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Compliance with Member State applicable rules for the
collection, storage and future use of human biological
samples (Article 7.1h) / Soulad s platnymi pravidly
Clenského statu pro odbeér, skladovani a budouci pouziti
lidskych biologickych vzorku (€l. 7 bod 1 pism. h)

Full title of the clinical trial / Cely nazev klinického hodnoceni EU trial number
2023-506906-38-00

A Phase 3, Multicenter, Randomized, Open-Label Trial to Evaluate the Safety and
Efficacy of Epcoritamab + Rituximab and Lenalidomide (R2 ) Compared to
Chemoimmunotherapy in Previously Untreated Follicular Lymphoma
(EPCORE™FL-2)

Responsible entity for the samples (legally)/ Osoba (ze zakona) odpovédna za vzorky: AbbVie

How to use this document / Jak pouzivat tento dokument

This form may be used by Sponsors of clinical trials in the Part Il application dossier to provide information about
“compliance with the applicable rules for the collection, storage and future use of biological samples from clinical
trial subjects" (Regulation (EU) No 536/2014, Article 7.1 (h)). This is not a mandatory form and different national
arrangements may be in place, which should be confirmed prior to submission. / Tento formulaF mohou pouZzit
zadavatelé klinickych hodnoceni (KH) v casti Il dokumentace k Zadosti pro predloZeni informaci o ,dosaZeni
souladu s platnymi pravidly pro odbér, skladovani a budouci pouziti biologickych vzork( od subjekti KH” (nafizeni
(EU) ¢. 536/2014, ¢l. 7 bod 1 pism. h)). Nejedna se o povinny formular a na narodni Grovni mohou existovat riizna
opatfeni, ktera je tfeba si pfed u¢inénim podani ovéfit.

If the information is already provided elsewhere in the Application Dossier, a reference should be provided. To
facilitate use of the template, each section can be compressed by clicking on the title. / Jsou-li informace jiz uvedeny
na jiném misté v dokumentaci k Zadosti, uvede se odkaz. Pro snaz8i pouZiti této Sablony Ize jednotlivé oddily sbalit
kliknutim na nadpis.

This Part Il template has been developed by the EU Clinical Trials Expert Group to comply with Regulation (EU) No
536/2014 Clinical Trials on Medicinal Products for Human Use./ Tato Sablona pro ¢ast Il byla vytvorena Evropskou
odbornou skupinou pro klinicka hodnoceni (EU Clinical Trials Expert Group) s cilem zajistit soulad s nafizenim (EU)
€. 536/2014 o klinickych hodnocenich humannich léCivych pripravka.

I - Description of the biological samples involved in the clinical trial / Popis biologickych vzorkd, které
jsou soucasti klinického hodnoceni

Section 1 - Does this clinical trial involve new sampling of the subjects (newly collected samples)? /
Jsou soucasti tohoto klinického hodnoceni nové odbéry od subjektl (nové odebirané vzorky)?

M Yes, please fill in the requested information in section 1/ Ano; pozadované informace prosim zadeijte do
oddilu 1

O No, not applicable. Please continue with section 2/ Ne; neuplatriuje se. Pokracujte prosim oddilem 2

Note: The sponsor needs to fill in at least one of the sections 1 or 2
Pozn.: zadavatel musi vyplinit alespori oddil 1, nebo oddil 2

1.1 What type(s) of samples will be collected from the subject? / Jaké druhy vzorki se budou subjektu
odebirat?

State the original material that is collected from the patient e.g. blood, tissue (state type of tissue), urine, saliva
etc. Do not include information on the preparation of the sample. / Upfesnéte pavodni material, ktery se
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pacientovi odebere, napf. krev, tkan (uvedte typ tkané), mog, sliny apod. Neuvadéjte informace o pfipravé
vzorku.

Krev, mo€, nadorova tkan, biopsie kostni dfené&, aspirat kostni dfené&/ Blood, Urine, Tumor tissue, Bone marrow
biospy, Bone marrow aspirate.

Total number of samples, fragments (e.q. aliquots, tissue blocks, sections) and the total volume (if applicable)
per individual subject/ Celkovy pocet vzorku, dilt (napfr. alikvotnich dild, tkariovych blokd, rezu) a pripadné
celkovy objem na jednotlivy subjekt:/ Celkovy pocet vzorku, fragmentd (napf. alikvoty, tkariové bloky, fezy)
a celkovy objem (je-li to relevantni) na jednotlivy subjekt/ Celkovy pocet vzorku, dilli (napr. alikvotnich
dila, tkariovych blokd, fezti) a pfipadné celkovy objem na jednotlivy subjekt:

Pro subjekty v rameni A: Celkovy odhadovany objem krve je priblizné 1 814 ml, coZ zahrnuje jak mistni
laboratore, tak PK, ADA/nAB/biomarkery pro centrdlni laboratore, s priblizneé 302 alikvotami od screeningu
do sesti let sledovani po lécbé. Samotny objem krve pro PK, ADA/nAB/biomarkery je priblizné 1 028 ml.
Celkovy odhadovany odber moci je priblizne 210 ml nebo 32 odberii od screeningu do konce lécby. Pro
subjekty v rameni B: Celkovy odhadovany objem krve je priblizné 1 129 ml, coz zahrnuje jak mistni
laboratore, tak biomarkery pro centralni laboratore, s pfiblizné 157 alikvotami od screeningu do Sesti let
sledovani po lécbe. Samotny objem krve pro biomarkery je priblizneé 490 ml. Celkovy odhadovany odbér moci
Je priblizné 210 ml nebo 21 odbert od screeningu do konce léCby. Pro subjekty v rameni C: Celkovy
odhadovany objem krve je pfiblizné 1 651 ml, coz zahrnuje jak mistni laboratore, tak biomarkery pro
centrdlni laboratore, s pfiblizne 239 alikvotami od screeningu do sesti let sledovdni po lécbé. Samotny objem
krve pro biomarkery je priblizné 962 ml. Celkovy odhadovany odbér moci je priblizné 250 ml nebo 25 odberti
od screeningu do konce écby. Pro viechny zbrané: Cerstvy nddorovy biospy pfi screeningu (archivni povolen
pro screening, viz bod 2.0). Pokud subjekty poskytnou volitelny informovany souhlas s odbérem biospézy
nddoru, muze byt odebrdn dalsi odbér v cyklu 1 nebo cyklu 2 a pri progresi onemocneni. 1 blok nebo 20
sekci na casovy bod. Biospy kostni diené: Shromdzdéno a prezkoumdno podle instituciondlnich postupd pfi
screeningu (archivné povoleno pro screening, viz bod 2.0) a mizZe byt shromdzdéno pro lokdlni analyzu,
pokud doslo k postizeni kosti pfi screeningu a pokud je subjekt potvrzen v kompletni odpoveédi podle PET-CT.
Odsati kostni diene: M(iZe byt odebrdno pri screeningu (neni vyZadovdno, pokud je pri screeningu k dispozici
archivni biospy kostni drené bez aspiracniho vzorku). Pokud je pri screeningu postiZzena kostni dreri, aspirat
kostni diené bude odebradn, pokud je subjekt v tplné odpovedi, jak je potvrzeno PET-CT a odesldno do
centrdlni laboratore. Za kazdy casovy bod se odebere pfiblizne 6 ml. U Zen ve fertilnim véku bude pri
screeningu odebrano 5 ml krve pro sérové téhotenské testy. MiiZe dojit az k priblizné 175 ml krve dodatecne
nebo 35 odbérum od randomizace do Sesti let sledovdni po lécbé (misto téhotenskych testi v séru po
screeningu muze persondl mista odebrat subjektiim moc pro tehotenské testy, coz miize byt celkem priblizné

35ml) / For subjects in Arm A:Total estimated blood volume is approximately 1,814mL which includes both
local labs and PK, ADAs/nAB/biomarkers for central labs, with approximately 302 aliquots from screening to six
year of post-treatment follow up. The blood volume alone for PK, ADAs/nAB/biomarkers is approximately
1,028mL. Total estimated urine collection is approximately 210mL or 32 collections from screening to end of
treatment. For subjects in Arm B:Total estimated blood volume is approximately 1,129mL which includes both
local labs and biomarkers for central labs, with approximately 157 aliquots from screening to six year of post-
treatment follow up. The blood volume alone for biomarkers is approximately 490mL. Total estimated urine
collection is approximately 210mL or 21 collections from screening to end of treatment.For subjects in Arm
C:Total estimated blood volume is approximately 1,651mL which includes both local labs and biomarkers for
central labs, with approximately 239 aliquots from screening to six year of post-treatment follow up. The blood
volume alone for biomarkers is approximately 962mL. Total estimated urine collection is approximately 250mL
or 25 collections from screening to end of treatment. For all arms:Fresh tumor biospy at screening (archival
allowed for screening, see section 2.0). If subjects provides optional informed consent for tumor biospy
collection, an additional collection at Cycle 1 or Cycle 2 and at disease progression may be collected. 1 block
or 20 sections per timepoint. Bone marrow biospy: Collected and reviewed per institutional procedures at
screening (archival allowed for screening, see section 2.0) and may be collected for local analysis if there was
bone involvement at screening and if subject is confirmed in complete response per PET-CT. Bone marrow
aspirate: May be collected at screening (not required if archival bone marrow biospy without aspirate sample is
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available at screening). If bone marrow involvement at screening, bone marrow aspirate will be collected if a
subject is in complete response as confirmed by PET-CT and sent to the central lab. Approximately 6mL will be
collected per timepoint. For females with childbearing potential, 5mL of blood will be collected at screening for
serum pregnancy testing. Up to approximately 175mL of blood additional or 35 collections from randomization
to six years of post-treatment follow up may occur (in lieu of serum pregnancy testing after screening, site staff
may collect urine for pregnancy testing from subjects, which may total approximately 36mL)

1.2 The maximum number of samples and maximum volume (if applicable) on one single occasion/ Maximaini
pocet vzork( a pfipadné maximalni objem vzork( odebiranych najednou:

Maximalni pocet vzorkd bude odebran v cyklu 1 Den 1 s pfibliznym objemem krve 107 ml a 10 ml mo¢i./The

maximum number of samples will be drawn at Cycle 1 Day 1 with an approximate blood volume of 107mL and

10mL of urine.

1.3 Will the samples be collected as part of routine health care? / Budou se vzorky odebirat v ramci bézné
zdravotni péce?
Vzorky odebrané béhem screeningu mohou byt povazovany za béZnou zdravotni pédi, jinak vzorky béhem
studie nebudou odebrany jako soucast bézné zdravotni péce./ Samples collected during screening may be
considered routine health care, else samples during the study will not be collected as part of routine health
care.

Section 2 - Does this clinical trial involve the collection of existing archive samples (e.g. archived
diagnostic material or other biobank material)?/ Budou se vzorky odebirat v ramci béZné zdravotni péce?

M Yes, please fill in the requested information in section 2 / Ano; poZadované informace prosim zadejte do
oddilu 2
O No, not applicable. Please continue with section 3 / Ne; neuplatfuje se. Pokracujte prosim oddilem 3

Note: The sponsor needs to fill in at least one of the sections 1 or 2
Pozn.: zadavatel musi vyplnit alespori oddil 1, nebo oddil 2

2.1 What type(s) of archived material/samples will be used?/ Jaké druhy archivovanych material(i/vzorkd se
budou pouzivat?

Nadorova tkan, BioSpie kostni dfené /Tumor Tissue, Bone marrow biospy

2.2 Provide the total number of samples, fragments (e.g. aliquots, tissue blocks, sections) and total volume (if
applicable) that the Sponsor needs access to from each individual subject. / Uvedte celkovy pocet vzorkd,
dild (napt. alikvotnich dil(i, tkanovych bloku, fezu) a pfipadné celkovy objem vzorkl od kazdého
jednotlivého subjektu, k nimz zadavatel potfebuje pFistup.

Example: 20 sections per biopsy from each individual subject is needed
Priklad: je potfebnych 20 fezu z kazdé biopsie kazdého jednotlivého subjektu

Nadorova tkan, pokud byla odebrana 12 mésicu pfed randomizaci. 20 sekci nebo jeden blok na subjekt pfi
screeningu a odeslano do centralni laboratorfe. Pro biospy kostni dfené, pokud byl odebran 12 tydna pied
randomizaci. Shromazdéno a pfezkoumano podle institucionalnich postupt a neni odeslano do centralni
laboratofe./ Tumor tissue, if collected 12 months prior to randomization. 20 sections or one block per subject at
screening and sent to central lab.For bone marrow biospy, if collected 12 weeks prior to randomization.
Collected and reviewed per institutional procedures and not sent to central lab.

2.3 Will new consent be obtained for the use of the archive samples in the clinical trial (if in line with national
legislation)? If not, explain./ Bude ziskavan novy souhlas s pouzitim archivnich vzorkd v klinickém
hodnoceni (je-li to v souladu s vnitrostatni legislativou)? Pokud ne, vysvétlete.

(if applicable, add the text of the original consent/ Prichazi-li v tvahu, doplrite text ptivodniho souhlasu)

Souhlas s odbérem archivnich vzork(l je sou¢asti Hlavniho ustavu pro archivaci. Potencialni G¢astnik
pfezkouma ICF se zkouSejicim a/nebo delegovanymi pracovniky pracovisté a bude mit moznost klast
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otazky pred poskytnutim informovaného souhlasu. / Consent for collection of archival samples is included
in the Main ICF. The potential participant will review the ICF with the investigator and/or delegated site staff
and be able to ask questions prior to providing informed consent.

Il - Use, storage, and transfer of biological samples / Pouzivani, skladovani a pfenos biologickych vzorku

Section 3 — Use of samples for a purpose within the objective of this clinical trial (i.e. for use described
in the protocol) / Pouzivani vzorkl pro ucel v ramci cile tohoto klinického hodnoceni (tj. pro pouziti popsané v
protokolu)

Note: This section must be filled in for both newly collected and existing archive samples
Pozn.: do tohoto oddilu je nutno vyplnit informace jak pro nové odebirané vzorky, tak pro stavajici archivni vzorky

3.1 Where will the samples be analysed? / Kde budou vzorky analyzovany?

i.e. within the clinical laboratory, within/outside the Sponsor’s organization, within/outside the Member State
where collected or within/outside EU/EEA.

Tj. v prislusné klinické laboratofi; v ramci zadavatelovy organizace/mimo zadavatelovu organizaci;
v ¢lenském staté, kde odbér probéhl, nebo mimo néj; nebo na uzemi EU/EHP nebo mimo tzemi EU/EHP.

Biologické vzorky odebrané pro vyzkum biomarkert budou pouzity pouze spole¢nosti AbbVie (a/nebo osobami
¢i spole€nostmi spolupracujicimi se spole€nosti AbbVie) pro ucely popsané v protokolu a ICF. Biologické
vzorky odebrané pro farmakocinetické hodnoceni a hodnoceni imunogenicity budou pouZzity pouze spole€nosti
AbbVie (a/nebo osobami &i spole¢nostmi spolupracujicimi se spole¢nosti AbbVie) pro Ucely popsané v
protokolu a ICF./ Biological samples collected for biomarker research will only be used by AbbVie (and/or
people or companies working with AbbVie) for the purposes described in the protocol and ICF. Biological
samples collected for pharmokocinetic and immunogenicity evaluation will only be used by AbbVie (and/or
people or companies working with AbbVie) for the purposes described in the protocol and ICF.

3.2 If the samples will be sent to another organisation for analyses (as part of the trial), how will they be
managed after the analyses have been carried out? / Pokud se vzorky budou zasilat do jiné organizace
k analyze (v ramci klinického hodnoceni), jak s nimi bude nakladano po provedeni analyz?
i.e. destroyed, returned to responsible entity for the samples (legally), stored at the site where analysed,
anonymised efc.
Tj. likvidace, vraceni osobé (ze zakona) odpovédné za vzorky, skladovani v misté provedeni analyzy,
anonymizace apod.

Note: An agreement (Material Transfer Agreement or equivalent) that regulates how the sample are to be
handled shall be established with the recipient

Pozn.: s prijemcem je tfeba uzavrit dohodu (smlouva o pfedani materialu (MTA) nebo odpovidajici
smlouva), kterou se bude Fidit zpusob, jakym ma byt se vzorky nakladano.

MTA

3.3 Where will the samples be stored?/ Kde budou vzorky uchovavany?
i.e. within/outside the Sponsor’s organisation, within/outside the Member State where collected or
within/outside EU/EEA
Tj. v organizaci zadavatele/mimo organizaci zadavatele, v ¢lenském statu, kde byly odebrany, nebo mimo
néj, na uzemi EU/EHP nebo mimo tzemi EU/EHP
AbbVie a/nebo spole¢nosti spolupracujici se spoleénosti AbbVie. | AbbVie and/or companies working with
AbbVie.

3.4 How long will the samples be stored? / Jak dlouho budou vzorky uchovavany?
Az 20 let./Up to 20 years.
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3.5 What type of connection is available between samples and individual subjects? / Jaky druh propojeni mezi
vzorky a jednotlivymi subjekty je k dispozici?

O Direct connection (samples marked with e.qg. initials, date of birth) / Pfimé propojeni (vzorky jsou
oznaceny napf. inicidlami, datem narozeni)

Pseudonymised connection (samples marked with code)/ Pseudonymizované propojeni (vzorky
Jsou oznaceny kbdem)

O No connection, samples are anonymised (i.e. samples can neither directly nor indirectly, with
reasonably means according to recital 26 of the General Data Protection Regulation (EU)
2016/679, be linked to the sample donor)/ Zadné propojeni, vzorky jsou anonymizovany (tzn., Ze
vzorky nelze pfimo ani neprimo priméfenymi prostiedky podle bodu odidvodnéni 26 Obecného
narizeni o ochrané osobnich tdajia (EU) 2016/679 propojit s darcem vzorku)

3.6 Who will have access to the samples?/ Kdo bude mit ke vzorkim pfistup?

AbbVie a/nebo spolecnosti spolupracujici se spolec¢nosti AbbVie. | AbbVie and/or companies working
with AbbVie.

3.7 Who will have access to the sample code list (if applicable)?/ Kdo bude mit pfistup k seznamu kédl vzorku
(pfichazi-li v vahu)?
Zkousejici a jeo tym./ Site investigator and their staff.

Section 4 - Will newly collected samples or existing archive samples be stored for future use?/ Budou
nové odebrané vzorky nebo stavajici archivni vzorky ulozeny pro budouci pouziti?

For other use than described in the protocol. Note that some purposes (secondary use of samples) may require
additional approval, in Most Member States by an ethics committee

Pro jiné pouZiti, nez je popsano v protokolu. Upozorriujeme, Ze nékteré tcely (sekundarni pouZiti vzorkd)
mohou vyZadovat doplrikové schvaleni; ve vétsiné ¢lenskych statu toto schvaleni udili eticka komise

O Yes, please fill in the requested information in this section/ Ano; vyplite prosim poZzadované informace do
tohoto oddilu

No, samples will be destroyed, please continue with section 5/ Ne; vzorky budou zlikvidovany. Pokradujte
prosim oddilem 5

4.1 What is the purpose of the future use?/ Jaky je ucel budouciho pouziti?
Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text

4.2 How long will the samples be stored?/ Jak dlouho budou vzorky uchovavany?

Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text

4.3 Where will the samples be stored?/ Kde budou vzorky uchovavany?

Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text

4.4 What type of connection is available between samples and individual subject?/ Jaky druh propojeni mezi
vzorky a jednotlivymi subjekty je k dispozici?
O Direct connection (samples marked with e.g. initials, date of birth)/ Pfimé propojeni (vzorky jsou
oznaceny napr. inicialami, datem narozeni)
O Pseudonymised connection (samples marked with code)/ Pseudonymizované propojeni
(vzorky jsou oznaceny kédem)
O No connection, samples are anonymised (i.e. samples can neither directly nor indirectly,
with reasonably means according to recital 26 of the General Data Protection Regulation
(EU) 2016/679, be linked to the sample donor) | Zadné propojeni, vzorky jsou
anonymizovany (tzn., Ze vzorky nelze pfimo ani nepfimo pfiméfenymi prostfedky podle
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bodu oduvodnéni 26 Obecného nafizeni o ochrané osobnich udaju (EU) 2016/679 propojit
s darcem vzorku)

4.5 Who will have access to the samples?/ Kdo bude mit ke vzork(m pfistup?
Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text

4.6 Who will have access to the sample code list (if applicable)?/ Kdo bude mit pFistup k seznamu kédd vzorku
(pfichazi-li v uvahu)?

Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text

4.7 Will the donor be recontacted to give new consent to the use of the samples in future research? If not,
explain / Bude darce znovu kontaktovan, aby udélil novy souhlas s pouzitim vzorkd v budoucim vyzkumu?
Pokud ne, vysvétlete.

Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text

4.8 If secondary future use of the samples will be in question, will an ethics committee or biobank committee be
reviewing whether the purpose of the new study is within the scope of the original provided consent (if
applicable according to national legislation)? / Pfichazi-li v Gvahu sekundarni budouci pouziti vzorkd,
pfezkouma eticka komise nebo biobanka, zda se na ucel nové studie vztahuje plvodni udéleny souhlas
(pfichazi-li v ivahu podle vnitrostatni legislativy)?

Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text

4.9 Who will be able to make use of the samples?/ Kdo bude moci vzorky vyuzivat?
Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text

4.10 How will unsolicited findings be handled?/ Jak se bude nakladat s nevyZzadanymi nalezy?
Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text

lll - Additional information/ Doplnujici informace

Section 5 - Additional information that is required by the current Member States national arrangements
and regulations. The sponsor should confirm this prior to submission / Doplfujici informace, které
vyZaduji aktualni narodni opatfeni a predpisy ¢lenského statu. Zadavatel by si je mél ovéfit predtim, nez ucini
podani.

Note: This section will only be filled in if applicable

Pozn.: tento oddil se vyplnuje pouze tehdy, pfichazi-li v avahu.

5.1 Provide any information (not described above) that is of relevance to the Member State applicable rules on
collection, storage, transport and future use of the samples, e.g. on specific national arrangements and
regulations regarding the use of human biological samples. / Uvedte veSkeré informace (nepopsané vyse),
které jsou relevantni vzhledem k platnym pravidliim daného ¢lenského statu pro odbér, skladovani, pfepravu a
budouci pouziti vzork(, napf. ke konkrétnim narodnim opatfenim a predpis(im, jimiz se fidi pouzivani lidskych
biologickych vzorkd.

Click or tap here to enter text./ Kliknutim nebo poklepanim sem zadejte text
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