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EBMT Sicili icin Hasta Bilgi Brosurt

Sayin Ebeveynler/Yasal Vasiler,

Bu brosiir size, gocugunuza veya yasal olarak sorumlu oldugunuz gocuga, kan veya kemik iligi nakli,
immin efektér hiicre tedavisi ve/veya imminsipresif tedavi uygulandigi icin verilmistir. Sizi,
cocugunuzun verilerini Avrupa Kan ve Kemik iligi Nakli Dernegi'nin (EBMT) Veritabani ile paylasmaya
davet ediyoruz.

EBMT, klinik kemik iligi transplantasyonu ve immiin efektor hiicre tedavisi alaninda calisan
hastaneler ve uzmanlardan olusan, kdr amaci giitmeyen bir organizasyondur. EBMT, EBMT
Veritabani olarak bilinen uluslararasi bir hasta veri tabani kayit sistemine sahiptir. Veritabani,
bilimsel arastirmalarda ve degerlendirmelerde kullaniimak tzere aldiginiz tedavinin givenliligi ve
etkililigine iliskin hastalarin klinik verilerini igerir. Bu veritabaninin amaci, kan kanseri ve yasami
tehdit eden diger hastaliklari olan hastalarin hayatlarini kurtarmaya yardimci olmaktir.

Bu brosiirde, sizden neden ¢ocugunuzun hastalikla ilgili verilerini EBMT Veritabani ile paylasmanizi
istedigimizi, veri islemenin amacinin ne oldugunu, hangi verilerin toplandigini, cocugunuzun
verilerinin nasil korundugunu ve sizin ve gocugunuzun haklarinin neler oldugunu agiklamak istiyoruz.
Cocugunuzun verilerini EBMT Veritabani ile paylagmay! kabul edip etmemeye karar vermekte
dzglrstiniiz. Litfen bu bilgi brogtriinii dikkatlice okuyunuz ve eginiz, aileniz veya arkadaslarinizla
tartisiniz. Cocugunuzun verilerini paylasmay! disinmek icin ihtiyag duydugunuz kadar zaman
ayiriniz.

Bilgileri okuduktan sonra g¢ocugunuzun katilmasini kabul ederseniz, onay formunun iki nushasini
imzalamaniz ve tarih atmaniz istenecektir. Cocugunuz 12 yasinda veya daha biiyiikse, ondan da bir
form imzalamasi istenecektir. Size ve cocugunuza bir kopya verilecek ve diger kopya gocugunuzun
hastanedeki hasta dosyasinda kalacaktir. Cocugunuzun verilerini paylasmamaya veya daha sonraki
bir tarihte onayinizi geri cekmeye karar verirseniz, bu, ¢ocugunuzun alacagi tedavinin tirind veya
kalitesini etkilemeyecektir. Agik olmayan herhangi bir sey varsa veya daha fazla bilgi istiyorsaniz,
litfen cocugunuzu tedavi eden doktora daniginiz. Litfen g¢ocugunuza anlayabilecegi sekilde
aciklayiniz.

Ozet

Avrupa Kan ve Kemik iligi Nakli Dernegi (EBMT) Veritabani
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EBMT ile verileri paylasmak icin kimler davet edilir?

Kan veya kemik iligi transplantasyonu, immin efektdr hiicre tedavisi ve/veya immiinsiipresif
tedavi goren hastalar verilerini paylasmaya davet edilir.

Cocugunuzun verilerini EBMT ile paylasmayi kabul ettiginiz takdirde ne olacak?

Cocugunuzun verilerini paylasmaya karar verirseniz, cocugunuzun rutin klinik ziyaretlerinden
hastaligl, tedavisi ve tedaviye verdigi yanitla ilgili veriler toplanacaktir. Sizin ve ¢ocugunuzun
hastaneyi 6zellikle bu amag igin ziyaret etmeniz gerekmeyecektir,

Cocugunuzun kisisel verilerine ne olacak?

Cocugunuzun tim verileri gizli kalacak ve Avrupa Kan ve Kemik iligi Nakli Dernegi'nin (EBMT)
onayli ve glvenli veri tabaninda saklanacaktir. Tim veri isleme faaliyetleri, Avrupa Genel Veri
Koruma Yénetmeligi'ne (2016/679) ve gecerli yerel yasalara uygun olacaktir.

Sorulariniz olmasi durumunda kiminle iletisime ge¢melisiniz?

Kurumunuzda: EBMT de:

Ad-Soyadi: EBMT Veri Koruma Sorumlusu
Gorev/Unvan: E-mail: data.protection@ebmt.org
Adres: Telefon numarasi: +34 93 453 8570

Telefon numarasi:
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EBMT ve EBMT isbirligi ortaklariyla veri paylagimi igin onam formu

1. Neden cocugunuzun verilerini Veritabani ile paylasmaya davet
ediliyorsunuz?

Cocugunuzun verilerini EBMT Veritabani ile paylagsmaya davet ediliyorsunuz ¢inkii cocugunuz:

e kan veya kemik iligi transplantasyonuna dahil olan bir hasta veya verici/bagiscisiniz;
e kemik iligi yetersizligi teshisi konulmus ve immiinsiipresif tedavi goriyorsunuz ve/veya
e immiin efektdr hiicre (IEC) tedavisi aliyorsunuz.

Cocugunuzun kisisel verilerini asagida, Bolim 3.2'de aciklanan amaglarla EBMT Veritabanina
gdndermek icin onayinizi istiyoruz.

2. Cocugunuzun verilerini Veritabam ile paylagmaya karar verirseniz,
cocugunuza ne olacak?

Cocugunuzun verilerini Veritabani ile paylasmaya karar verirseniz, rutin klinik ziyaretlerinden
gocugunuzun hastalig), tedavisi ve tedaviye yaniti hakkinda veriler toplanacaktir. Sizin ve
cocugunuzun hastaneyi o6zellikle bu amag icin ziyaret etmeniz gerekmeyecektir. Rutin klinik
uygulama disinda herhangi bir ek islem yoktur.

Cocugunuzun verilerini paylasmamaya veya daha sonraki bir tarihte geri cekmeye karar verirseniz,
bu durum, ¢cocugunuzun alacag) tedavinin tiriini veya kalitesini etkilemeyecektir.

3. EBMT Veritabaninda cocugunuzun kisisel verilerine ne olacak?

3.1 Hangi veriler toplaniyor ve isleniyor?

Avrupa Genel Veri Koruma Ydénetmeligi'ne (GDPR (2016/679) gére kisisel veri, kimligi belirli veya
belirlenebilir yasayan bir bireye iliskin her tirld bilgi olarak tanimlanmaktadir. EBMT Veritabani
amaclar dogrultusunda, gocugunuzun tibbi kayrtlarindaki asagidaki bilgiler gekilerek islenecektir:

® Cocugunuzun ad ve soyadinin bas harfleri, dogum tarihi/yili, cinsiyeti, hastanesi ve Ulkesi
tarafindan verilen dzgiin hasta numarasi (UPN)
® Tibbi 6ykd, fiziki muayene ve kan ve kemik iligi muayenelerinin sonuglar
® Teshis
e Transfiizyonlar, ilaclar ve tedavi

e Tedaviye ve komplikasyonlara yanit

EBMT Veritaban'nda saklanan kisisel veriler, gocugunuzun ad ve soyadinin bas harfleri, dogum
tarihi/yil, cinsiyeti ve hastane tarafindan verilen 6zglin hasta numarasi (UPN) ile iligskilendirilecektir.
ari diizeyde tanimlanabilir veri dgeleri, farkli zamanlarda toplanan verilerin ayni kayitta dogru
saklanmasini saglamak icin gereklidir. Kisisel veriler gocugunuzu bir birey olarak
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Cocugunuzun gizliligini korumak icin verilere 6zgiin ve bilgilendirici olmayan bir veritabani numarasi
verilir. Bu slire¢ "takma isimlendirme" olarak bilinir ve GDPR'de tanimlanmistir. Cocugunuzun kisisel
verilerinin, cocugunuzun yerel hastanesinde saklanan ek veriler kullanilmadan, artik ¢ocugunuzla
iligkilendirilemeyecek sekilde islenmesine olanak tanir. EBMT, kisisel verilerin, ézellikle de asgari
diizeyde tanimlanabilir hasta verilerinin paylagimini en aza indirmeyi taahhiGt eder. Mimkin
oldugunda, EBMT takma adli verileri veya kosullar izin verdiginde anonimlestirilmis verileri paylasir.
Bununla birlikte, belirli durumlarda, 6rnegin verilerin tekrarlanmasini énlemek icin, asgari diizeyde
tanimlanabilir verilerin yine de paylasilmasi gerekebilir, ancak bu her zaman yasal olarak gerekli veri
koruma 6nlemleri kapsaminda yapilacaktir.

3.2 Cocugunuzun verilerinin toplanmasinin ve islenmesinin amaci nedir?

EBMT Veritabani

EBMT Veritabani’nin birincil islevi, tedavilerinin bir pargasi olarak kan ve/veya kemik iligi
transplantasyonu ve/veya IEC tedavisi alan hastalar hakkinda klinik verileri toplamaktir. Toplanan
veriler su amaclarla kullanilacaktir:

® {ransplantasyon, IEC tedavisi ve immiinsiipresif tedavi alaninda bilgi tabanini ilerletmeyi
amaclayan tibbi arastirmalara temel olusturulmasi
® hastanelerde hasta bakiminin su yollarla iyilestirilmesi:
o hastanelerin kalite kontrol icin kullanabilecekleri tedavi sonuglarina iliskin bir
referans saglanmasi
o transplantasyon, IEC tedavisi ve immdinsUpresif tedavi igin yeni ve gelismis
prosedrlerin gelistirilmesi
o tedaviyi gerceklestiren hastanelerin akreditasyonu yoluyla bu prosedirlerin
kalitesinin iyilestirilmesi

Cocugunuzun EBMT Veritabani’'ndaki verileri, hasta bakimi ve sonuglarinda iyilestirmelere katkida
bulunacaktir.

EBMT, ulusal veritabanlari, ulusal saglik otoriteleri ve bilimsel/klinik kurumlardan arastirmacilar da
dahil olmak Gzere uluslararasi birgok “isbirligi Ortag” ile ¢alismaktadir. Bu nedenle, yukarida
actklanan amaci yerine getirmek igin kisisel verilerinizi bu EBMT ortaklariyla paylasmak igin de
onayinizi istiyoruz.

EBMT, asagida aciklanan amaclar  dogrultusunda,  Avrupa ilac  Ajansi (EMA;
www.ema.europa.eu/ema), ulusal saghk otoriteleri, Saglik Teknolojisi Degerlendirme kuruluslar ve
pazarlama izni sahipleri (MAH'ler; cocugunuz gibi hastalarin aldig1 tedavilere sahip ilac sirketleri) ile
de c¢alisabilir.

IEC tedavilerine iliskin yetkilendirme sonrasi yiikiimliiliikler
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EBMT VT veri isleme cercevesini' geligtirmistir. Bu cerceve, EBMT'nin, EMA tarafindan uygulanan
yetkilendirme sonrasi IEC tedavi caligmalari ile MAH'lara yardimci olmasina izin verecektir.

Cocugunuz tedavisinin bir pargasi olarak herhangi bir IEC GrinG kullaniyorsa, EBMT, gocugunuzun
EBMT Veritaban’ndaki takma adli verilerini, cocugunuzun almakta oldugu IEC tedavisinin MAH'lari
ile paylasmak icin onayinizi istemektedir. Bu, MAH'larin, EMA ve ulusal saghk yetkililerine karsi
yukamliliiklerini yerine getirmelerine yardimc olacaktir. Bu, ¢ocugunuzun aldigi drin(ler)in
guvenlilik ve etkililiginin daha iyi anlagilmasina katkida bulunacaktir.

Saghk Teknolojisi Degerlendirmeleri

Bir saglik teknolojisi degerlendirmesi (HTA), bir ilag veya saglik teknolojisinin sosyal, ekonomik,
organizasyonel ve etik etkisini degerlendirir. HTA kuruluslari, bu degerlendirmeleri hastalar igin
giivenli ve etkili saghk politikalarina katkida bulunmak igin yapar. Ayrica, sigorta sirketleri ve geri
ddeme kurumlan tarafindan ilaglarin veya saglik teknolojilerinin finansmani veya geri ddenmesi
konusunda tavsiyelerde bulunurlar.

EBMT Veritaban’ndan alinan veriler HTA'lar icin degerli bir veri kaynagi olabilir. EBMT, yeni
tedavilerin hastalara sunulmasini ve ulusal saglik sistemleri ve saglk sigortas policeleri kapsaminda
olmasini desteklemek i¢in HTA siireglerini kolaylastirmaktadir.

HTA kuruluslar ve/veya geri ddeme kurumlan, belirli saglik teknolojilerine iliskin degerlendirmeler
icin EBMT'den takma adli verileri kendileriyle paylasmasini talep edebilir. Daha yaygin olarak, HTA
kuruluglarn ve/veya geri 6deme kurumlari, MAH'lardan kendi ozel trtnleri igin bu verileri
saglamalarini talep eder. Bu durumda, MAH'lar gerekli verileri paylasma talebiyle EBMT've
basvuracaktir. HTA kuruluglarn ve/veya geri 6deme kurumlar tarafindan degerlendirmeleri
kolaylastirmak igin EBMT, takma adh verilerinizi MAH'lar, HTA kuruluslari ve/veya geri 6deme
kurumlari ile paylasmak igin onayinizi talep etmektedir.

3.3 EBMT Veritabani’nda veriler nasil saklanir?

Veriler, EBMT'nin elektronik, sertifikali, giivenli bir veritabaninda saklanir ve Avrupa veri koruma
yénetmeliklerine tabidir. Bu veritabani, Avrupa Birligi'nin bir parcas olan ve siki bir erisim denetimi
politikasina tabi olan bir tlkede bulunmaktadir.

3.4 Veriler ne kadar siireyle saklanacak?

EBMT, ¢ocugunuzun verilerini, gelecekte bilimsel arastirma amaciyla kullanilabilecek sekilde sliresiz
olarak tutacaktir.

isbirligi Ortaklari, cocugunuzun kisisel verilerini yukarida b&lum 3.2'de aciklanan amaclara hizmet
ettigi sirece tutacaktir.

BMT Veritabani’ndaki verilere kimler erigebilir?
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3.6 Cocugunuzun hasta dosyalarina kimler erisebilir?

EBMT Veritabani igin veri toplamanin dogru ve mevcut diizenlemelere uygun olarak yapildigini
dogrulamak igin gcocugunuzun tibbi kayitlarindaki verilere erisim gerekebilir. Cocugunuzun hastane
tibbi kayitlarina erisim asagida belirtilenlerle sinirli olacaktir:

® hastane galisanlari
@ EBMT tarafindan gorevlendirilen bir gbzlemci veya denetgi
e dizenleyici saglik yetkilileri

Tum taraflarin, bir arastirma katilimcisi olarak cocugunuza karsi gizlilik yakimlalugia vardir. Bu
amagla yukarida belirtildigi sekliyle gocugunuzun tibbi kayitlarinin erisimine izin vermeniz igin
onayinizi istiyoruz.

3.7 EBMT Veritabani’ndaki veriler liclincii taraflarla paylasilacak mi?

Onayinizla, cocugunuzun EBMT Veritaban’ndaki kisisel verileri, yukarida Bélim 3.2'de aciklanan
amaglar dogrultusunda isbirligi Ortaklari ile paylasilabilir. Bu tiir isbirliklerinin bir parcasi olarak,
cocugunuzun kisisel verileri GDPR (2016/679) kapsaminda olmayan tlkelere génderilebilir. EBMT,
gocugunuzun kisisel verilerini korumak igin Avrupa Birligi disindaki ve Avrupa Komisyonu tarafindan
esdeger dlizeyde veri korumasi sagladig kabul edilmeyen lginci dlkelere gonderildiginde, GDPR'nin
gerektirdigi énlemleri alir.

3.8 Verilerin islenmesinin yasal dayanagi nedir ve sorumlu kimdir?

GDPR (2016/679), kisisel verilerin toplanmasini, saklanmasini ve islenmesini diizenler. Diizenlemenin
amaci, g¢ocugunuzun mahremiyetini glivence altina almaktir. Bu dizenlemelere uymak icin,
gocugunuzun kisisel verilerinin EBMT Veritaban’'nda Bolim 3.23.1'de aciklanan amaclar
dogrultusunda toplanmasi, islenmesi ve saklanmasi igin yasal dayanak olarak onay vermenizi rica
ederiz.

EBMT ve hastane, gocugunuzun EBMT Veritabani’ndaki kisisel verilerinin muasterek denetgileridir.
Dolayistyla, hem veri islemenin amacini {(neden) hem de isleme araclarint (nasil) belirlerler. Hem
EBMT hem de hastane, Veritabani’'ndaki verilerin korunmasindan sorumludur.

Cocugunuzun EBMT Veritabani’'ndaki verilerinin yukanda Bolim 3.2'de aciklanan amaclar
dogrultusunda saglik yetkilileri, HTA kuruluslari, MAH'lar veya diger bilimsel/klinik isbirligi ortaklari
ile paylasilmasi durumunda, bu ortaklar ayni zamanda ¢ocugunuzun kisisel verilerinin bu 6zel amacg
icin denetleyicisi olacak ve bu nedenle verilerin korunmasindan da sorumlu olacaktir.

3.9 Cocugunuzun haklari (veri sahibi olarak) nelerdir?

Cocugunuzun kisisel verilerine erisilmesi, saklanmasi ve islenmesi icin onay vermeniz isteniyor. Onay
vermeyi reddederseniz, cocugunuzun verileri EBMT'ye veya isbirlik¢ilerimizden herhangi birine
ende |Imeyecek ve gelecekteki hastalara yardimci olmak igin arastirma amaciyla kullanilmayacaktir.

J\te , EBMT tarafindan tutulan@rijer sizin kontroliinlizde olmaya devam edecektir. Siz ve
5 ‘ \ gcugunuzun klslfélfv?nlgl isim ve/veya bunlarin diizeltiimesini talep etme veya
e¥i: koruma rrlqu'r‘ra sikayette b_ululn_m;a': hakkina sahipsiniz. Siz ve ¢ocugunuz “ayrica
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gelecekte herhangi bir zamanda onayinizi geri gekme hakkina sahipsiniz. Ayrica, gocugunuzun kisisel
verilerinin  EBMT Veritaban’'ndan ve cocugunuzun verilerinin aktarilmis olabilecegi diger
veritabanlarindan silinmesini talep etme hakkiniz vardir. Bu, gocugunuzun alacag tedavinin turtnd

veya kalitesini etkilemeyecektir.

Cocuklar ve ergenler de resit olduklarinda rizalarini geri cekme hakkina sahiptir.

3.10 Cocugunuzun verilerini Veritabani ile paylagmaya karar vermeniz durumunda

herhangi bir ekstra maliyet s6z konusu mu?
Cocugunuzun verilerini paylasmakla ilgili herhangi bir ekstra maliyet s6z konusu degildir ve verilerini
Veritabani ile paylastiginiz igin herhangi bir 6deme almayacaksiniz.
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4 Daha fazla bilgi igin veya (cocugunuzun) haklarinizi kullanmak istiyorsaniz
kiminle iletisime gegmelisiniz?

Daha fazla bilgi i¢in veya Boliim 3.9'da listelenen (g¢ocugun) haklarinizdan herhangi birini kullanmak
istemeniz halinde iletisime gecebileceginiz kisi ve iletisim bilgileri asagida verilmistir.

[HASTANE VKM’NU EKLEYiN]

[AD-SOYAD, UNVAN] [ILETiSIM BILGILERI]

Veritabani Sahibi [EBMT]

EBMT Veri Koruma Sorumlusu E-mail: data.protection@ebmt.org
Telefon numarasi: +34 93 453 8570
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EBMT VERITABANI BiLGILENDIRILMiI$ ONAM FORMU

Ebeveynler icin Hasta Bilgilendirme Brostriini (versiyon 1.0, 8-Tem-2020) okudum, soru sorma
firsati buldum ve tatmin edici cevaplar aldim. Gocugumun verilerini EBMT Veritabani ile paylasmak
isteyip istemedigime karar vermek icin yeterli zamanim oldu. Katihmin tamamen gonillilik esasina
dayal oldugunu ve gocugumun tibbi bakimi veya yasal haklari etkilenmeden, herhangi bir sebep
gdstermeden herhangi bir zamanda geri cekilme ézgurlagune sahip oldugumu anliyorum.

Bu Onay Formunu imzalayarak sunlari kabul ediyorum:
Evet Hayir

1. B&lim 3.1'de tamimlanan asgari diizeyde tanimlanabilir veriler de dahil
olmak tizere ¢ocugumun kisisel verilerinin  EBMT Veritabani'na
bildirilmesine ve EBMT Veritabani tarafindan islenmesine ve gocugumun
verilerinin sliresiz olarak saklanmasina izin veriyorum.

Yukaridakilere ek olarak,

2. EBMT Veritabani’ndaki asgari diizeyde tanimlanabilir veriler de dahil
olmak {izere cocugumun kisisel verilerinin, ¢ocugumun mahremiyeti icin
yeterli diizeyde bir korumanin uygulanmasi veya bu verilerin Avrupa
Ekonomik Alani disina gonderilmesi durumunda yeterli glvencelerin
saglanmasi kosuluyla, bilimsel veya klinik kuruluslarda bulunan saghk
yetkilileri ve aragtirmacilarla paylagiimasina izin veriyorum.

3. EBMT Veritabani’ndaki cocugumun takma adh verilerinin Saglik Teknolojisi
Degerlendirme (HTA) kuruluglarn ve/veya geri Gdeme kurumlan ile
paylasilmasina izin veriyorum.

4. Cocugumun EBMT Veritabani’'ndaki takma adli verilerinin, gocugumun
Pazarlama Yetki Sahibi’nin (MAH) EMA'ya, ulusal saglik yetkilileri, HTA
kuruluslan veya geri 6deme kurumlarindan aldigi yetkilendirme sonrasi
yukimliliiklerini kolaylastirmak icin aldig IEC tedavisinin séz konusu MAH
ile, cocugumun mahremiyeti i¢in yeterli diizeyde koruma uygulanmasi
veya cocugumun takma adh verilerinin Avrupa Ekonomik Alani diginda
bulunan MAH'larla paylasiimasi durumunda yeterli glvencelerin
saglanmasi sartiyla paylasiimasina izin veriyorum.

5. EBMT'den ve diizenleyici makamlardan gelen gozlemcilerin ve
denetgilerin, cocugumun tibbi kayitlarini yirirlikteki yasalara uygun
olarak ve tam gizlilik altinda incelemelerine izin veriyorum.
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CRD 153 EBMT ve EBMT igbirligi ortaklariyla Veri Paylasimi icin Onam Formu —
Ebeveynler/yasal vasiler — Master— TR

Versiyon 1.1 18-Ocak-2021

EBMT

EBMT ve EBMT igbirligi ortaklariyla veri paylasimi igin onam formu

Hastanin Adi-Soyadi:

Ebeveynin (1) veya Yasal Vasinin Adi-Soyadi:

imza: Tarih: ___/___/ i

Ebeveynin (2) veya Yasal Vasinin Adi-Soyadi:

imza: Tarih: ___ /

S

Verilerin Veritabani'nda saklandigi stre iginde, ebeveynlerin rizasini etkileyebilecek bilgilerin ortaya

ctkmas! durumunda, hastane zamaninda bilgi vermekle yikimladir.

Hastane Yetkilisinin Adi-Soyadi:

imza: Tarih: /[

Ek bilgiler (uygun oldugunda) tarafindan saglanmistir:

Ad-Soyad:

Gorev/Unvan:
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CRD 153 EBMT ve EBMT isbirligi ortaklariyla Veri Paylasimi igin Onam Formu —
Ebeveynler/yasal vasiler — Master — TR EBMT

Versiyon 1.1 18-Ocak-2021

EBMT ve EBMT isbirligi ortaklariyla veri paylagimi igin onam formu

imzalanacak niishalar: bir adet ebeveynler ve/veya yasal temsilci icin, bir adet de hastane tarafindan

saklanacaktir.
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CRD 153 Consent Form for Sharing Data with the EBMT and EBMT collaboration
partners — Parents/legal guardians — Master — EN EBMT

Version 1.1 18-Jan-2021

Consent form for sharing data with the EBMT and EBMT collaboration
partners

Patient Information Leaflet for the EBMT Registry

Dear Parents/legal guardians,

You have been given this leaflet because your child, or the child you are legally responsible for, is
receiving a blood or bone marrow transplantation, immune effector cell therapy and/or
immunosuppressive treatment. We would like to invite you to share your child’s data with the
Registry (database) of the European Society for Blood and Marrow Transplantation (EBMT).

The EBMT is a not-for-profit organisation that consists of hospitals and professionals working in the
field of clinical bone marrow transplantation and immune effector cell therapy. The EBMT maintains
an international patient database known as the EBMT Registry. The Registry contains patients’
clinical data that is used in scientific research and assessments of the safety and efficacy of the
treatment patients receive. The goal of the Registry is to help save the lives of patients with blood
cancers and other life-threatening diseases.

In this leaflet, we would like to explain why we are asking you to share your child’s data with the
EBMT Registry; what the purpose of data processing is; which data is being collected; how your
child’s data is being protected and what your and your child’s rights are. You are free to decide
whether or not you agree to share your child’s data with the EBMT Registry. Please read this
information leaflet carefully and discuss it with your partner, family or friends. Take as much time as
you need to think about sharing your child’s data.

If, after reading the information, you agree for your child to take part, you will be asked to sign and
date two copies of the consent form. If your child is 12 years or older, he/she will also be asked to
sign a form. You and your child will be given one copy to keep and the other copy will remain in your
child’s patient file at the hospital. If you decide not to share your child’s data or to withdraw your
consent at a later date, this will not affect the type or quality of treatment your child will receive.
Please ask your child’s treating physician if anything is not clear or if you would like some more
information. Please explain to the child as much as they can understand.

Summary

Registry of the European Society for Blood and Marrow Transplantation (EBMT)
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Version 1.1 18-Jan-2021

Consent form for sharing data with the EBMT and EBMT collaboration
partners

Who is invited to share data with the EBMT?

Patients receiving blood or bone marrow transplantation, immune effector cell therapy and/or
immunosuppressive treatment are invited to share their data.

What will happen if you agree to share your child’s data with the EBMT?

If you decide to share your child’s data, data on their disease, treatment and response to
treatment will be collected from your child’s routine clinic visits. You and your child will not be
required to visit the hospital specifically for this purpose.

What will happen to your child’s personal data?

All your child’s data will remain confidential and will be stored in a certified and secure database
of the European Society for Blood and Marrow Transplantation (EBMT). All data processing
activities will comply with the European General Data Protection Regulation (2016/679) and
applicable local laws.

Who should you contact in case you have questions?

At your institute: At the EBMT:

Name: EBMT Data Protection Officer
Position/Title: E-mail: data.protection@ebmt.org
Address: Phone number: +34 93 453 8570

Phone number:
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Consent form for sharing data with the EBMT and EBMT collaboration
partners

1. Why are you being invited to share your child’s data with the Registry?

You are being invited to share your child’s data with the EBMT Registry because your child

e s a patient or donor involved in blood or bone marrow transplantation;
e s diagnosed with bone marrow failures and receives immunosuppressive treatment, and/or

® receives immune effector cell (IEC) therapy.

We ask your consent to submit your child’s personal data to the EBMT Registry for the purposes
described below in section 3.2.

2. What will happen to your child if you decide to share your child’s data with
the Registry?

If you decide to share your child’s data with the Registry, data on your child’s disease, treatment and
response to treatment from routine clinic visits will be collected. You and your child will not be
required to visit the hospital specifically for this purpose. There are no additional procedures other
than normal clinical practice.

If you decide not to share your child’s data or to withdraw at a later date, this will not affect the type
or quality of treatment your child will receive.

3. What will happen to your child’s personal data in the EBMT Registry?

3.1 What data is being collected and processed?

According to the European General Data Protection Regulation (GDPR (2016/679)), personal data is
defined as any information that relates to an identified or identifiable living individual. For the
purpose of the EBMT Registry, the following information from your child’s medical records will be
processed:

e Initials, date/year of birth, gender, unique patient number (UPN) given by your child’s hospital
and country

Medical history, physical examination, and results from blood and bone marrow examinations
Diagnosis

Transfusions, medication and treatment

Response to treatment and complications

Personal data that is stored in the EBMT Registry will be linked to your child’s initials, date/year of
“Hfrths sgender and unique patient number (UPN) given by the hospital. These minimal identifiable

1c,ns m‘,,," N,
e 2 ftefs\are necessary to ensure that data collected at different times is accurately stored in the

~-. e re&éri They will not be used to identify your child as an individual.

N s
geétggbur child’s privacy, the data is given a unique and non-informative database number.
’ is known as ‘pseudonymisation’ and is defined in the GDPR. It allows your child’s
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personal data to be processed in such a way that the data can no longer be linked back to your child
without the use of additional data which is stored at your child’s local hospital. The EBMT is
committed to minimising the sharing of personal data, particularly minimal identifiable patient data.
Whenever possible, the EBMT shares pseudonymised data or, when circumstances allow,
anonymised data. However, in certain situations, for example to prevent the duplication of data, the
minimal identifiable data may still need to be shared, but this will always be done under legally
required data protection measures.

3.2 Whatis the purpose of collecting and processing your child’s data?

The EBMT Registry

The primary function of the EBMT Registry is to collect clinical data on patients who have received
blood and/or bone marrow transplantation and/or IEC therapy as part of their treatment. The data
collected will be used for:

@ medical research which aims to further the knowledge base in the field of transplantation,
IEC therapy and immunosuppressive therapy
® improving patient care at hospitals through:
o providing a reference of treatment results that hospitals can use for quality control
o the development of new and improved procedures for transplantation, IEC therapy
and immunosuppressive therapy
o improving the quality of these procedures through the accreditation of the treating
hospitals

Your child’s data in the EBMT Registry will contribute to improvements in patient care and outcome.

The EBMT works with many “Collaboration Partners” internationally, including national registries,
national health authorities, and researchers from scientific/clinical institutions. Therefore, we also
request your consent to share your child’s personal data with these EBMT partners to fulfil the
purpose described above.

For the purposes described below, the EBMT may also work with the European Medicines Agency
(EMA; www.ema.europa.eu/ema), national health authorities, Health Technology Assessment
bodies, and the marketing authorisation holders (MAHSs; the pharmaceutical companies owning the
therapies that patients like your child is receiving).

Post-authorisation obligations relating to IEC therapies

In Europe, IEC therapies can only be used to treat patients after the EMA authorises MAHs to sell
their therapy. The EMA may request the MAHs to conduct additional post-authorisation studies to
monitor the long-term safety and effectiveness of the product. The EMA has recommended that the
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If your child is receiving any IEC therapy as a part of his/her treatment at his/her hospital, the EBMT
requests your consent to share your child’s pseudonymised data in the EBMT Registry with the
MAHSs of the IEC therapy that your child is receiving. This will help the MAHs comply with their
obligations to the EMA and national health authorities. This will contribute to a better understanding
of the safety and effectiveness of the product(s) your child is receiving.

Health Technology Assessments

A health technology assessment (HTA) evaluates the social, economic, organisational and ethical
impact of a medication or health technology. HTA bodies make these assessments to contribute to
health policies that are safe and effective for patients. They also give recommendations on the
financing or reimbursement of medications or health technologies by insurers and reimbursement
agencies.

Data from the EBMT Registry can be a valuable source of data for HTAs. The EBMT facilitates HTA
processes to support that new therapies become available to patients and are covered by national
healthcare systems and health insurance policies.

HTA bodies and/or reimbursement agencies may request the EBMT to share pseudonymised data
with them for their assessments of specific health technologies. More commonly, the HTA bodies
and/or reimbursement agencies request MAHs to provide this data for their specific product. In this
case the MAHs will approach the EBMT with the request to share the data necessary. To facilitate
the assessments by the HTA bodies and/or reimbursement agencies, EBMT requests your consent to
share pseudonymised data of your child with the MAHs and the HTA bodies and/or reimbursement
agencies.

3.3 How is the data stored in the EBMT Registry?

The data is stored in an electronic, certified, secure database of the EBMT and is subject to the
European data protection regulations. This database is located in a country that is part of the
European Union, and is under a stringent access control policy.

3.4 How long will the data be stored?

The EBMT will hold your child’s data indefinitely so that it can be used in the future for scientific
research purposes.

Collaboration Partners will hold your child’s personal data for as long as it serves the purposes
described above in section 3.2.

3.5 Who has access to the data in the EBMT Registry?

Access to the data in the EBMT Registry will be limited to EBMT research staff and authorised staff
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Access to data from your child’s medical records may be needed to verify that the data collection for
the EBMT Registry is done accurately and in compliance with current regulations. Access to your
child’s hospital medical records will be restricted to:

® the staff at the hospital
@ a monitor or auditor who has been commissioned by the EBMT
e regulatory health authorities

All parties have a duty of confidentiality to your child as a research participant. We request your
consent to allow the above-mentioned access to your child’s medical records for this purpose.

3.7 Will the data in the EBMT Registry be shared with any third parties?

With your consent, your child’s personal data in the EBMT Registry may be shared with the
Collaboration Partners for the purposes described above in section 3.2. As part of such
collaborations, your child’s personal data may be sent to countries outside of those covered by the
GDPR (2016/679). The EBMT arranges GDPR-required safeguards to protect your child’s personal
data where it is sent to so-called third countries outside of the European Union that have not been
recognised by the European Commission as providing an equivalent level of data protection.

3.8 What is the legal basis for processing the data and who is responsible?

The GDPR (2016/679) regulates the collection, storage and processing of personal data. The purpose
of the regulation is to guarantee your child’s privacy. To comply with these regulations, we ask you
to give consent as the legal basis for the collection, processing and storage of your child’s personal
data in the EBMT Registry for the purposes described in section 3.23.1.

The EBMT and the hospital are joint ‘controllers’ of your child’s personal data in the EBMT Registry.
This means that they both determine the purpose of data processing (why) and the means of
processing (how). Both the EBMT and the hospital are responsible for the protection of the data in
the Registry.

In the event that your child’s data in the EBMT Registry is shared with health authorities, HTA
bodies, MAHs or other scientific/clinical collaboration partners for the purposes described above in
section 3.2, these partners will also be a controller of your child’s personal data for that specific
purpose and therefore also be responsible for the protection of the data.

3.9 What are your child’s rights (as a data subject)?

You are being asked to consent for your child’s personal data being accessed, stored and processed.
If you withhold consent, then your child’s data will not be sent to the EBMT or to any of our
coIIaborators and will not be used for the purposes of research to help future patients.

yUr consent at any time in the future. Further, you have the right to request that your
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child’s personal data be erased from the EBMT Registry database and from other databases to which
your child’s data may have been exported. This will not affect the type or quality of treatment your
child will receive.

Children and adolescents also have the right to withdraw consent when they come of legal age.

3.10 Are there any extra costs involved if you decide to share your child’s data with
the Registry?

No extra costs are involved related to sharing your child’s data and nor will you receive any payment
for sharing their data with the Registry.
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4. Who should you contact for more information or if you wish to exercise
your (child’s) rights?

For more information or if you wish to exercise any of your (child’s) rights listed in section 3.9, please
contact:

[INSERT HOSPITAL DPO]

[NAME, TITLE] [CONTACT DETAILS]

Registry Holder [EBMT]

EBMT Data Protection Officer E-mail: data.protection@ebmt.org
Phone number: +34 93 453 8570
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EBMT REGISTRY INFORMED CONSENT FORM

| have read the Patient Information Leaflet for parents (version 1.0, 8-Jul-2020), had the opportunity
to ask questions and received satisfactory answers. | have had an appropriate amount of time to
decide if | want to share my child’s data with the EBMT Registry. | understand that participation is
completely voluntary and | am free to withdraw at any time, without giving a reason, without my
child’s medical care or legal rights being affected.

By signing this Consent Form, | acknowledge that:

1

| consent to my child’s personal data, including minimal identifiable data as
defined in section 3.1, being reported to and processed by the EBMT Registry
and that my child’s data will be kept indefinitely.

In addition to the above,

2.
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| consent to my child’s personal data, including minimal identifiable data, in
the EBMT Registry being shared with health authorities and researchers
across scientific or clinical institutions, provided that an adequate level of
protection for my child’s privacy is applied or that sufficient contractual
safeguards are arranged if this data is to be sent outside the European
Economic Area.

| consent to my child’s pseudonymised data in the EBMT Registry being
shared with Health Technology Assessment (HTA) bodies and/or
reimbursement agencies.

| consent to my child’s pseudonymised data in the EBMT Registry being
shared with the Marketing Authorisation Holder (MAH) of the IEC therapy my
child receives to facilitate the post authorisation obligations the MAH has to
the EMA, national health authorities and HTA bodies/reimbursement
agencies, provided that an adequate level of protection for my child’s privacy
is applied or that sufficient contractual safeguards are arranged if my child’s
pseudonymised data is being shared with MAHs that are situated outside the
European Economic Area.

| give permission to monitors and auditors from the EBMT and regulatory
authorities to review my child’s medical records in accordance with
applicable laws and under full confidentiality.

Yes No

g
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Name of the patient
Name of the parent (1) or legal guardian:
Signature: Date: __ /__ [/
Name of the parent (2) or legal guardian:
Signature: Date: __ /__ [

If information becomes available during the period that data is stored in the Registry which may
influence the consent of the parents, the hospital will inform him/her in time.

Name of hospital representative:

Signature: Date: __ /__/__

Additional information has been provided by (when applicable):

Name:

Position/title:

ure: Date: _ /
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Copies to be signed: 1 for the parents and/or legal representative, 1 to be stored by the hospital.




