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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 cClenského statu pro odber, skladovani
a budouci pouziti lidskych biologickych vzorku
(Cl. 7 bod 1 pism. h)

Full title of the clinical trial / Cely nazev klinického hodnoceni EU trial number

A randomized, double-blind, Phase 3 study comparing efficacy and safety | 2023-504359-29
of frexalimab (SAR441344) to placebo in adult participants with
nonrelapsing secondary progressive multiple sclerosis / Randomizovand,
dvojité zaslepend studie fdze 3 porovndvajici ucinnost a bezpecnost
frexalimabu (SAR441344) vici placebu u dospélych pacientu s nerelabujici
sekunddrné progresivni roztrousenou sklerézou

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

Sanofi-Aventis Recherche & Développement

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 formuldF mohou pouZit zadavatelé klinickych hodnoceni (KH) v éasti Il
dokumentace k Zadosti pro pfedloZeni informaci o ,dosaZeni souladu s platnymi pravidly pro odbér,
skladovani a budouci pouZiti biologickych vzork( od subjektit KH” (nafizeni (EU) ¢. 5636/2014, ¢l. 7 bod
1 pism. h)). Nejedna se o povinny formulaf a na narodni trovni mohou existovat rizna opatreni, ktera
Je tfeba si pred ucinénim podani ovérit.

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 snaz$i
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 $ablona pro
cast 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
Iécivych pripravkda.

CZ V2.0 dated 08-Jan-2024



Template version, CTEG 28/01/2022

| - 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 subjektt (nové odebirané
vzorky)?

X Yes, please fill in the requested information in section 1/ Ano; poZadované informace prosim
zadejte 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 vyplnit 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. /
Upresnéte plivodni material, ktery se pacientovi odebere, napf. krev, tkan (uvedte typ tkané),
mo¢, sliny apod. Neuvadéijte informace o pfipravé vzorku

Mandatory samples: Blood, urine; Conditional samples: Saliva and/or nasopharyngeal specimen
(in case of suspicion of SARS-CoV-2 infection), cerebrospinal fluid (in case of PML suspicion) /
Povinné vzorky: krev, mo¢; Podminéné vzorky: Sliny a/nebo vytér z nosu (v pfipadé podezreni
na COVID-19), mozkomi$ni mok (v pfipadé podezreni na PML)

1.2 Total number of samples, fragments (e.g. aliquots, tissue blocks, sections) and the total volume
(if applicable) per individual subject / Celkovy pocet vzorkd, dilti (napr. alikvotnich dild,
tkariovych blokd, fezti) a pripadné celkovy objem na jednotlivy subjekt:

It is expected to collect up to 167 samples, considering 116 blood samples and 51 urine samples
per individual subject. Additional tests may be performed at any time during the study as
determined necessary by the Investigator or required by local regulations. The maximum amount
of blood that will be drawn during the whole study, including any extra assessments that may be

required, will not exceed 415 ml. / U jednotlivého subjektu se ocekava odbér az
167 biologickych vzork( pfi pfedpokladu 116 vzorku krve a 51 vzorkti moci. Kdykoliv béhem
studie mohou byt odebrany dal§i vzorky, pokud to zkouSejici uzna za nutné nebo je to
poZadovano mistnimi pfedpisy. Celkovy objem krve odebrany béhem studie, véetné dodateénych
odbérd, které mohou byt poZzadovany, neprekroc¢i 415 mi.

Number of Additional sample harﬁz:::m:r:etics
mandator for WOCBP / Dalsi P sam Iis/ Total number of
—Yv vzorky pro Zzeny . p samples / Celkovy
samples / Podet . s Volitelné vzorky N o
L . | Vvreprodukénim . pocet vzork
povinnych vzorku N pro genetickou
véku ..
podstudii
Blood / Krev 111 1 4 116
Urine / Mo¢ 9 42 - 51
Total / Celkem 120 43 4 167
2
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1.3 The maximum number of samples and maximum volume (if applicable) on one single occasion/
Maximalni pocet vzorku a pfipadné maximalni objem vzork( odebiranych najednou:

On the screening visit, 11 samples of blood and 1 sample of urine can be taken from participants,
representing up to 32 mL of blood collected and 10 mL of urine collected. / Béhem screeningové
navstévy muze byt odebrano 11 vzorkt krve a 1 vzorek mocéi, coz predstavuje 32 ml krve a 10 ml
moci.

1.4 Will the samples be collected as part of routine health care? / Budou se vzorky odebirat v ramci
bézné zdravotni péce?

No. / Ne.

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?

O Yes, please fill in the requested information in section 2 / Ano; poZadované informace prosim
zadejte do oddilu 2

X No, not applicable. Please continue with section 3 / Ne; neuplatriuje se. Pokralujte 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

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

Not applicable. / Neuplatriuje se.

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, dilt (napf. alikvotnich dild, tkariovych blokd, fezt) a pfipadné celkovy objem
vzork( 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 kaZzdého jednotlivého subjektu

Not applicable. / Neuplatriuje se.

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 vzorka
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 pavodniho
souhlasu)

Not applicable. / Neuplatriuje se.

Il — Use, storage, and transfer of biological samples / Pouzivani, skladovani a prenos 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 vzork( pro dcel v ramci cile tohoto klinického hodnoceni
(. 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
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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. vprislusné klinické laboratori; vramci zadavatelovy organizace/mimo zadavatelovu
organizaci; v ¢lenském staté, kde odbér probéhl, nebo mimo néj; nebo na uzemi EU/EHP nebo
mimo uzemi EU/EHP.

Samples will be analyzed within the Sponsor’s organization, study sites and/or at Service
Providers contracted for the study conduct, within and outside the EU/EEA. / Vzorky budou
vyhodnocovény zadavatelem, centrem a/nebo servisni organizaci zasmluvnénou pro toto klinické
hodnoceni, a to v ramci a mimo EU/EEA.

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 etc.

ij. 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 priiemcem je treba uzavrit dohodu (smlouva o pfedani materialu (MTA) nebo
odpovidajici smlouva), kterou se bude Fidit zptisob, jakym ma byt se vzorky nakladano.

After analysis, the leftover of study participants’ biological samples will remain at the Sponsor’s or
projects contracted Service Provider locations and will be destroyed at the end of the study unless
study participants authorize the Sponsor to retain them for use in future research. / Po analyze
zustanou biologické vzorky u zadavatele nebo zasmluvnéné servisni organizace a budou zni¢eny
na konci studie, pokud ucastnik nebude souhlasit s volitelnym pouzitim vzorki pro budouci
vyzkum.

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
lj. v organizaci zadavatele/mimo organizaci zadavatele, v ¢lenském statu, kde byly odebrany,
nebo mimo néj, na uzemi EU/EHP nebo mimo uzemi EU/EHP

Samples will be stored within the Sponsor’s organization and/or at the Service Providers
contracted for the study conduct, within and outside the EU/EEA. / Vzorky budou uchovavany
zadavatelem nebo zasmluvnénou servisni organizaci, a to v ramci nebo mimo EU/EEA.

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

Samples will be stored for the duration of the study, unless study participants authorize the
Sponsor to retain them for use in future research projects (as described in Section 4). / Vzorky
budou uchovavany po dobu studie, pokud uéastnik nebude souhlasit s vyuzZitim v budoucim
vyzkumu (jak je popsano v sekci 4).

3.5 What type of connection is available between samples and individual subjects? / Jaky druh
propojeni mezi vzorky a jednotlivymi subjekty je k dispozici?
Direct connection (samples marked with e.q. initials, date of birth) / Pfimé propojeni
(vzorky jsou oznaceny napf. inicialami, datem narozeni)
Pseudonymised connection (samples marked with code) / Pseudonymizované propojeni
(vzorky jsou oznaceny kbédem)
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I 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 primo ani nepfimo priméfenymi prostredky podle
bodu oddvodnéni 26 Obecného narizeni o ochrané osobnich udaju (EU) 2016/679
propojit s darcem vzorku)

3.6 Who will have access to the samples? / Kdo bude mit ke vzorkum pfristup?

Only authorized persons from the Sponsor company and those working for or with the
Sponsor, and/or the central laboratory contracted for conducting the analysis of the samples
for the purpose within the objective of this clinical trial will have access to these samples. /
Pristup budou mit pouze autorizované osoby zadavatele, osoby pracujici pro zadavatele
a/nebo centralni laborator zasmluvnéna pro analyzu vzork( v této studii, a to vyhradné pro
ucely této studie.

3.7 Who will have access to the sample code list (if applicable)? / Kdo bude mit pristup k seznamu
koda vzorkua (pfichazi-li v avahu)?

The sample code list (correspondence between sample ID and study participant ID number)
will be available to the Sponsor and Service Providers. The study participant identification log
(correspondence between study participant ID number and name) will only be available at
the Investigator’s clinical site for 25 years after the end of the study. / Seznam obsahujici
propojeni mezi identifikaénim ¢islem vzorku a identifikacnim &islem ucastnika bude pfistupny
zadavateli a servisnimu partnerovi. Seznam umoZzriujici identifikaci Gcastniku (vztah mezi
identifikacnim Cislem ucastnika a jménem) bude k dispozici pouze na pracovisti klinického
hodnoceni, a to 25 let po ukonceni studie.

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 Gcely (sekundarni pouZiti
vzork(l) mohou vyZadovat doplrikové schvaleni; ve vétsiné clenskych statu toto schvaleni udili eticka
komise

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

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

4.1 What is the purpose of the future use? / Jaky je ucel budouciho pouziti?

Use of biological samples for future scientific research will be conducted under a research plan
for the purpose of diagnosing, evaluating, preventing or treating diseases or if imposed by the
applicable local law, future use will be restricted to the scientific domain/therapeutic area/project
as indicated in the ICF. / Pouziti biologickych vzorkt pro budouci vyzkum bude provadéno dle
vyzkumného planu pro diagnostiku, zhodnoceni, prevenci a Ié¢bu onemocnéni, a pokud je
poZadovano mistni legislativou, pouziti pro budouci vyzkum bude omezeno na
vyzkum/terapeutickou oblast/projekt, jak uvedeno v dokumentu informovaného souhlasu.

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

At least 25 years after the end of the study in a secure way by the Sponsor or a Service Provider
acting on its behalf, provided that the study participant has provided his/her consent for the future
use of his/lher samples and/or has not withdrawn his/her consent on such future use. / Vzorky
budou uchovavany nejméné 25 let po ukonceni studie, na zabezpeceném misté, zadavatelem
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nebo servisnim partnerem jménem zadavatele, a to v pfipadé, Ze ucastnik studie poskytl souhlas
s pouzitim biologickych vzorkt pro budouci vyzkum a tento souhlas neodvolal.

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

Samples will be stored within the Sponsor’s organization and/or at contracted biorepository for
the future use of samples, within and outside the EU/EEA. / Vzorky budou uchovévény
u zadavatele nebo na zasmluvnéném misté pro uchovani biologickych vzorkt pro budouci
pouziti, a to v ramci nebo mimo EU/EEA.

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.q. initials, date of birth) / Pfimé propojeni
(vzorky jsou oznaceny napr. inicidlami, datem narozeni)
X Pseudonymised connection (samples marked with code) / Pseudonymizované propojeni
(vzorky jsou oznaceny kédem)
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 pfimérenymi prostfedky podle
bodu oduvodnéni 26 Obecného narizeni o ochrané osobnich udaji (EU) 2016/679 propojit
s darcem vzorku)

4.5 Who will have access to the samples? / Kdo bude mit ke vzorkum pfFistup?

Only authorized persons from the Sponsor and/or its affiliates acting alone or in collaboration with
research Partners, such as Universities, research Institutions or industrial Partners will have
access to the samples. / Ke vzorkum budou mit pristup pouze opravnéné osoby zadavatele
a/nebo jeho pridruzenych spoleénosti jednajici samostatné nebo ve spolupraci s vyzkumnymi
partnery, jako jsou univerzity, vyzkumné instituce nebo primyslovi partneri.

4.6 Who will have access to the sample code list (if applicable)? / Kdo bude mit pfistup k seznamu
kodu vzorku (pfichézi-li v avahu)?

The sample code list (correspondence between sample ID and study participant ID number) will
be available to the Sponsor. / Seznam obsahujici propojeni mezi identifikacnim ¢islem vzorku
a identifikacnim cislem ucastnika bude pfistupny zadavateli.

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 vzorku
v budoucim vyzkumu? Pokud ne, vysvétlete.

Sanofi will comply with the applicable legislation for each donor and will collect new consent if
imposed by such local laws and/or Ethics Committees. / Sanofi bude dodrZzovat platnou legislativu
pro kazdého darce a ziskéd novy souhlas, pokud to mistni zakony a/nebo etické komise ukladaji.

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)? / Prichazi-li v dvahu sekundarni
budouci pouziti vzorkd, pfezkouma eticka komise nebo biobanka, zda se na ucel nové studie
vztahuje plvodni udéleny souhlas (pfichazi-li v uvahu podle vnitrostatni legislativy)?

Yes, if required by the applicable local law. / Ano, pokud poZadovano lokalni legislativou.
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4.9 Who will be able to make use of the samples? / Kdo bude moci vzorky vyuZivat?

Future Research Projects will be conducted under the Sponsor’s and/or its affiliates’ control,
acting alone or in collaboration with research Partners such as Universities, research Institutions
or industrial Partners with whom coded data may be shared. / Budouci vyzkumné projekty budou
provadény pod kontrolou zadavatele a/nebo jeho pfidruZzenych spolecnosti, jednajici
samostatné nebo ve spolupraci s vyzkumnymi partnery, jako jsou univerzity, vyzkumné instituce
nebo priimyslovi partnefri, se kterymi mohou byt kbdovana data sdilena.

4.10 How will unsolicited findings be handled? / Jak se bude nakladat s nevyzadanymi nalezy?

Participants are informed via ICF that they will be informed of any unsolicited findings unless
they specifically ask the investigator not to. If not refused by participant and unsolicited findings
are found, Sanofi will make its reasonable efforts to inform the study doctor and/or physician,
whose contact is in the ICF, so that the study doctor and/or physician can address the unsolicited
findings and contact the concerned study participant. / Ugastnici jsou informovani
prostrednictvim dokumentu informovaného souhlasu, Ze budou informovani o jakychkoli
nevyZadanych néalezech, pokud vyslovné nepoZadaji zkouSejiciho, aby to tak nebylo. Pokud
ucastnik neodmitne a vyskytne se nevyZadany nalez, Sanofi vynaloZi priméfené usili, aby
informovalozkous$ejiciho a/nebo lékare, jehoZ kontakt je v dokumentu informovaného souhlasu,
aby lékar studie a/nebo lékar mohl fesit nevyZzadané nalezy a kontaktovat dotycného tcastnika
studie.

lll - Additional information / Doplrujici 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 /
Doplriujici informace, které vyZaduji aktualni narodni opatreni a predpisy ¢lenského statu. Zadavatel
by si je mél ovérit predtim, nez ucini podani.

Note: This section will only be filled in if applicable

Pozn.: tento oddil se vyplriuje pouze tehdy, pfichazi-li v tvahu.

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 pravidlim daného ¢lenského
statu pro odbér, skladovani, pfepravu a budouci pouziti vzorku, napr. ke konkrétnim narodnim
opatrenim a pfedpisiim, jimiz se Fidi pouZivani lidskych biologickych vzorkd.

Not applicable. / Neuplatriuje se.
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