Back-translation of a patient information leaflet for a pharmaceutical clinical trial

1. Nazev studie

Sestimé&siéni, otevFena studie s flexibilni davkou pro vyhodnoceni bezpeénosti a
Ucinnosti léCeni pripravkem PROVIGIL® (Modafinil) u déti a dospivajicich s
nadmérnou ospalosti doprovazenou narkolepsii nebo syndromem obstrukéni
spankové apnoi/hypopnei

2. Uvod

Dovolujeme si vas pozadat, abyste zvazil(a) udéleni svoleni vasemu ditéti k jeho
Ucasti ve vyzkumné studii. DFive, nez se rozhodnete, je dileZité pochopit, pro¢ se
vyzkum provadi a co vSe bude zahrnovat. Proto si prosim preCtéte pozorné
nasledujici pouceni a budete-li potfebovat, porad’te se s ostatnimi. Nebude-li vam
néco jasné nebo budete-li potfebovat dalSi vysvétleni, zeptejte se lékare studie.
Nespéchejte s rozhodnutim, zda budete chtit, aby se vase dité ucastnilo ¢i nikoli.

Dékujeme vam za vas zajem o tuto studii.

3. Jaky je ucel studie?

Zadame vas o udéleni svoleni vasemu ditéti k Géasti na vyzkumné studii 1é¢iva,
které se jmenuje modafinil. Modafinil je schvdlen pro Iéceni dospélych s nadmérnou
ospalosti doprovazenou narkolepsii nebo syndromem obstrukcni spankové
apnoi/hypopnei a spolec¢nost Cephalon jej v soucasnosti vyviji pro stejné pouziti

v [éceni déti. U¢elem studie je zkougka, zda lé¢eni modafinilem je bezpecné a
ucinné, je-li podavan détem a dospivajicim s nadmérnou ospalosti v disledku
narkolepsie nebo syndromu obstrukéni spankové apnoi/hypopnei (OSAHS). Studie
bude trvat az 6 mésicu.

4. Proc bylo mé dité vybrano?

Déti a dospivajici s narkolepsii nebo s OSAHS maji potize zlstat bdéli a pozorni po
cely den. Vase dité bylo vybrano pro Gc¢ast na této studii, nebot |ékar véfi, ze |é¢ba
modafinilem muze byt pro vase dité prospésna. Studie se Gcastni pfiblizné 150 déti
a dospivajicich ve véku od 6 do 16 let v pfiblizné 30 az 40 mezinarodnich
zkuSebnich strediscich.

Study title

A six-month, open study with flexible dosing for the evaluation of the safety and
effectiveness of treatment with PROVIGIL® (Modafinil) in children and adolescents with
excessive sleepiness caused by narcolepsy, obstructive sleep apnoea/hypopnoea.

Introduction

We would like to ask you to consider giving permission for your child to participate in a
research study. Before you decide, it is important for you to understand why the research is
being carried out and what it will involve. So please read this information sheet carefully,
and discuss it with others if you need to. If anything is unclear, or if you need any further
explanation, ask the study doctor. Take your time to decide whether or not you want your
child to take part.

Thank you for your interest in this study.

What is the purpose of the study?

We are asking you to consider giving permission for your child to participate in a research
study of a medicine called modafinil. Modafinil has already been approved for the
treatment of adults with excessive sleepiness caused by narcolepsy or obstructive sleep
apnoea/hypopnoea syndrome, and Cephalon is currently developing it for the same use for
the treatment of children. The purpose of the study is to test whether modafinil treatment
is safe and effective when given to children and adolescents with excessive sleepiness as a
result of narcolepsy or obstructive sleep apnoea/hypopnoea syndrome (OSAHS). The study
will last up to 6 months.

Why has my child been chosen?

Children and adolescents with narcolepsy or with OSAHS have difficulty staying awake and
alert all day. Your child has been chosen to take part in this study because doctors think
that treatment with modafinil may be beneficial to your child. Around 150 children and
adolescents between the ages of 6 and 16 will take part in this study in around 30 to 40
international trial centres.



5. Musi se mé dité ucastnit?

Muzete se se svym ditétem sami rozhodnout, zda se studie Gcastnit ¢i nikoli.
Rozhodnete-li se pro Ucast, dostanete toto pouceni pro vasi potfebu a budete
pozadan(a) o podpis dotazniku se souhlasem; vase dité bude pozadano o podpis
souhlasu. Odmitnuti vasi ucasti neni spojeno s Zadnym postihem ani se ztratou
narokl. Vase dité mlzete ze studie odvolat kdykoli bez udani divodu. Rozhodnuti
odstoupit od studie nebo nezucastnit se studie nijak neovlivni Groven |éceni vaseho
ditéte.

Rozhodnete-li se, aby vase dité od studie odstoupilo pred jejim ukoncenim, budete
pozadan(a) privést vase dité na zavérecnou navstévu. BEhem této navstévy budete
dotdzan(a) na potize, které se u vaseho ditéte béhem studie mohly vyskytnout.
Projit touto zavérecnou procedurou je dilezité pro zdravi a bezpecnost vaseho
ditéte. Dosavadni ziskané studijni zaznamy o vasem ditéti mohou byt pouzity,
pokud to bude v souladu se zdkonem a s predpisy.

Doktor zvazi vyslovné prani vaseho ditéte nezlicastnit se nebo odstoupit od studie,
i kdyz udélite vas souhlas s jeho/jeji ucasti.

7. Co se bude s mym ditétem dit, zucastnime-li se studie?

Bude li vase dité vybrano pro studii a budete se svym ditétem souhlasit s ucasti,
vase dité zacne Ustné uzivat modafinil o davce 100 mg. Davka modafinilu bude
ovérovana studijnim Iékarem vasSeho ditéte béhem telefonického kontaktu a béhem
navstév v ramci studie. Béhem studie mize vasSe dité dostavat davky 100, 200, 300
nebo 400 mg, jak urci studijni IékaF vaSeho ditéte. Tablety bude vase dité uzivat
jednou denné po dobu az 6 mésict. BEéhem této doby budete pozadan(a) ucinit

s ditétem 9 navstév u lékaFe studie. Kazda navstéva potrva pul hodiny az jednu
hodinu. Rovnéz budete pozadan(a) o vyplnéni kratkého dotazniku u vas doma;
béhem 24 hodin po zacatku uzivani léCiva studie (po zakladni navstévé) a pred
navstévami po 3 a 6 mésicich. Dotaznik dostanete spolu s timto poucenim, tim
budete mit moznost si precist otazky, na které budete odpovidat.

6. Does my child have to take part?

You and your child can decide for yourselves whether to take part in the study or not. If
you decide to take part, you will receive this information sheet for your needs and you will
be asked to sign a consent form; your child will be asked to sign a consent form. Refusal to
take part will not result in any penalties or loss of rights. You can withdraw your child from
the study at any time, without giving a reason. Deciding to withdraw from the study or not
to take part in the study will not affect the level of your child's treatment in any way.

If you decide to withdraw your child from the study before it finishes, you will be asked to
bring your child to a final visit. During this visit you will be asked about any problems your
child might have experienced during the study. Going through this final procedure is
important for your child's health and safety. The study records about your child that have
already been collected may be used, if this is in compliance with the law and regulations.

The doctor will take into account the explicit wishes of your child not to take part or to
withdraw from the study, even if you give your consent to his/her participation.

What will happen to my child if we take part in the study?

If your child is selected for the study and you and your child agree to take part, your child
will start to take modafinil orally at a dose of 100 mg. Your child's dose of modafinil will be
checked by the doctor by phone and during the visits as part of the study. During the
study your child may receive a dose of 100, 200, 300 or 400 mg, as the study doctor
decides. Your child will take the tablets once a day for a period of up to 6 months. During
this period you will be asked to make 9 visits to the study doctor together with your child.
Each visit will take from half an hour to an hour. You will also be asked to fill in a short
questionnaire at home within 24 hours of starting to take the study medicine (after the
initial checkup) and before the checkups after 3 and 6 months. You will be given the
questionnaire together with this information sheet, so you will have the chance to read
through the questions you will have to answer.



Provérovaci navstéva (navstéva 1)

Béhem této navstévy lékar zjisti, zda je vaSe dité pro studii vhodné. Uskutecni se
nasledujici postup:

e Studie bude s vami probrana. Budete pozadan(a) o podpis dotazniku se
souhlasem a vase dité bude pozadano o podpis zvlastniho dotazniku se
souhlasem.

*  Pracovnici studie se vas budou tazat na zdravotni minulost vaseho ditéte a
na léky, které uziva. Je mozné, Ze bude muset uzivani nékterého léku
zastavit, aby se studie mohlo Gcastnit.

+ Budete pozadan(a), abyste popsal(a) jakékoli neobvyklé pFiznaky nebo
potize souvisejici se soucasnymi léky vaseho ditéte.

*  Bude vam polozeno nékolik otdzek, které pomohou lékari studie vyhodnotit
soucasny stav vaseho ditéte.

*  Bude odebran krevni vzorek (pfiblizné 1 ¢ajova Izicka) pro standardni
laboratorni testy.

* Vase dité odevzda vzorek moci pro provedeni standardnich laboratornich
testl a testd na pritomnost drog. Testovanim se zjisti legalni a ilegalni
drogy (vC€etné alkoholu), které by vase dité mohlo uzivat; vysledky musi byt
negativni, aby se studie mohlo zucastnit.

* Jedna-li se o divku a je-li natolik vyspéld, ze jiz méla prvni menstruaci nebo

je sexudlné aktivni, odevzda vzorek moci pro provedeni téhotenského testu.

Vysledky testu musi byt negativni, aby se vaSe dité mohlo studie zucastnit.
+ Ditéti bude zméren krevni tlak vsedé, tep a teplota. Minimalné 2 hodiny
pred timto mérenim nesmi vase dité pit ani jist nic, co obsahuje kofein.

* VaSe dité podstoupi 12-elektrodovy elektrokardiogram (EKG). EKG je
bezbolestné méreni, pfi kterém se umisti na hrudnik, paze a nohy vaseho
ditéte 12 kulatych desticek a zafizeni zaznamenava Cinnost jeho srdce.

*  Bude provedeno kompletni vySetieni, v€etné télesné vahy a vysky.

Screening visit (visit 1)

During this visit the doctor will find out whether your child is suitable for the study. The

following procedure will take place:

The study will be discussed with you. You will be asked to sign a consent form and
your child will be asked to sign a separate consent form.

The study staff will question you about your child's medical history and about any
medications he/she is taking. It is possible that your child will have to stop taking
certain medications in order to be able to participate in the study.

You will be asked to describe any unusual symptoms or problems related to your
child's current medication.

You will be asked several questions that will help the study doctor evaluate your
child's current condition.

A blood sample (about one teaspoonful) will be taken for standard laboratory tests.

Your child will give a urine sample for standard laboratory tests and tests for the
presence of drugs. The tests will detect any legal and illegal drugs (including
alcohol) that your child might be using; the results must be negative in order for
your child to participate in the study.

If your child is a girl who is old enough to have already had her first period, or if
she is sexually active, she will give a urine sample for carrying out a pregnancy test.
The test results must be negative in order for your child to participate in the study.
Your child's sitting blood pressure, pulse and temperature will be measured. Your
child must not drink or eat anything containing caffeine for at least two hours
before these measurements are taken.

Your child will undergo a 12-electrode electrocardiogram (ECG). An ECG is a
painless procedure during which 12 circular plates are placed on your child's chest,
arms and legs and an instrument records his/her heart activity.

A complete examination will be carried out, including body weight and height.



