European Reference Networks
EBpPOMNeNChKi A0BIAKOBI Meper

SHARE.CARE.CURE.

WHAT ARE THE EUROPEAN REFERENCE NETWORKS AND
HOW CAN THEY HELP YOU?

The European Reference Networks (ERNs) are networks of
healthcare professionals working on rare diseases across
Europe. ERNs allow healthcare professionals to discuss
rare/complex medical cases like yours, helping your treating
doctors to correctly diagnose or to establish an adequate
care plan for your health problem.

For an ERN to advise your treating doctors, the relevant
data collected about you, which is kept in this hospital,
needs to be shared with healthcare professionals in the
European Union.

WHICH DATA ARE PROCESSED?

If you give explicit consent, your health data will be
pseudonymised and uploaded to a secure EU based IT
platform. Only pseudonymised medical data relevant for
the purpose of diagnosis and treatment of your disease will
be uploaded. This may include age, sex, medical images,
laboratory reports and biological sample data. It may also
include your clinical history. This happens in a secure IT
platform that ensures protection of your data and your
privacy, which is used by the healthcare professionals of
the ERNs to participate remotely in the discussion of your
case. After the discussion is closed, your clinician may
download an outcome report with the relevant advice,
resulting in the transfer of this data from the EU to Ukraine.

WHAT ARE YOUR RIGHTS?

Your data will be processed in compliance with EU data
protection legislation, including Regulation 2016/679
(GDPR) and Regulation (EU) 2018/1725. The European
Commission and each EU healthcare provider processing
patient data in the IT platform are joint controllers.

You have the right to give or withhold your consent. You can
also withdraw your consent at any time, but please note
that the withdrawal of your consent will not affect the
lawfulness of the data processed before the consent
withdrawal. You are entitled to ask for and receive further
information about which data is shared, to access your data
and request corrections of any errors. You also have the
right to request the erasure of your data. The contact point
to exercise your rights is your healthcare provider.

Your data will be retained only for as long as necessary for
the purposes of diagnosis and treatment, with a review of
the necessity to retain it at least every 15 years.

LLIO TAKE EBPOMENCbKI AOBIAKOBI MEPEXI | AK BOHU
MOXYTb BAM 4ONOMOITU?

€BponencbKi gosigkosi Mepexi (ERN) — Le Mepexi
MeamdHMX daxiBuiB, AKI NpauoloTb 3 pigkicHMMKM xBopobamm
noscilogn y €sponi. ERN go3BonAnTs MeEOUYHUM
npauiBHMKaM obroBopoBaTh PidKicHi / cKNaaHi KAiHiYHI
BMMNaAKK, Taki AK Baw, wob gonoMort nikapaMm, AKi Bac
NiKyI0Tb, NPaBMNbHO AiarHocTyBaTk Baly npobnemy 3i
3[40p0B'AM ab0 YKIacT HaneXHWM nnaH Baworo nikyBaHHA.

[na Toro, wob ERN Moram Hagatv nopaay BawmMm nikapsam,
3ibpaHi npo Bac BianoBsigHi AaHi, Wwo 36epiratnTbca y Uik
nikapHi, MatoTb 6yTK NepedaHi MeAMYHMM NpauiBHUKaM y
€sponericekomy Colosi.

AKI AAHI OBPOBNAIOTLCA?

AKwWwo Bu HagacTe noBHy 3roay, Bawi aani byayTb
rnceBAOHIMI30BaHI | 3aBaHTaXKeHi Ha 3axuweHy IT-
nnatdopmy, posMiweHy B EC. 3aBaHTarKeHHIO NiANAraTtMMyTb
Nuwe NceBAOHIMI30BaHI MeAWYHI AaHi, Wo CTOCYTbCA
[iarHOCTUKM Ta NikyBaHHA Bawoi xBopobu. BoHM MOXyTb
BK/II04MATU BiK, CTaTb, MeAMYHI 3HIMKKW, NnabopaTopHi 3BiTH i
naHi npo 6ionoriyvni 3paskn. [1o HUX MOMe HanexaTty Takom
Bawwa ictopis xBopobw. Lie BiabyBaeTbcA Ha 3axuLleHin IT-
nnatdopmi, AKa rapaHTye 3axmcT Bawmx gaHux i
He0TopKaHHICTb Baworo npusatHoro »utTa. Ii
BMKOPMCTOBYIOTb MeanyHi npauiBHMKM ERN, wob
OVCTaHUiHo bpatk ydacTb B 06roBopeHHi Baworo Bunagky.
Micna 3aBepLieHHA 0broBopeHHA Ball nikap 3Moxe
3aBaHTaAXMTU NiACYMKOBMM 3BIT 3 Bi4MNOBIAHNMW Nopagamu,
BHaCNi4OK YOro Taki gani bygyte nepedaHi 3 €C go Ykpaiw.

AKI BALLI NPABA?

Bawi aaHi 6yayTtb 06pobneHi BignoBigHO 40 3aKOHOAaBCTBA
€C Npo 3axmCT gaHuWX, BKIOYHO i3 3aranbH1M pernaMeHToM
npo 3axuct gaHnx 2016/679 (GDPR) i PernameHToM (EC)
2018/1725. EBponencbKa KOMICiA | KOXeH HaaaBau
MeauuHMX nocnyr y EC, AKi 06pobnATb AaHi NaUieHTIB Ha
3ragaHin IT-nnatdopmi, € conigapHMMM po3nopAgHNUKaMK
AaHnX.

B MaeTe npaBo Hagath abo BigknMkaTt ceoto 3roay. Bu
MOXeTe BigKNMKaTK cBolo 3rogy B 6yab-AKui uac, ane
3BepHiTb, byAb Nacka, yBary Ha Te, Lo BiAKNMKaHHA Bawioi
3roan He BMMHE Ha NPaBOMIPHICTbL 06pObKK AaHWUX A0
BiOKNMKaHHA 3roan. Bu MaeTe npaBo BuMaraty i
oTpuMyBaTh gogdaTkosy iHbopMaUito Npo Te, AKi AaHi
nepefanTbesa, Wob MaTn AocTyn Ao Bawmx aaHux i
BMMaraTtu BUNpaBneHHa byab-AKMX NOMUNOK. B Takox
MageTe NpaBo BMMaraTn BuganeHHAa Bawmx gaHmx.
KoHTakTHa ocoba anA peanisauii Bawmx npas — ue Bau
HagdaBa4y Mean4YHUX NoCyr.

Bawi gani 6yayTb 36epiratmca BUKAOYHO A0TH, OOKM Lie
6yae HeobxigHO 4NA Linen AiarHOCTMKKM M NiKkyBaHHSA, a
HeobxiagHicTb X 36epiraHHA NepernaaaTMMeTbCA NPUHANMHI
KOMHi 15 poKiB.



PATIENT CONSENT:

| consent to my pseudonymised data being
shared with EU healthcare professionals
for discussion of my case and advice to my No
treating doctors on my diagnosis and
treatment and | consent that after the
discussion is closed, my clinician may
download the outcome report, resulting in
the transfer of this data from the EU to
Ukraine.

Yes

PATIENT DETAILS:

First and last name:

| am the patient.

| am

| witnessed that the patient was not able to sign
by his/her means and gave consent by the
following means:

| am a parent/guardian of the patient, or | have
power of attorney and | am attaching the
supporting documents to this form.

WITNESS/PARENT/GUARDIAN/ATTORNEY DETAILS:

First and last name:

Date: Signature:

CONTACT DETAILS:

Ukrainian Hub:

National Children's Specialized Hospital of the Ministry

of Health of Ukraine "Okhmadit”

Rare Disease Hub of Ukraine

01135, Kyiv, V. Chornovola street, 28/1
hub ukraine®ohmatdyt.com.ua

European Commission:

Directorate-General for Health and Food Safety
1049 Bruxelles/Brussels, Belgium
ERN-Data-Privacy®ec.europa.eu

Data Protection Officer of the European Commission:

DATA-PROTECTION-OFFICER®ec.europa.eu

3roaA nAUIEHTA:

A paw 3rogy Ha Te, wob Moi DTaK
nceBAoHiIMi30BaHi gaHi 6ynu nepenaHi
MeavYHWM npauiBHuKamM y EC ana DHi

0b6roBopeHHA MOro BUNaaKy i HaaaHHA
nNikapAM, AKi MeHe NiKyloTb, Nopag Wwoao
MOIX OiarHOCTUKW M NIKyBaHHA, a TAKOXK A
fato 3rogy Ha Te, Wwob nicnA 3aBepLUeHHNA
06roBOpeHHSA Mil flikap Mir 3aBaHTaKUTU
Mi4CyMKOBMM 3BIT, BHACNIA0K YOro Taki AaHi
byayTb nepenaHi 3 €C oo YkpaiHu.

OETANIbHA IHOOPMALIIA MPO MALIEHTA:

Mpi3BuLwe 1 iM'A:

|:| A nauieHT / nauieHTKa

L] 4

A 3acBigyyio, WO NaLieHT / nauieHTKa bys
HEeCnpPOMOXHMIM [ Byna HecnpoMoXkHa nignucaTmca
BNacHopyd i 4aB / gana 3rogy B TakuMi cnociob:

|:| Al 6aTbKo / MaTK / OMiKyH NauieHTa / NauieHTKM abo
Malo 4OBIpeHiCTb | goaalo 4o uboro dopmynapa
nigTBepaMyoYi LOKYMEHTW.

IHOOPMALIIA MPO CBIOKA / BATbKIB / OMIKYHA /
HOBIPEHY OCOBY:

Mpi3BuLe 1 iM'A:

Hara: Mignuc:

KOHTAKTHA IHOOPMAL|IA:

YKpalHCbKMM LIeHTP:

HauioHanbHa gutAda cnedianizoBana nikapHa MO3
YKpaiHn «OxMagnt»

LleHTp pigkicHMx 3axsopioBaHb B YKpaiHi

01135, m. Kuis, Byn. B.MopHoBona, 28/1
hub_ukraine@ohmatdyt.com.ua

€BponencbKa KoMicis:

eHepanbHWN AMpeKTopaT 3 NMTaHb OXOPOHW 340P0B'A
Ta 6e3neKkn xap4oBuxX NPOaYKTIB
1049 Bruxelles/Brussel, Belgium
ERN-Data-Privacy®@ec.europa.eu

CniBpobiTHUK i3 3ax1CTy gaHUX y EBPONENCBLKIN KOMICil:

DATA-PROTECTION-OFFICER®ec.europa.eu

CPMS 2.0 Patient consent form UA
Revision: 9.07.2024
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ERN CPMS 2.0
Patient consent form for Ukrainian Patients
Instructions

The text of the form cannot be altered and must be given to the patient in bilingual form. In case any
alterations are needed, please contact SANTE-ERN®@ec.europa.eu.

1. The patient should be aware of the content of the form. If requested, the form should be read,
explained and any questions the patient might have must be answered.

2. The patient should give (or refuse) consent in the Ukrainian side of the form. If the patient refuses
consent, the enrolment of the patient in the IT platform is not possible.

3. If the patient cannot sign on his own, consent can be given by other means: by speaking, nodding,
waving, etc. in front of a witness. In this case, the form will be signed by the witness. The witness
must be chosen by the patient and cannot be hospital staff. The witness must:

a) declare his status (family/friend of the patient, lawyer, etc.);
b) explain by which means the patient gave consent.

4. If the patient is unable to provide consent, a parent/legal guardian of the patient or person with
power of attorney must provide consent on behalf of the patient. In this case, the relevant
supporting documents must be attached to the signed form.

ERN CPMS 2.0
dopmMynap 3roam nayieHTa ANA YKpaAIHCbKUX Nali€eHTIB
[HCTPYKUIT

TeKcT uboro dpopmynspa He MoxKe byTn 3MiHeHWU | Mae ByT HagaHWM NauieHTy ABOMa MoBaMu. AKLLO
6yae noTpibHo 3pobuTtn Byab-AKi 3MiHK, 3BepHiTbCA, byab nacka SANTE-ERN®@ec.europa.eu.

1. TauieHT NoBMHEH PO3yMiTK 3MICT Uboro popmynapa. Ha 3anuT ¢opmynap notpibHo npounTaTw i
MOACHUTK, @ TaKoX HeobxiaHO BiAMOBICTM Ha BCi 3anNUTaHHA NalieHTa.

2. NauieHT Mae HaaaTu (abo BiAMOBUTMUCA HaAATK) 3roay Ha yKpaiHcbKoMy 6oui dopMmynapa. AKLLo
nMauieHT BiAMOBAAETLCA HAAATX 3ro4y, peecTpauia Takoro naudieHta Ha IT-nnatdopMi HeMoxKnmBea.

3. AKLWO NauieHT He MoXe CaMOCTIMHO nignucaTtucs, 3roga Moxke 6yTM HagaHa B NPUCYTHOCTI CBigKa B
iHWKWI cnocib: ycHo, CTBEpAHMM pyXoM ronoBu abo pyKu Towo. Y TakoMy BUNaaKy ¢opMynap
nianucye ceigok. CBigok Mae 6yt 0bpaHMin NAUIEHTOM, | HUM He MoXKe ByTM NpauiBHMK NiKapHi.
CBigoK NoBMHEH:

a) noBigoOMUTM CBIM cTaTyc (poaud / Apyr NauieHTa, PUCT TOLLO);
b) noAacHUTK, y AKWIM cnocib nauieHT Hagas 3roay.

4. AKWO NauieHT He CMPOMOXHWIM HaaaTth 3rogy, 6aTbKo / MaTU [ 3aKOHHWUIN NPeACTaBHMK NauieHTa
abo ocoba, AKa Mae OoBipeHiCTb, MaloTb HaAATW 3roay Bifg iMeHi nauieHTa. Y TakoMy BUNaaKy Ao
nignMcaHoro ¢opmynapa MaTb 6yTn gony4deHi BigNOBIAHI NiATBEPAMKYIOYI JOKYMEHTM.
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