confirm that the patient is really a patient.




platformlarda, panelist, konusmaci, hasta haklar1 savunucusu, | called directly as they are known to the public and companies. AIFD
hasta dernegi temsilcisi olarak yer almus kisiler, kamuoyunca ve | recommends that direct interaction with patients to be done with the
firmalarca tanindiklari i¢in dogrudan ¢agrilabilmektedir. AIFD, | consent of the treating physician, or if the patient is a member of a
hastalarla dogrudan etkilesimin tedavi eden hekiminin onay1yla | patient association, through the patient association.®

veya hasta bir hasta dernegi iiyesi ise, liyesi oldugu hasta
derneginin bilgisi dahilinde yapilmasini énermektedir.®

1.3. Sirket ici egitim toplantilarinda hastalar1 dahil ederken | 1.3. What types of approvals must be obtained when involving
hangi onaylarin ahinmasi gerekmektedir? patients at in-company training meetings?

Sirket etkinliklerine katilacak hastalardan; hasta dernekleri | A consent form* should be obtained from the patients who will

veya tedavisini siirdiiren hekimin onayi, bilgisi ve araciliiyla | participate in the company activities through their patient associations
“muvaffakatname /onam formu*” alinmalidir. Onam formunda, | or their treating physician after their approval. In the consent form, all
hastanin  isminin, fotograf ve videosunun kullanilip | permissions that should be taken in accordance with KVKK (Personal
kullanilmayacag, paylasimi, KVKK uyarinca alinmasi gereken | Data Privacy Law) including whether the name, photograph and video
tiim izinler yer almalidir. of the patient would be used or not.

Onam formu, sirketin  Hukuk sorumlusu tarafindan | The consent form must be created or reviewed by the company's legal
olusturulmali veya incelenmelidir;® tercihen sirketin Etik & | department; © preferably the company's Ethics & Compliance

Uyum Boliimi de siiregte yer almalidir. Hasta igin yapilacak | Department should also be involved in the process. The expenses if
harcamalar (varsa, ulasgim ve konaklama-yemek masraflari, | any to be made for the patient (transportation and accommodation-
gerekiyorsa destekgisinin/bakicisinin/velisinin benzer | food expenses, if necessary, of the supporter / caregiver / guardian)

5 flag firmasinin hasta segimine dahil olmamasi esas1 dogrultusunda, ilag sirketi ile hasta arasinda dogrudan, iki tarafli sézlesme yapilmamas1 uygun olacaktir. Bu
bakimdan, ilag sirketi, hekim/hasta dernegi ve hasta arasinda bir {iglii s6zlesme yapilmasi ve bu sdzlesmede 6zellikle hastanin hak ve yiikiimliilikklerinin, varsa
tabi oldugu sinirlamalarin, onayimin gerektigi hususlarin agikga belirtilmesi 6nerilmektedir.

5In line with the principle that the pharmaceutical company shall not take part in the selection of patients, it will be appropriate not to make a direct, bilateral
contract between the pharmaceutical company and the patient. In this regard, it is recommended that a tripartite contract be signed between the pharmaceutical
company, the physician / patient association and the patient, and that the rights and obligations or the limitations, if any of the patient, and the points that
require approval are clearly stated.

6 Onamlarin kim tarafindan kimin adina alinacag:, kimin tarafindan saklanacaginin ayrica ve agikca diizenlenmesinde yarar goriilmektedir. Bu dogrultuda, sirket
ici etkinlikte hasta verilerinin zaten sirket tarafindan tutulacag (sirkete giriste dahi, genel olarak ad soyad, sirkete gelis amaci, kiminle goriisiilecegi gibi veriler
toplanmaktadir.) diisiiniildiigiinden, onamlarin da sirket tarafindan alinip saklanmasi yerinde olacaktir.

81t is highly recommended to regulate and explicitly arrange how the consents be collected and by whom, how they will be handled and filed. In this regard, it
would be appropriate to keep the consent at the company in the in-company events, as the patient data (when entering the company premises, data such as name,
surname, purpose of arrival to the company, discussion partners, etc.) are already in the possession of the company.



masraflar1) firmanin i¢ is silireclerine uygun, adil harcama
sinirlari i¢cinde yapilmalidir.

*Muvaffakatnamede, giincel KVKK ¢ercevesinde (ve tercihan GDPR
kurallarina da bakilarak), eger hastanin verileri bir i¢ toplanti
disinda da kullanmilacaksa, hastamin fotografinin, videosunun, ismi
belirtilerek hikayesinin paylasilmast konularinda onayr sorulmali /
almmahdir.”

2. ORTAK ICERIK OLUSTURULMASI

2.1. Hasta hikayesi/videosu iceren iceriklerde hasta iletisim
siireci kim tarafindan ve nasil yiiriitiiliir?

Medikal ve Farmakovijilans birimleri hastalarla birebir
iletisime gecebilir. Hasta hikayesi/videosu ¢ekimlerinde, teknik
ve is siireci agilarindan gerekli ise, etik davranis kurallar
dahilinde kalacak sekilde hasta iliskileri departmani siirecte yer
alabilir. Konu ile ilgilenen birim sorumlular1 (Pazarlama, PM,
vb) projede gorev ve yer alabilir.
Ek Not:

Hasta se¢iminde dernek veya hekim araciligi ile ilerlenir. Firmalar
hasta se¢iminde rol almaz. Verilmek istenen mesaji verecek fiziki ve
ifade ozellikleri olan hastalarin segimi konusunda firma iletisim
boliimii onerilerini beyan edebilir.

Bu tarz videolar, sadece testimonial olarak hazirlanabilir. Oniine
disclaimer koyulur. (Kosulsuz katki varsa iki taraf anlagmali olarak
bunu da video 6én bilgilendirmesinde belirtirler.) Hastadan
muvaffakatname/agik riza onami alimr. Dernek ile ilerleniyorsa bu
dokiimani dernek de alabilir. Firma hasta verilerini, ismini,
goriintiisiini, sesini, vs. kullanacaksa, firmanmin hastadan da acik riza
almasi onerilmektedir.

should be made within the fair spending limits in accordance with the
internal business processes of the company.

* The consent should include, if ever the patient's data would be used outside
besides the company internal meeting, , within the framework of the current
KVKK (and preferably by considering the GDPR rules) the approval for the
use of the patient's photo, video, patient journey story. ’

2. PREPARATION OF THE COLLECTIVE
CONTENT

2.1. Who and how shall the patient communication process carried
out for projects content about the patient story / video?

Medical and Pharmacovigilance departments can communicate &
interact directly with patients. In patient story / video shootings, if
necessary in terms of technical and business processes, the patient
relations department can take part in the process, respecting the rules
of ethical behavior. Unit responsibles (Marketing, PM, etc.) interested
in the subject can take part in the project.

Additional Note:

The association or the physician are the intermediaries in the selection of
patients. Companies do not take part in patient selection. The company can
state the communication department suggestions about the selection of
patients with physical and expressive features that will deliver the desired
message.

Such videos can only be prepared as testimonials. A disclaimer shall be
placed at the beginning. (If there is an unconditional financial contribution,
the two parties will indicate this in the preliminary informative agreement.)
Consent / open consent of the patient must be obtained. If the project is with
the patient association, the association can also receive the patient consent
document. Companies are recommended to obtain open explicit consent from

" Fotograf ve/veya video, daha sonra sirket tarafindan kullanilmaya devam edilecekse, mutlaka buna iliskin, telif haklarma iliskin diizenlemeler de dahil, gerekli

onamlarin alinmasi1 gerekecektir.

" If the photos and / or videos are planned to be used by the company later, necessary consents including any copyrights should be obtained.




Dernek ve/veya tedaviyi siirdiiren hekimi ile bir protokol yapilir.
Protokolde; toplanti amaci, detaylari ve baglayici maddeler yer alir.
(Icerigin sirket icinde mi, disinda m1 kullamilacag, sirket disinda da
kullanilacak ise, kullanilacagi mecralar belirtilir.) Testimonial lerde
ver alan hastalarin veya velilerinin onayinin alinmasi onerilmektedir.
Hasta veya velisi, onayini herhangi bir zaman kaldirabilir; verilen
iznin geri ¢ekilmesi halinde ne olacaginin, (kullanimin durdurulacag
ancak onamin geri ¢ekilmesinin yalnizca gelecege etkili olacagi vs. )
onam metni igerisinde yer almasi daha uygun olacaktir.

Video icerigi icin hastaya sorulacak sorular ve video Hukuk, Medikal,
Etik/Uyum onayina sunulur. Bu onaylar toplantidan/¢ekimden énce
veya video kullanima sunulmadan énce mutlaka tamamlanmalidir.

2.2. iceriklerin kullamm siiresi ve telif hakki hangi
paydaslarda olmahdir?
Iceriklerin  kullanim siiresi videonun kapsamina gore

belirlenebilir ancak kullanima siire yoOniinden smirlama
getirilmesi zorunlu tutulmamalidir.

Telif hakki konusu (Testimonial’in telif hakki konusu)
yapilacak s6zlesmede yer almalidir.

Bu tiir videolarda hem dernegin hem de ¢ekim igin maddi
destek saglayan firmanin kullanim hakkinin korunmasi uygun
olacaktir. Maddi destek saglayan firma tarafindan videonun bir
bagka kurumun veya firmanin web sayfasinda kullanilmamasi
talep edilebilir.

Icerikte bir iiriine yonelik acik veya ortiilii reklam/tanitim
yapilamayacagi, sozlesmede de agikca belirtilmelidir.

3. DANISMANLIK  HIZMETI VE  DEGER
AKTARIMLARI

3.1. Hasta derneklerine deZer aktarimi hangi bicimlerde
olabilir? (Sponsorluk, hizmet sézlesmesi, bagis vb. gibi)

the patient herself/himself if patient data, name, image, voice, etc.is going to
be used.

A protocol is made with the association and / or the treating physician. In the
protocol; the purpose of the meeting, details and binding items are included.
(Whether the content will be used inside or outside the company or if it will
be used outside the company, the channels to be used are specified.) It is
recommended to get the approval of the patients or their parents in the
Testimonials. The patient or guardian may withdraw consent at any time; It
would be more appropriate to include in the consent what would happen if
the given use consent is withdrawn (use will be stopped, but withdrawal of
consent will only be effective for the future, etc.)

Questions to be asked to the patient in the interview and the video are
submitted to Legal, Medical, Ethics / Compliance approvals. These approvals
must be completed before the meeting / shooting or before the video becomes
available for use.

2.2. Which stakeholders should have the copyright of the content
and decision on the use period?

The usage period of the content can be determined according to the
scope of the video, but it should not be obligatory to limit the usage
period.

The copyright issue (the copyright subject of Testimonial) should be
included in the contract.

In such videos, it will be appropriate to protect the rights of use of the
association and also of the company that provides financial support for
the video. The company that provides financial support may request
that the video is not used by/posted on other institutions' or companies'
websites.

It should be clearly stated in the contract that in the content there shall
be no explicit or implicit advertisement / promotion for a product.

3. CONSULTANCY AND VALUE TRANSFER




Hasta derneklerine AIFD Tamtim ilkeleri Madde 21'e gére
destek verilebilir: Dernek etkinliklerine sponsorluk yapilabilir;
hizmet sozlesmesi ile deger aktarimi veya nakdi veya ayni
bagislar yapilabilir. Hasta derneklerine yapilacak her tiirlii
destek ilgili deger aktarim siireci kapsamindadir.

3.2. Bir etkinlik kapsaminda, tedavi alam ile ilgili bir ila¢
firmasi hastalan bilgilendirebilir mi? Ne detayda olabilir?

Hastalik farkindalik etkinlikleri (awareness campaigns) ilag
tanitimina iligskin olmadigi siirece, yiriirlikteki mevzuatta,
otoritenin  bilgilendirilmesine ~ ydnelik  bir  zorunluluk
bulunmamaktadir. Hastalar1 bilgilendirme, tercihen ilgili
hekimi iizerinden veya hasta dernegi vasitasi ile yapilmalidir.

3.3. Hasta derneklerine yapilan deger aktarimlari firma web
sayfalarinda yayinlaniyor mu?

AIFD ve EFPIA kurallarina gore, hasta derneklerine yapilan
tiim deger aktarimlari ister maddji, ister ayni olsun, firma web
sayfasinda Tiirkce olarak yaymlanmalidir ( AIFD ilkeleri
Madde 21.7)

Eger firmanin global web sayfasinda deger aktarimi Tiirkce
olarak yaymlanmis ve yerel web sayfasindan global web
sayfasina yonlendirme yapilmigsa ayrica yerel web sayfasinda
da yaymlamaya gerek yoktur.

4. HASTALARA YONELIK BILINCLENDIRME
MATERYALI HAZIRLANMASI

4.1. Hasta yolculugunu igeren bilgilerin yer aldig1 farkindalik
videosu icin hastalar ve hasta dernekleri ile is birligi
yapilabilir mi?

3.1. In what forms can transfer of value to patient associations be?
(i.e., sponsorship, service contract, donation, etc.)

Support can be provided to patient associations according to Article 21
of the AIFD Code of Promotional Practice: Association activities can
be sponsored with a service contract, value transfer or cash or in-kind
donations. Any support to patient ssociations is subject to related
disclosure of transfer of value.

3.2. As part of an activity, can a pharmaceutical company share
information with patients about a treatment area? At what detail
can it be?

As long as the awareness campaigns are not related to any drug
promotion, the current Turkish legislation does not require the
obligation to inform the health authority. Informing the patients should
be done preferably through the relevant physician or through the
patient association.

3.3. Are value transfers made to patient associations published on
company web pages?

According to AIFD and EFPIA rules, all value transfers, whether
material or in kind, to patient associations should be published in
Turkish on the company website, (Article 21.7 of the AIFD Code of
Practice.)

If the value transfer of the company to the patient association is
published in the global website in Turkish and redirected from the
local website to the global website, there is no need to publish it again
on the local website of the company.

4. PREPARATION OF PATIENTS AWARENESS
MATERIAL




Hasta yolculugunu iceren bilgilerin yer aldigir farkindalik
videosu i¢in hastalar ve hasta dernekleri ile is birligi yapilabilir.
Yukarida belirtilen kurallar bu videolarin hazirlanmasinda da
gecerlidir.

4.2. Bilinglendirici dijital icerikler konusunda kisitlar nedir?

Firmanin o alanda {iriinii olmasa dahi bir hastalia yonelik
bilinglendirici igerik olusturulabilir. Hasta dernegi veya uzman
hekim dernegi is birligi ile veya is birligi olmadan da firma
medikal  departmanmi  sorumlulugunda  dijital  igerik
hazirlanabilir.

Hastaliklar ile ilgili hazirlanan igeriklerde, ilag ve etken madde
bilgisi yer almamalidir. Igerik medikal onay siirecinden
geemelidir. Hasta videolar1 firmanin hukuk kurallar
cergevesinde sozlesme yapilarak ve gerekli onamlar alinarak
kullanilabilir.

4.3. Hastalara yonelik hasta okulu vb. hastalik bilin¢lendirme
toplantilar1 organize edilebilir mi?

Bu konuyla ilgili herhangi bir yazili bilgilendirme
bulunmadig1 gibi, mevzuatta da bu yonde bir kisitlama
bulunmamaktadir

Firma tarafindan dogrudan hastalara yonelik hasta okulu vb.
hastalik bilinglendirme toplantilar1 organize edilemez 8 ancak
bu tarz toplantilarin hasta dernegi, hekim dernegi veya kamu
kurumu hastaneleri tarafindan gerceklestirilmesi durumunda
ilgili dernek veya kurum ile sdzlesme yapilarak makul
sponsorluklar gerceklestirilebilir.

4.1. Could collaboration be made with patients and patient
associations for the awareness video that includes information on
patient journey?

Collaboration can be made with patients and patient associations for
the awareness video that includes information on patient journey. The
rules mentioned above also apply to the preparation of such videos.

4.2. What are the constraints on awareness-raising digital content?

Even if the company does not have a product in that area, awareness-
raising content can be created for a disease. Digital content can be
prepared under the responsibility of the company medical department,
with or without collaboration with the patient association or the
specialist physician association.

Drug and active substance information should not be included in the
content prepared about diseases. The content must go through the
medical approval process. Patient videos can be used by making a
contract under the company's legal rules and after obtaining the
necessary consents.

4.3. Can disease awareness meetings, such as Patient Schools, be
organized towards patients?

There is neither a written communication nor a legislative restriction
on this subject.

Patient education schools, disease awareness meetings cannot be
organized by pharmaceutical companies themselves,® but if such
meetings are held by a patient association, a medical association or
public hospitals, a reasonable support can be provided by signing a
contract with the relevant association or institution.

8 Bu konu firma kurallari gergevesinde degerlendirilmelidir: Bu tiir etkinliklerde, firmalarin ortiilii reklam/tanitim riskini goz 6niinde bulundurarak, bu riskleri

bertaraf edecek gerekli tedbirleri almalar1 beklenmektedir.

8 This issue should be evaluated within the company rules. In such activities, companies are expected to take the necessary measures to eliminate the risks of

hidden promotion / advertising.




4.4, Tlac firmalari, hasta derneklerine iiriin ile ilgili olmamak
kaydiyla kapasite gelisimine yonelik egitim verebilir mi?

Firma tarafindan kendi g¢aliganlari veya bir egitim kurumu
araciligl ile hasta derneklerine kapasite gelistirme egitimi
verilebilir. Egitim, deger aktarimi olarak degerlendirilir ve
katilimcilardan onam alinarak verilebilir. Yapilan destek yil
sonu deger aktarimlari raporunda firmanin hasta dernekleriyle
ilgili bildiriminde yer alir.

4.5. Hasta dernegi is birligiyle hastalara yonelik basih
bilinclendirme materyali hazirlanabilir mi? Firma
materyale destek olabilir mi veya materyal ila¢ firmasi
tarafindan dogrudan hazirlanabilir mi?

Firmaya, iirline veya tedavi segeneklerine dogrudan ya da
dolayli yoldan yonlendirme yapilmamasi kosuluyla dernek
ortaklig ile veya firma tarafindan dogrudan hastaya yonelik,
hastalik ile ilgili bilinglendirme materyalleri hazirlanabilir.
Bilgilendirme materyalinde ana baglikta tedavi siniflar1 yer
alabilir. Materyal hasta dernegi tarafindan ve onun adi altinda
planlanmigsa, firma malzeme igerigine destek verebilir fakat
karisamaz. ( AIFD Tanitim ilkeleri Madde 21.6).

Firma i¢i medikal onay, i¢ isleyise gore ilerler.

Materyal hastalarla hekimler veya hasta dernegi aracilig ile
paylasilabilir. Hasta dernegi malzemeyi kendi dagitabilecegi
gibi, hekimlere ulastirilmasinda firma destek olabilir.

4.4. Can pharmaceutical companies provide training to patient
associations on capacity development, not related to a product?

Capacity building training can be given to patient associations by the
company through its own employees or an educational institution. The
training is considered as a value transfer and can be given with the
consent of the participants. The support provided is included in the
report of the patient associations year-end value transfer statement.

4.5. Can awareness raising printed materials be prepared for
patients in cooperation with the patient association? Can the
company support the material or can the material be prepared
directly by the pharmaceutical company?

Provided that there is no direct or indirect mention of the company or
of the pharmaceuticals or the treatment options, an awareness-raising
material can be prepared for the patients in partnership with the
association or directly by the company. Treatment classes can be
included in the main topic in the information material. If the material
is planned by and under the name of the patient association, the firm
can support the material content but cannot interfere. (AIFD Code of
Practice Article 21.6).

Medical approval process in the company is conducted according to
the internal standard operation procedures.

The material can be shared with patients through physicians or the
patient association. The patient association can distribute the material
itself, the company can support it in delivering it to physicians.

Patient Task Force Uyeleri: Nisan 2020: AbbVie (Baskan-Eylem Candan);
Alexion (Gokge Aydogdu); Astrazeneca (Aysegiil Ozsoy); Boehringer
Ingelheim (Zeynep Ebru Gimussuyu) ; IE Menarini (Alper Toprak); J&J
(Merve Uzanal Tekin); MSD ( Yasemin Erkut); Novartis (ilknur Pekbay); Pfizer
( Zeynep Serra Karaarslan, irem Hanagasi); Roche (Bengii Refeja); Sanofi
(Ceren Guizelalp Akdere); Takeda (Sinem Gliveng).

Patient Task Force Members: April 2020: AbbVie (Chair-Eylem Candan);
Alexion (Gokge Aydogdu); Astrazeneca (Aysegiil Ozsoy); Boehringer
Ingelheim (Zeynep Ebru Glimuissuyu); IE Menarini (Alper Toprak); J&)J
(Merve Uzanal Tekin); MSD ( Yasemin Erkut); Novartis (ilknur Pekbay); Pfizer
( Zeynep Serra Karaarslan, irem Hanagasi); Roche (Bengii Refeja); Sanofi
(Ceren Guizelalp Akdere); Takeda (Sinem Glveng).
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Madde 21- ila¢ Firmalan ile Hasta Orgiitleri Arasindaki
Tliskiler

21.1. Giris

Hastalar1 ve/veya hastalarla ilgilenenleri temsil eden veya onlarin
gereksinimlerini kargilamak amaciyla kurulmus hasta orgiitleriyle
(dernekler, platformlar) ilag sektorii firmalarinin ortak ilgi alanlar
oldugu kabul edilmektedir.

21.2. Kapsam

Bu Kilavuz, hasta orgiitleri ile ila¢ firmalarinin veya onlar adina
igbirliginde bulunan (fon saglayan) arac1 iiciincii sahis veya firmalarin
iligkilerini kapsar. Hasta orgiitleri, gogunlukla hastalar veya hastalarla
ilgilenenlerin olusturdugu, hastalar1 ve/veya bakicilarini temsil eden
ve/veya onlara destek vermeye yonelik kdr amaci glitmeyen Orgiitler
(ve onlarin olusturdugu semsiye kuruluslar) olarak tanimlanmustir.
21.2.1. Uluslararas1 hasta orgiitleri ile iliskiler de, eger Tiirkiye’de yer
alacaksa veya Tiirkiye’deki hastalar1 ve/veya yakinlarin
kapsayacaksa, bu maddeye gore yiiriitiiliir. Aksi halde 6rgiitiin
bulundugu tilke, EFPIA Kilavuzu ve AIFD kurallarindan en katisi
hangisi ise, o uygulanir. “Etkinlik* kapsamina firma ile drgiit
arasindaki herhangi bir iligki (fonlama dahil) girmektedir.

21.3. Regeteli ilaglarin halka tanitiminin yapilamayacagi kuralt
gecerlidir.

21.4. Yazih Sozlesmeler

Ilag firmalar1 hasta rgiitlerine parasal destek, anlamli dolayli destek
veya anlamli finansal olmayan destek verdiklerinde veya hasta
orgiitlerine s6zlesmeli hizmet sagladiklarinda veya hasta rgiitlerinden
sozlesmeli hizmet aldiklarinda, mutlaka yazili bir s6zlesme
yapmalidirlar. Yapilacak parasal destegin miktar1 ve amaci (kosulsuz

ANNEX

Article 21- Interactions Between Pharmaceutical Companies
and Patient Organizations

21.1. Introduction

It is recognized that patient organizations, which represent patients
and/or patients’ caregivers or which have been established for
fulfilling their requirements (associations, platforms) and the
companies in the pharmaceutical sector have common areas of
interest.

21.2. Scope

These Guidelines cover the relationships between patient organizations and
pharmaceutical companies or their intermediary third parties or companies
cooperating (funding) on their behalf. Patient organizations are defined as non-
profit organizations (and the umbrella organizations they have established),
mainly composed of patients or their caregivers, that represent and/or support
patients and/or caregivers and/or aimed at supporting them.

21.2.1. If they will be maintained in Turkey or will cover patients
and/or their caregivers stationed in Turkey, relationships with
international patient organizations shall be conducted in accordance
with this article. Otherwise, the most stringent code, be it the EFPIA
Code or the AIFD Code, shall be applied. The scope of an “activity”
includes any relationship (including the provision of funding) between
the company and the organization.

21.3. Prohibition of the promotion or prescription-only drugs to the
general public applies.

21.4. Written Agreements

When pharmaceutical companies provide financial support,
significant indirect support and/or significant non-financial support to
patient organizations, they shall have in place a written agreement.
This shall state the amount of funding and also the purpose (e.g.




destek, belirli bir etkinlik veya yayin i¢in destek, vb.) sozlesmede
belirtilmelidir. Finansal olmayan dolayl1 veya dogrudan anlamli
destegin de tarifi yapilmalidir (6rn. bir halkla iligkiler sirketinin
hizmetinin bagislanmasi, firmanin etkinlige yapacag katkilar, vb.).
Ilag firmalar1 biinyelerinde bu tiir sézlesmeleri onaylama siireci
olusturmalidirlar.

Yazili sozlesmeler i¢in bir model EK V’te verilmistir.

21.5. Logo ve Amblemlerin Kullanilmasi

Hasta orgiitiiniin amblem, logo veya sembollerini kullanmak i¢in ilag
firmasi ilgili drgiitten yazili izin alms olmalidir. Izin bagvurusunda,
logo veya sembollerin hangi amacla ve nerelerde kullanilacagi agik
sekilde belirtilmis olmalidir.

21.6. icerik Denetimi (Editoryal Denetim)

Ilag firmalar1 hasta drgiitlerinin basili ve gorsel malzemelerinde
kullanilan metinleri kendi ticari hedeflerine yarar saglayacak sekilde
etkilemeyi amaglamamalidir. Metindeki teknik hatalarin diizeltilmesi
oOnerilebilir. Hasta orgiitii istekte bulundugu takdirde, firma taslak
metnin adil ve dengeli bir bilimsel agidan kaleme alinmasina katkida
bulunabilir.

21.7. Seffaflik

21.7.1. Her ilag firmas1 mali yardimda bulundugu ve/veya dogrudan
veya dolayli finansal olmayan anlamli katkida bulundugu hasta
orgiitlerinin listesini halka agmalidir. Bu agiklama, siradan bir
okuyucunun firmanin yaptigi destegin ne oldugunu ve boyutlarini
kavramasina yetecek 6l¢iide tam ve a¢ik olmalidir. Ag¢iklamada
finansal destegin parasal degeri ve faturalanan masraflarin tutar
mutlaka yer almalidir. Parasal olarak tanimlanmasi zor finansal
olmayan anlamli destek s6z konusuysa, hasta orgiitiiniin elde ettigi
parasal olmayan destek agik secik tanimlanmalidir. Bu bilgi her {ilkede
veya toplam olarak Avrupa 6l¢eginde derlenip bildirilebilir ve en az
her y1l giincellenmelidir.

21.7.2. Firmalar yaptiklar1 desteklerin hasta orgiitlerince agikca
belirtilmesi ve etkinliklerin baslangicinda duyurulmasini saglayacak
gerekli girisimleri yapmalidirlar.

unconditional support, specific meeting or publication, etc.). It shall
also include a description of significant indirect support (e.g. the
donation of public relations agency’s time and the nature of its
involvement) and significant non-financial support. Each
pharmaceutical company shall have an approval process in place for
these agreements.

A template for written agreements is available in APP. IV.

21.5. Use of Logos and Proprietary Materials

Pharmaceutical companies shall obtain the written permission of the
relevant patient organization in order to use its proprietary materials,
logos or symbols. In seeking such permission, the specific purpose
and places where the symbols will be used shall be clearly indicated.

21.6. Editorial Control

Pharmaceutical companies shall not seek to influence the text of
patient organization material they sponsor in a manner favorable to
their own commercial interests. This does not preclude companies
from correcting factual inaccuracies. In addition, at the request of
Patient Organizations, companies may contribute to the drafting of the
text from a fair and balanced scientific perspective.

21.7. Transparency

21.7.1. Each pharmaceutical company shall make publicly available
the list of patient organizations to which it provides financial support
and/ or a significant direct or indirect non-financial support. This
description shall be sufficiently comprehensive and clear to enable an
ordinary reader to perceive the nature and dimension of the support
provided by the company. The description shall always include the
monetary value of the financial support and the amount of invoiced
costs. In case of significant non-financial support difficult to be
defined in monetary terms, non-monetary support received by the
patient association shall be defined explicitly. This information may
be provided on a national or European level and be updated at least
once a year.




21.7.3. Her ilag firmas1 anlamli s6zlesmeli servis sagladigi hasta
orgiitlerinin listesini halka agmalidir. Bu agiklama, siradan bir
okuyucunun firmanin hasta orgiitiine sagladigi hizmetlerin ne
oldugunu, boyutlarin1 ve dernek i¢in 6nemini, gizli tutulmasi gereken
bilgileri aciklama zorunlulugu olmadan, kavramasini saglayacak
Olciide tam ve agik olmalidir. Firmalar her bir hasta orgiitii i¢in
raporlama doneminde yapilan toplam 6demeyi her iilkede veya toplam
olarak Avrupa 6l¢eginde yayinlamali, bilgi en az yilda bir
giincellenmelidir.

21.7.4. AIFD kendi web sayfasindan iiye firmalarin iilke icindeki
raporlarina ulagim igin "Internet ag gecidi kapis1” (“Gateway”)
olusturur. AIFD Internet ag gegidi kapisini, AIFD ve EFPIA Internet
kurallarina ve tilkede uygulanan mevzuata ve kosullarimi dikkate
alarak olusturacaktir. Uye firmanin web sayfasinda, ziyaretcinin AIFD
sayfasini terkedip bagka bir web sayfasina yonlendirilmekte oldugunu
belirten bir mesajin yer almasi dnerilmektedir. Uye firmalar AIFD
Internet ag gecidi kapisina eklenmek iizere halka acik deger aktarim
raporlarinin baglantilarini (link) saglayacaklardir.

21.8. Sozlesmeli Hizmetler

21.8.1. Hasta orgiitleri ile firmalar arasinda hizmet sozlesmeleri, ancak bu
sozlesmeler halk sagligini veya aragtirmalari destek amaci giidiiyorsa
imzalanabilir.

21.8.2. Hasta orgiitlerinin firma danisma kurulu toplantilarina uzman olarak
katilmak suretiyle veya konusmaci olarak kontratli hizmet saglamalar
miimkiindiir. Asagidaki tiim kosullara uyumlu yapilmis danismanlik veya diger
hizmet alimlar1 kabul edilebilir:

a. Saglanacak hizmetlerin 6zellikleri ve bu hizmetler karsiliginda
yapilacak ve asagidaki g) maddesine gore saptanmis
O6demelerin kistaslar1 hizmetlerin alimi baglamadan 6nce yazili
bir kontrat veya sdzlesmede yer almig olmalidir.

b. Firmanin s6z konusu hizmet ve danigmanliga gereksinimi,
danigmanla temas kurulmadan, hizmetin talep edilmesinden ve
potansiyel danigmanlarla goriismelere baslanmadan 6nce agik
bir sekilde saptanmis olmalidir.

21.7.2. Companies shall take relevant action to ensure that their
sponsorship is always clearly indicated and announced by patient
organizations at the beginning of activities.

21.7.3. Each pharmaceutical company shall publicize the list of patient
organizations to which it provides significant service under contract.
This description shall be comprehensive and clear enough to ensure
that an ordinary reader perceives the nature and dimension of the
services provided by the company to the patient organization and its
importance to the association, without the obligation to disclose
confidential information. Companies shall publish the total amount
paid to each patient association during that reporting period on a
national scale and as a total for Europe and update this information at
least once a year.

21.7.4. AIFD shall provide access to individual Member Companies
reporting in the country through a “Gateway” on the AIFD
Association website. AIFD will frame the Gateway in consideration of
its national context and in line with applicable law and regulations and
in consideration of the EFPIA and AIFD Guidelines for Internet
Websites. It is recommended to include a pop-up on the relevant
Member Association webpage indicating that the visitor is being
redirected to a webpage that is not under the AIFD’s responsibility.
Member companies shall provide the links to AIFD Gateway of their
public disclosure reports.

21.8. Contracted Services
21.8.1. Service contracts between patient organizations and companies may be
signed, provided that these contracts aim to support public health or researches.

21.8.2. Patient associations may provide contracted services by participating as
a specialist in advisory board meetings or being a speaker. Consultancy or other
services performed in compliance with all of the following requirements will
be acceptable:

a) Written contract or agreement is made in advance of the
commencement of services, which specifies the nature of the
services to be provided and criteria of payments to be made in return
for these services and identified in accordance with article g)
indicated below.




C. Danismanin  se¢ciminde  kullanilan  kriterler  belirlenen
gereksinime karsilik  vermelidir. Danismanlar1 se¢mekle
gorevlendirilen kisiler, danigmanlik hizmeti alinacak kisilerin
bu kriterlere uyup uymadiklarin1 degerlendirebilecek nitelik,
bilgi ve beceriye sahip olmalidir.

d. Alman hizmetin boyutu belirlenen gereksinim ve amaca
ulagmak icin akilc1 bir yaklasimla gerekenden daha fazla
olmamalidir.

e. Danigmanlik isteyen firma danigmanlar tarafindan sunulan

hizmetleri aldigin1 ve gereksinimi dogrultusunda kullandigini
gosteren kayitlar tutmalidir.

f. Firma hizmeti talep etmesinin karsihg Hasta Orgiitiiniin bir
ilac1 desteklemesini beklememelidir.

g. Damismanlik veya hizmet karsiligi yapilan 6deme, hizmetin
makul piyasa degerini yansitmalidir. Hasta orgiitiine yapilacak
herhangi bir O6demeyi mazur gosterecek kagit {istliinde
sozlesmeler diizenlenmemelidir.

h. Firmalar Hasta Orgiitleriyle yaptiklar1 sozlesmelerde, firma ile
ilgili her hangi bir konuda veya sozlesmeyle hizmet alinan
konularda &rgiit yetkililerinin kamu 6niinde konugma yaptigi
veya yazili demec¢ verdikleri her durumda, firmaya para
karsilig1 hizmet verdiklerini agiklama zorunlulugu getirmeleri
konusunda 1srarc1 olmalidirlar.

i Her firma, yukaridaki 21.7.3. maddesinde belirtildigi sekilde,
bir o6nceki donemde para karsiligi hizmet aldigi hasta
orgiitlerinin listesini ve d6dedikleri miktar1 en az yilda bir kez
giincelleyerek yayinlamalidir.

21.9. Tek Destek¢i Olma

Higbir firma bir hasta 6rgiitiiniin veya (kendisi 6nermis olsa bile)
herhangi biiytik bir projenin tek destek¢isi olma kosulunu ileri
stirmemelidir.

21.10. Etkinlikler ve Agirlama
a. Firma tarafindan desteklenen, firma veya hekim orgiitleri veya
hasta orgiitleri tarafindan diizenlenen bilimsel, is amacgli ve
uzmanlik etkinlikleri ve toplantilart uygun yer, bigcim ve

b) The company’s need for the referred service and consultancy shall
be clearly identified before contacting the consultant, requesting the
service and initiating talks with potential consultants.

¢) The criteria used for selecting a consultant shall fulfill the need
which has been identified. Persons appointed for selecting
consultants shall have the qualification, knowledge and skills to
assess whether the persons from whom consultancy service will be
received meet these criteria.

d) Thedimension of the service received shall not be greater than what
is required from a rational perspective for meeting the need
identified and achieving the goal.

e) The company requesting consultancy shall keep records
demonstrating that they have received services offered by
consultants and used these in line with their needs.

f) The company shall not expect the Patient Association to support a
drug in return for having requested a service.

g) The payment made for consultancy or services shall be at a
reasonable level and reflect the market value of these services. It is
not allowed to prepare on-paper agreements to justify any payment
to be made to the association.

h) In the contracts signed with Patient Associations, companies shall
be insistent on obliging the authorities of the association to declare
that they have provided paid service to the company in any
occasion where they make a speech in front of the public or provide
a written statement with regard to any topic related with the
company.

i) Each company shall publish the list of patient associations from
which they have received paid service in the previous term, as
indicated in Article 21.7.3. above, as well as the amount they have
paid, and update this list at least once a year.

21.9. Exclusive Sponsorship

No company shall raise the condition of being the exclusive sponsor
of a patient organization or any large project (even if proposed by
them).

21.10. Events and Hospitality




diizeyde olmali, agirlama ve kabul etkinlikleri toplantinin ana
amacin1 gerceklestirmeye yonelik olmali, asiri, gosterisli,
eglence etkinlikleri ile akla gelen yorelerde yer almamalidir.
Bir ila¢ firmasi tarafindan hasta oOrgiitiine veya iiyelerine
saglanan agirlama; toplanti ister ila¢ firmasi tarafindan, ister
hasta orgiitii tarafindan diizenlenmis olsun, her durumda makul
oOlciilerde olmali, toplantinin ana amacim ikinci plana itecek
diizeyde olmamalidir.
Agirlama masraflan yol, yemekler, konaklama ve toplantinin
ciplak kayit iicretiyle sinirli tutulmalidir.
Agirlama yalniz katilimci olarak saptanan kisilerle sinirh
olmalidir. Acik saglik sorunlart s6z konusuysa (sakatlik, vb.)
destek olan kisinin yol, yemek, konaklama ve kayit katilim
iicreti 6denebilir.
Agirlama veya destek tatil, spor miisabakalarina katilma,
eglence sunma igermemelidir.
Higbir firma, asagidaki istisnalar diginda yurt diginda toplanti
diizenleyemez ve yurtdisi toplantilart  destekleyemez
(sponsorluk yapamaz):
i-Toplantinin uluslararasi nitelikte olmasi,
katilimeilarin (davetlilerin) ¢ogunlugunun baska
iilkelerden gelecek olmasi nedeniyle katilimcilarinin
lojistigi agisindan toplantinin yurt disinda
yapilmasinin daha uygun olmast;
ii-Toplant1 konusu veya amaci ile ilgili kaynaklarin
veya uzmanligin toplantinin bagka tilkede yapilmasini
lojistik agidan tercih edilir kilmasi.

21.11. Denetleme ve Uygulama
Bu kurallari ihlal eden firmalar hakkinda, EK I’de belirtilen siireg ve
standart uygulama prosediirii ve yaptirimlar uygulanir.

a)

b)

c)

d)

e)

Scientific, business-oriented and specialty-focused events and
meetings sponsored by a company and organized by that company,
physician associations or patient organizations shall be held in
proper venues, the style and level and hospitality and hosting
activities shall be aimed at achieving the main objective of the
meeting and these shall not take place in locations that are
associated with excessive, extravagant and entertainment activities.
Hospitality provided by a pharmaceutical company to a patient
association or its members shall always be at a reasonable level and
shall not make the main purpose of the meeting secondary, whether
the meeting is organized by the pharmaceutical company or the
patient association.

Hospitality costs shall be restricted to travel costs, meals,
accommodation and the genuine registration fee of the meeting.
Hospitality shall be restricted only to persons identified as
participants. In case of clear health problems (such as disability),
the travel, meal, accommodation costs and registration fee of the
supporting person may be covered.

Hospitality or sponsorship shall not comprise holidays,
participation in sports competitions or offering entertainment.

No company may organize or sponsor meetings abroad, barring the
following exceptions:

i) If the meeting is international, where it is more suitable to
hold the meeting abroad for logistic reasons due to the fact
that majority of the participants (invitees) are coming from
other countries;

ii) If the sources or specialties associated with the subject

matter or objective of the meeting make it preferable to hold

the meeting in another country due to logistic reasons.

21.11. Inspection and Enforcement
The processes, standard operation procedures and sanctions indicated
in APP. | shall be applied about companies violating this Code.




Madde Aciklamalar ve Gerekceler

Hasta dernekleriyle etkilesim

Soru: Bir hasta dernegini yalnizca tek bir ilag firmasi desteklemeyi kabul ederse, bu
miimkiin miidiir?

Yamt: Evet. Pek ¢ok hasta dernegi birden fazla sayida firmadan destek almaktadir.
Gene de, 6zel bir hasta dernegini veya bir etkinligini desteklemeyi yalnizca bir tek
firma kabul etmis olabilir. AIFD Tanitim Ilkelerine gore bir tek firmanin bir dernege
fon saglamasi, s6z konusu firma, destegini tek destekleyici olma kosuluna
dayandirmamigsa, miimkiindiir.

21: ilac Firmalan ile Hasta Orgiitleri Arasindaki iliskiler Kilavuzu

Bu madde EFPIA tarafindan ayr bir Kilavuz olarak yayimlanmis ve en son Haziran
2011°de giincellenmis olan “EFPIA Code of Practice on Relationships between the
Pharmaceutical Industry and Patient Organisations-The EFPIA Patient Organisation
(PO) Code”, (ilag Endiistrisi ve Hasta Orgiitleri Arasindaki iliskiler Hakkinda
Uygulama Ilkeleri) metnine uygun hazirlanmistir.

Ilag endiistrisi ile hasta orgiitlerinin iliskilerinin etik ve seffaf bir sekilde
yiiriitiilebilmesi i¢in, EFPIA ve AIFD “ila¢ Endiistrisi ile Hasta Orgiitleri Arasindaki
[liskiler” Ilkelerini benimsemistir. Uygulama ve Yaptirimlar konusunda da EK V’te yer
alan Standart Uygulama Prosediirii izlenecektir.

Bu madde Avrupa’da orgiitlii hasta orgiitleri ve EFPIA nin ortaklasa kabul ettigi

asagidaki prensipler {izerine bina edilmistir.

1) Hasta Orgiitlerinin politik duruslarinin,
bagimsizlig1 saglanmalidir.

2) Hasta orgiitleriyle ilag endistrisi arasindaki isbirlikleri karsilikli saygiya
dayanmali, her iki tarafin bakis agilar1 ve kararlari es agirlikta kabul edilmelidir.

3) Regeteli bir ilacin tanitimin1 veya desteklenmesini ne ilag sektorii talep etmeli, ne
de hasta orgiitii boyle bir davranis igine girmelidir.

4)  Her bir isbirliginin hedefleri, amaclar1 ve kapsami seffaf olmalidir. flag sektorii
tarafindan saglanan, parasal olsun olmasin her destek, agik¢a belirtilmelidir.

5) Hasta orgiitlerinin farkli kaynaklardan fonlanmasi ilag sektorii tarafindan
desteklenmektedir.

politikalarinin  ve etkinliklerinin

21.4. ila¢ Firmalan ile Hasta Orgiitleri arasinda Yapilacak Sézlesmeler icin
Ornek

Supplementary Information

Interactions with Patient Organizations

Question: What happens if only one pharmaceutical company wishes to support a
particular patient organization? Is this allowed?

Answer: Yes. Many patient organizations are supported by a number of
pharmaceutical companies. There may, however, be situations where only one
pharmaceutical company wishes to support a particular patient organization or one of
its activities. It would be acceptable under the AIFD Code for that pharmaceutical
company to be the only pharmaceutical company providing funding as long as that
company did not make its support conditional on it being the sole funder.

21: Guidelines on the Interactions Between Pharmaceutical Companies and
Patient Organizations

This article has been prepared in conformity with the text of the EFPIA Code of
Practice on Relationships between the Pharmaceutical Industry and Patient
Organizations-The EFPIA Patient Organization (PO) Code”, published as a separate
Code and most recently updated in June 2011.

EFPIA and AIFD have adopted the Code of “Relations Between the Pharmaceutical
Industry and Patient Associations” in order to maintain in an ethical and transparent
manner the relations between the pharmaceutical industry and patient organizations.
The Standard Enforcement Procedure, presented in APP. V shall be observed with
regard to Enforcement and Sanctions.

This Code builds upon the following principles that EFPIA, together with pan-

European patient organizations, subscribes to:

1) The independence of patient organizations, in terms of their political judgement,
policies and activities, shall be assured.

2)  All partnerships between patient organizations and the pharmaceutical industry
shall be based on mutual respect, with the views and decisions of each partner
having equal value.

3) The pharmaceutical industry shall not request, nor shall patient organizations
undertake, the promotion of a particular prescription-only medicine.

4) The objectives and scope of any partnership shall be transparent. Financial and
nonfinancial support provided by the pharmaceutical industry shall always be
clearly acknowledged.

5) The pharmaceutical industry welcomes broad funding of patient organizations
from multiple sources.

21.4. Template for Contracts to be Signed Between Pharmaceutical Companies
and Patient Organizations

When pharmaceutical companies provide financial support, significant indirect support
and/or significant non-financial support to patient organizations and associations, a
written contract shall be signed between the organization and the company. In case the




[lag firmalar1 hasta 6rgiit ve derneklerine finansman yardimi, anlamli dolayl destek ve
/ veya anlaml1 finansal olmayan destek sagladiginda o6rgiit ile firma arasinda yazili bir
sozlesme yapilmalidir. Eger destek dogrudan firma tarafindan saglanmiyorsa, araci
kurulusun / kuruluslarin da s6zlesmeye taraf olmasi uygundur.

EK V’te sunulan s6zlesme 6rnegi, ilag firmalari ile hasta orgiitleri arasindaki iliskileri
diizenleyecek yazili bir sdzlesmede yer almasi gereken temel noktalar1 igermektedir.
Omnek oldugu gibi kullanilabilir veya uyarlanabilir. Ornek sozlesme iki taraf arasinda
kararlagtirilacak hedefleri, EFPIA ve AIFD Tanitim Ilkeleri’ne uyumlu olarak yaziya
dokmeyi amaglamaktadir.

21.4. Anlamh Destek tanimi: Yapilan destek soz konusu 6rgiitiin ¢alismalarina anlaml
katkida bulunmussa veya bulunacagi diisiiniiliiyorsa, yapilan destek olmadan orgiitiin
s0z konusu projeyi gergeklestirme olasilig1 yoksa veya az ise, “anlamli destek’’ten s6z
edilir. Dogrudan veya dolayli mali, parasal destekler her durumda agiklanmali ve
etkinlikten / hizmetten etkilenenlere duyurulmalidir.

21.7.2. ve 21.7.3. Seffaflik: Destek verilen hasta orgiitlerine yapilan yardim ve
katkilar, s6zlesmeli hizmetlerin parasal degeri; ilk kez 2013 yil1 ilk ¢eyregi sonunda,
(2012 y1l1 katkilarini igerecek sekilde) yaymlanmis olmalidir.

21.7.3.1. Seffaflik: 2011 yilinda giincellenen EFPIA Hasta Orgiitleriyle iliskiler
Kilavuzunun “Seffaflik” baglikli 5. maddesi:

Her firma, mali destek ve/veya onemli dolayli / mali olmayan destek verdigi hasta
Orgiitlerinin bir listesini herkesin ulasabilecegi bir bigimde sunmalidir. Verilen
destegin niteligi, ortalama bir okuyucunun verilen destegin boyutlarini
anlayabilmesine yetecek dl¢iide noksansiz bir bigimde tanimlanmalidir. Saglanan mali
destegin ve fatura edilen giderlerin parasal degeri de bu tanim igerisinde
belirtilmelidir. Anlamli parasal bir biiyiikliik atanamayan dnemli mali olmayan
desteklerde, hasta orgiitiiniin aldig1 mali olmayan yarar agikga tarif edilmelidir. Bu
bilgiler ulusal diizeyde ya da Avrupa diizeyinde sunulmali ve yilda en az bir defa
giincellenmelidir. (Verilen destegin parasal degerini de belirtme sart1 firmalar
tarafindan ilk defa olarak 2013 yilinin birinci ¢eyreginin sonuna kadar yerine
getirilecektir (1 Ocak 2012 tarihi itibariyla baglanan ya da o tarihte devam etmekte
olan faaliyetleri de kapsayacaktir.)

Firmalar, sagladiklari sponsorlugu her zaman agik¢a kabul ve beyan etmeli ve en
bagindan itibaren goriiniir olmasini saglamalidir.

Her firma, sdzlesmeli olarak 6nemli diizeyde hizmet aldig1 tiim hasta orgiitlerinin bir
listesini herkesin ulagabilecegi bir bicimde sunmalidir. Alinan hizmetin niteligi, gizli
bilgilerin agiklanmasina gerek olmadan, ortalama bir okuyucunun hasta 6rgiitii ile
firma arasindaki anlagmanin niteligini anlayabilmesine yetecek 6l¢iide noksansiz bir
bi¢imde tanimlanmalidir. Firmalar, raporlama dénemi zarfinda hasta orgiitii basina
6dedikleri toplam rakami da alenen agiklamalidirlar. (2018 verilerinden baslayarak,
deger aktarimlarinin kamuya agiklanmas ertesi yilin Haziran ay1 sonu

support is not directly provided by the company, it is recommended that the
intermediaries are also signatories to the agreement.

The sample contracted presented in APP. IV contains the key points that need to be
included into a written contract that regulates the relations between pharmaceutical
companies and patient organizations. The template may be used in its entirety or be
adapted. The template contract aims to lay down in writing the goals to be decided
between both parties, in line with EFPIA’s and AIFD’s Code of Promotional
Practice.

21.4. Definition of a Significant Support: In case given support has provided
meaningful contribution to the activities of the relevant organization or it is believed
that such support will be provided and in case the patient organization has little or no
possibility to achieve the said project without this support, there is a “significant
support”. Direct or indirect financial and monetary supports shall always be declared
and be announced to those affected by the activity or receiving the service.

21.7.2. and 21.7.3. Transparency: The monetary value of the support and
contribution as well as the contracted services provided to sponsored patient
organizations shall be published for the first time at the end of the first quarter of
2013, (covering the contributions of 2012).

21.7.3.1. Transparency: Article 5, entitled “Transparency” in the EFPIA Code on
Interactions with Patient Organizations, updated in 2011:

Each company shall make publicly available a list of patient organizations to
which it provides financial support and/or significant indirect/non-financial
support. This shall include a description of the nature of the support that is
sufficiently complete to enable the average reader to form an understanding of
the significance of the support. The description shall include the monetary value
of financial support and of invoiced costs. For significant nonfinancial support
that cannot be assigned a meaningful monetary value the description shall specify
clearly the non-monetary benefit that the patient organization receives. This
information may be provided on a national or European level and shall be
updated at least once a year. (The requirement to include the monetary value of
support shall be fulfilled by companies for the first time by the end of the first
quarter of 2013 (covering activities commenced as of or ongoing on January 1,
2012).

Companies shall ensure that their sponsorship is always clearly acknowledged
and apparent from the outset.

Each company shall make publicly available a list of patient organizations that it
has engaged to provide significant contracted services. This shall include a
description of the nature of the services provided that is sufficiently complete to
enable the average reader to form an understanding of the nature of the
arrangement without the necessity to divulge confidential information.
Companies shall also make public the total amount paid per patient organization




olacaktir.(6rnegin, 2018 verileri igin Haziran 2019 sonu). Alinan sdzlesmeli over the reporting period. (From 2018 data onwards, the publication deadline will

hizmetlerin parasal degerini de belirtme sart1 firmalar tarafindan ilk defa olarak 2013 be end of June of the following year (i.e, June 2019 for 2018 data).
yilinin birinci ¢eyreginin sonuna kadar yerine getirilecektir; 1 Ocak 2012 tarihi The requirement to include details of contracted services shall be fulfilled by
itibariyla baglanan ya da o tarihte devam etmekte olan faaliyetleri de kapsayacaktir. companies for the first time by the end of the first quarter of 2013; covering

activities commenced as of or ongoing on January 1, 2012.




