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List of SOPs

SOP Reference SOP Title WP

ECRIN-EC-SOPY@1 How to prepare an Information and Informed Consent form for a multinational trial on WP1
medicinal products

ECRIN-EC-SOP@@2 Interaction with ethics committees before the conduct of a multinational clinical trial on WP1
medicinal products

ECRIN-EC QCDZd 1 EudraCT: obtention of a trial number and management of the authorisation request form WP1/WP2

ECRIN-EC-QCD@@2 Practical aspects of interacting with authorities (ethics committees and competent authorities) | WP1/WP2

AT/ DK/FI FR/DE throughout the conduct of a multinational clinical trial on medicinal products

HU/IT/IE/ES/SE/GB

ECRIN-EC-SOPQY@3 Submission of amendments to ethics committees during the conduct of a multinational clinical | WP1
trial on medicinal products

ECRIN-EC-SOPQY@J4 Interaction with ethics committees after the conduct of a multinational clinical trial on WP1
medicinal products

ECRIN-EC-SOPY@5 Informed consent in vulnerable populations and incapacitated patients WP1

ECRIN-GE-SOP @@?2 Personal data protection WP1/WP2
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ECRIN SOPs

1. PURPOSE

This SOP iz intended to provide guidance to the sponsor and ECRIN team in crder to comply with
perzonal data protection laws in the various EU countries.

2. SCOPE

All participants entering into a clinical trial with medicinal product must have guaranteed and protecisd
the public libertizs and fundamental rights of natural persons, and in particular their perzonal and
family privacy, with regard to the processing of perzonal data.

This procedure will cover all clinical trials zelected by the ECRIN scientific board and which will be

performed within the ECRIN network.

3. RESPONSIBILITY

Common elements

Country specific elements

Sponsor (or delegated entity or perzon) is responzible for
perscnal data processing, guarantseing and protecting the public
ipertiez and fundamental rights of natural perzons.

2ne or more public authorities in 2ach Member Stafe are
responsible for monitoring the application within its territory of the
provigions adopted by the Member States pursuant to the
European Directive (93/46/EC). These authorities shall act with
complete independence in exercising the functionz entrusted to
them.

Authorities are consulted when drawing up adminigtrative
measures or regulations relating to the protection of individualz'
rights and freedoms with regard to the processing of personal
data.

Each supervisory authority shall in particular be endowed with
nvesfigative powers, effective powers of intervention, the power
to engage in legal procesdings where the naticnal provisions
adopted pursuant to the European Directive have been violated
or to bring these violations to the attention of the judicial
authorities. Decigions by the supervisory authority which give rise
to complaints may be appealed againgt through the courts.

Each supervisory authority is competent, whatever the national
aw applicable to the proceasing in question, to exercize, on the
territory of its own Member State, the powers conferred on it in
accordance with the above. Each autherity may be requested to
exercise its powers by an authority of ancther Member State.
The supervizory authorities shall cooperate with one ancther to
the extent necessary for the performance of their duties, in
particular by exchanging all us=ful infermation.

Mational Data Protection Body with power of
inspection {and website).

Austria: Data Protection Commitiee
(http:itwww dsk gy at) and Data Protection Council.
Oinly the Data Protection Committes has power of
inspection.

Denmark: Danizh Data Protection Agency
hitohwenw datatilsyneldkienglishi. The Danish Data
Protection Agency has power of inspection.

Finland: Data Protection Ombudaman and the Data
Protection Board. Data Protection Ombudzman has
a power of ingpection. httplwww fistosuoja fi

France: Commission nationals de l'informatique et
Shwerw_cnil fr

des libertés (CHIL); htt

Hungary: Hungarian Parliamentary Commissioner
for Data Protection and Freedom of Information;
www abiweb. abh hu

Ireland: Data Protection Commissioner
www.dataprotection.ie

Spain: Agencia Espafiola de Proteccion de datos
www.agpd.es

Sweden: Data Inspection Board
{www. datainspekiicnen.se)

UK: Information Commissioners Office
{www_ico_gov.uk ) - independent authority which
enforces and oversees the DP and Fol Acts {ICO
can use legal sanctions for those ignoring their
chligations)

The ethics committee e responzible for protecting the nghts of
the participant to physical and mental integrity, to privacy and to
the profection of the data concerning him; safety and wellbeing of

ECRIMN GE-SCPEE2-VE.1
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ECRIN SOPs

human paricipants involead in a trial and to provide public
assurance of that protection.

European Corregpondent iz the contact point and the local
asupport to the sponzor in his/her country.

4. DESCRIPTION

5.1 General Principles

General conditions and principles must prevail but each country must follow itz own national legislation

in relation to data protection in clinical frials.

Common elements

| Couniry specific elements

DATA COLLECTION

Diata controllers collecting data must comply with all gensra
data protection principles, including the following:

«  fairly and lawfully processed! fransparency;

«  processed for imited purposes;

+ adequate, relevant and not excessive for the
purposes for which they are collected. Thus, any
rrelevant data must not be collected and if it has
been collected it must be dizcarded;

+ accurate data and kept up-to date;

+  processed in accordance to fundamental rights;

*  Rept secure;

+  nof transferred abroad without adequate protection.

Austria: Additionally, data has to be stored just as long as
neceszary for the achievement of the determined purposse.

Participantz entering into a clinical trial with medicinal product
hawve the right of access, rnght of rectification, right of
cancellation and the right of chjection to his/her personal
data.

UK: &ny person who had consented to data processing,
regardless of whether or not it iz a clinical trial of an IMF,
has the right of access, prevention of processing,
deztruction, compensation. Access requesiz must be
regponded o within 40 days.

DATA PROCESSING

The data parficipant must be in a position to learn of the
existence of a processing operation and, where data are
collected from him, must be given accurate and ful
information.

Information to be given to the data participant integrate the
identification of the coniroller (and representative, if any); the
purpozes of the processing for which the data are intended;
any further information (such as the recipients of the data,
whether replies to the guestions are obligatery or voluntary,
and possible consequences of failure to reply, the existence
of the right of acceas o and the right to rectify the data
concerning him).

Processing of perzonal data which relates to a person’s
health ig particularly sensitive and therefore requires specia
protection. Thus, Data Protection Direclive S52/46/EC
prohibite the processing of pergonal data concerning
health in general. However, considering the importance of
using information about a patient in crder to medically treat
him appropriately, there are exemptions o the general
prohibition of processing medical data.

A justification for the processing of sensitive data can be an
unambigucus consgent. The data participant has given his
explicit consent to the processzing of those data, except

ECRIMN GE-SOPZE2-VE1
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ECRIN SOPs

where the laws of the Member States provids that the
prohibition previously referred to may not be lifted by the
data participant's giving hiz consent. The consent must be a
freely given, specific and informed indication of the data
participant's wizhes.

If pozgiole, data should be fransfemred to third parties in
anonymised or at least pseudoanymised form. Thiz would
also avoid the necessity of obtaining permizsion for this data
fransfer, as the data participant is not identifiaikle to the
recipient.

UK: Unless data is fully anonymised (i.e. cannot
reasonably be identified by anyone) it remains inside the
scope of the Data Protection Act. Subjects must be
informed about and conzsent to data fransfer, unlezs the
benefitz 1o society outweigh the implications of lozz of
confidentiality, thers iz no intention to feed information back
to the individuals involved or take decisions that affect
them, and there are not practicable alternatives of equal
effectiveness. This should be kept to a minimum.

DATA STORAGE

Personal data to be kept for no longer than is necessary for
the purpose for which the data were collected or further
processed.

The sponsecr and the investigator shall retain the essential
documents relating to a clinical trial for at l2ast five years
after its completion.

They shall retain the documents for a longer pernod, where 20
required by other applicable reguirements or by an
agreement between the sponsor and the investigator.

Eszential documents shall be archived in a way that ensures
that they are readily available, upon request, to the
competent authorities.

The medical files of frial pariicipants shall be retained in
accordance with national legiglation and in accordance with
the maximum period of time permitted by the hospital,
institution or private practice.

The Ethics Committees shall, in every cass, retain the
ezzential documents relating to a clinical inal, for at least
three years after completion of that ral. They shall retain the
documents for a longer period, where 2o required under
other applicable requirements.

Austria: Perzonal data can be stored ug to 15 yvears (or
lznger - S years after withdrawal of marketing authorization
{MA) if data is uged in a clinical trial according to the
Austrian medicines act (Arzneimittelgesetz §48). Data is
maintained by the sponsor.

Denmark: Maintained by the sponsor. A list of participating
individualz can also be kept for this period.

Finland:
Crriginal ressarch documents should be archived for at
least 15 years after the termination of the trial.

France: Biomedical research data should be archived for
15 vears and health data for 20 years. The sponsor, the
hozpital institution maintained the data.

Hungary: The sensitive data are stored for af least 15
years. Thers is no regulation regarding who maintained the
data.

Sweden: The archiving period must be adapted to
regulations in force and should not be shorter than ten
years after the termination of the trial and the presentation
of the final report (1 year more). If the principal investigator
and/or the sponzor cannot themselves make provizions for
archiving their documentation, this task can be delegated.
In 2uch cases the sponsor or the principal investigator,
rezpeciively, must be informed how this has been
arranged.

UK: Data iz maintained by the ‘'data controller’ — i.e. the
organisation holding the database. Data used purely for
rezearch purposes can be stored indefinitely (but the
participant has the right to withdraw consent for storage
and use at any time). UK NHS usually store medical
records for 15 vears, but thiz can vary.

DATA TRANSFER

The Dirsctive 95/46/EEC allow the member states to transfer
data internaticnally for the legitimate tasks coverad by the
competence of the recipient and if an adequate level of
protection iz ensured in the third country.

Austria: Transfer of data is allowed within borders of EU

(§12).

Denmark: Transfer of data is allowed within borders of
EC or to a 3rd country. Conzent needed for fransfer o a
3rd country, 3rd counfry needs to have signed contract with
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ECRIN SOPs

the Danizh Data Protection Agency, Danizh Data
Protection Agency give permission, to ensure sufficient
level of security.

Finland: It is allowed to move data within the European
Economic Area and outside the EEA providing thers is
adequate protection in place.

France: Transfer of data iz allowed. It needa examination
by the CHIL for allowancs in caze of tranzfer out of the
borders of EC.

Hungary: The law doesn't allow movement of data
between counfries. Exemptions: in case of urgencies
(mass accident, terrorizm efc.).

Ireland: Mot specifically addreszed in the law.

Spain: The law doesn't allow movement of data between
countries (art 23 Law 15/19589). It is allowed to franzfer
perzonal data if the registered person has given hisfher
explicit consent to the proposzed transfer.

Sweden: I is forbidden to transfer personal data that is
being processed to a third country (a country cutside the
EU and EEA) that does not have an adequate level of
protection for perzonal data. It is allowed to transfer
perzonal data to such a country if the registered person
has given his/her consent to the transfer or when the
transfer iz necessary.

UK: DFPA& allows for movement of data within the
Eurcpean Economic Area and outside the EEA providing
thers is adequate protection in place. A list of countries
outside the EEA which have adeguate protection can be
found here:
hitpfec.europa.eufjusiice_homeffspprivacyfthridcountries!
ndex_en.him

&n explicit consent is required for health data transfer.

Austria: Mo, if data iz fransferred anonymously. Otherwize,
a permigsion by the individual or the Data Protection
Committee is necessary. (513 and §48)

Denmark: The third country must have signed the Danizh
Cata Protection Agency contract & consent given. The
Danizh Data Archive on Health collects, preserves &
diszeminates electronic data from human-based health
research, with consent lends data to third parties for
secondary analytical ressarch.

Some scenarioz where conzent does not allow transferring
data in the different countries

Austria: Mo appropriate level of data protection in the data
receiving country {some countries outzide EU), No legal
uze of thiz data in Austria.

The Data Inspection Board is the supervisory authority
under the Perzonal Data Act and has, in such capacity, the
right of access to the perzonal data processed, information
about and the documentation of processing, and is also
empowered to enter premises connected with the
processing.

Spain: When the information given to the parficipant does
not enable him o know the purpose of the data or the type
of activity of the person to whom the data is intended {art

ECRIN GE-3OPEE2-Va.1
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[17.3 Law 15/1993).

5.2 Process Description

ECRIN GE-ZOFEE2-VE1 page 59
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ECRIN SOPs

5. SPECIFIC REFERENCES

Common glements Country Specific references

Internaticnal Conference on Harmonisation -ICH E&
Good Clinical Practices (1998)

Directive 2001/20/EC of the European Parliament and of
the Council of 4 April 2001 on the approximation of the
laws, regulations and administrative provisions of the
Member States relating to the implementation of good
clinical practice in the conduct of clinical trials on
medicinal products for human use (Official Journal L 121,
10542001 p. 34 - 44)

Declaration of Helzinki.
hitpifwww . wma netieiethicsunithelsinki.him

Directive 95/46/EEC of the European Parliament and of
the Council of 24 October 1595 on the protection of
individuals with regard to the processing of perzonal data
and on the free movement of such data {2).

Commission Directive 2005/28/EC of 8 April 2005 laying
down principles and detailed guidelines for good clinical
practice as regards investigational medicinal products for
human use, as well as the reguirements for authorisation
of the manufacturing or impertation of such producis.

Mational Legislation on Data Protection Austria: Data Protection &ct ("Datenzschutzgesetz 2000
(DSG 2000), Austrian Federal Law Gazette part |
Mo, 185/1295")

Denmark: Act of Processing of Personal Data 2000 {Act Mo.
429 of 31 May 2000)

Finland: Personal Data Act (No. 523/199%3)

France:
Mafional Legislation on Data Protection: n®1978-1 7
(DE8/0111878).
Mational Legislation on Biomedical Research:
n2004-806 {09/08/2004); L1110-4, R1110-1 to 3,
R1111-9,10 & 14,

Hungary: Data Protection Law 1997/XLVII

Ireland: Data Protection Acts 1988 & 2003

Spain:

« ORGAMIC LAW 1371995 of 13 December on the
Protection of Personal Data

« ROYAL DECREE 1720/2007, organic law 15/159939;
Patients rights laws. LEY 41/2002; Autonomic Legislation
on Data Protection; LAW14/2007 on Biomedical Research

» ORDEM SCO/256/2007, de 5 de febrero, por la que se
establecen los principios v las direcirices detalladas de
buena practica clinica v los reguisitos para autorizar la
fabricacion o importacion de medicamentos en
investigacion de uso humano.

Sweden: Perzonal Data Act (1998:200g4).

CRIN GE-SOP@@2-vE.1 pape 89
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UK: Data Protection Act 1998,

Ciher legislation

Denmark: Perzonal Health Data Danish Health Act 2007;
‘Terms & conditions’ of Danish Data Protection Agency for
authorigation to process personal data.

France: Invesfigational Bicmedical Perzonal Health Data: n®
18978-17 (08/01/1978), art 53 to 61.

Hungary: Personal Health Data (TAJ — social insurance
number).

Investigational Biomedical Personal Health Data; 2008/x%]1
Law on Human-genetic Investigations, Protection of Human-
genetic Data and Activity of Bichancs contains regulation of
genetic data.

UK: Access to Health Records Act 1990, Human Rightz Act
12593, Freedom of Information Act 2000, Common Law of
confidentiality.

Sweden: Health Data &Act (1998:5£3), Care Register Act
(1995:544), Secrecy Act (1980:100) and MPA provisions and
guidelines (2003:6}; Investigational Biomedical Persona
Health Data: Biokank Act (2002:287)

6. ECRIN REFERENCES
Mot applicable

7. APPEMDICES
Mot applicable

CRIN GE-SOPEE2-VEA.1
ersonal data protection

=

Deliverable 18

page W8

page A




("6 "22 +

n 2 1]

Deliverable 18

page



ECRIN SOPs

1. PURPOSE

The purpose of thiz S0P is to dezcribe the general procedure and the rele of the ECRIM team and
their cooperation with the sponsor for the development of oral and written informaticn and the
participant conzent form for multinational clinical trials to be performed within the network.

2. SCOPE
All participants entering into a clinical trial with medicinal product must have given informed consent
prior to participating in any procedures. This SOF relates to paricipants akle {o give informed consent.

This S0OF does not cover vulnerable population nor incapacitated patients.. There is a specific SOF on
‘Informed consent in vuinerable populations and incapacitated patients”

This procedurs will cover all clinical trialz selected by the ECRIM scientific board which will be
performed within the ECRIN network.

3. DEFINITIONS AND ABEREVIATIONS

ICF: Informed Conssnt

Decision, which must be written, dated and signad, to take part in a clinical trial, taken freely after
being duly informed of its nature, significance, implications and risks and appropriately documented,
by any person capable of giving consent or, where the person is not capable of giving consent, by his
or her legal representative; if the person concerned is unable fo write, oral congent in the presence of
at least one witness may be given in exceptional cazes, as provided for in national legislation.
(Directive 2001/20/EC)

Participant Information Sheet (FIS)

This document informs the participant about a clinical rezearch study in which he/she is being asked to
take part. The intention is to provide the participant with sufficient information to let him/her decide
whether or not helshe wish to take part in this study.

4, RESPONSIBILITY

Common elements Country apecific elements

The sponsor {or delegated entity or person) is responsible
for the development of the patient information shest and
congent form for multinational clinical trials

The sponsor {or designated persond entity) should develop
the informaticn and congent form based on the information
and minimal reguirements described in the template
provided in appendix 1

The European Correspondent supports the sponsor in
providing the naticnal information and consent fiorm.

The sponsor is responsible for providing each ECRIM
Member State with the validated version

The European Correspondent supportz the sponsor in
arranging for translation.

The Pl {or designated perszon) is responsible for cbiaining Italy: the cral information is considered illegal.
the written informed consent from the potential study
parficipant, or participant's legally acceptable representative.
If the person concerned is unabls to write, oral consent in the
presence of at least one witness may be given in exceptional
cazes, as provided for in national legislation.

If ataff other than the Pl are to assigned responsgibility for the
informed consent process and/or being the sole signatory on
the Informed Consent Form, it is important to guarantee
compliance with ICH GCP Guidelines

The Pl {or designated person) iz responsible for explaining

ECRIN-EC-S0P 8@1-V@ 4 page 213
How to prepars an information and Informed Consent form for a muliinational frial on medicinal products

Deliverable 18 page J



ECRIN SOPs

study procedures, benefits, risks, altematives to study
participation, voluntary nature of research participation,
confidentiality issues, and ability to withdraw from study
parficipation

The Pl {or designated person) iz responsible for answering
all quesfions from the subject. If additional information is
needed to anzawer the guestion(s), this should be obiained to
resalve any quesiions or concems prior to completion of the
consent process

Cenmark: It iz possible for the participant to bring
a relative or a friend as an ocbzerver during the
information sessionfinterview by the ressarcher.

The PI {or designated person) iz responsible for uging only
the currently approved, most recent version of the [CF for
obtaining written informed consent

The FParticipant and Pl {or designated person) musat sign and
date the ICF. The original stays on file with the siudy
documents, and the participant or the participant's legally
acceptable representative should receive a copy of the
signed and dated written informed consent form and any
other written information provided to the subjscts.

Hungary: two original and signed ICFs
mandatory: one for files and one for paricipant.

The FI {or designated perzon) iz alzo responsible for
imfarming the participant of any information, which may be of
relevance, ariging during the trial.

If information arizes regarding the effects, nsks, side effects,
complications or drawbacks of the trial, or if the frial design
iz considerably changed, the participant shall ke informed
and renewed consent is needed. If new knowledge about
side effects and rizsks means that the trial procedurs will be
changed immediately, a revised version of the written
patient information shall be prepared and forwarded to the
committee on biomedical research ethics for approval. The
participants shall then ke informed and, on the basis of the
new information, renewed written shall be obtained.

Denmark: The participant may have previcusly
declined to receive information about hiz or hers
own state of health i.e. the participant would
have written a clear statement declining to
receive such information before being included in
the trial.

UK It would be the decision of the Ethics
Committee whether or not it was necessary /
appropriate to provide updated consent when a
new version of the ICF was approved. E.g.
patientz on the control arm of a trial may not
need updated information if this relates to side
effects of treatment on the experimental arm of
the frial {in an open label design).

The Pl {or designated perzon) iz responsible for cbiaining a
new signad informed consent form from any paricipants
actively participating in the study at the earliest poasible
opportunity (typically the next clinic visit), if during the
course of the study, the ICF iz revized (not including routine
annual renewalz).

5. DESCRIPTION

Common elements

Country specific elements

The minimal requirements for the patient

information sheet should contain:

- Introducticn

- Study participation

- General description of the study

- Pozgible benefits and risks of participating
in this study

- Alternative treatments

- Ingurance

- Confidentiality

- Economic azpects

- Dther relevant infermation

- Patient consent form

For further information consult appendix 1
{In compliance with ICH-GCP EE, chapter

Denmark: The written information should clearly state the
financial supgort that the investigator receives for carrying out the
research project including whether the subsidy is paid as a fixed
sum or 83 a remuneration per frial perzon, and whether the
subeidy iz paid directly to the investigator or to a research fund or
otherwize, and any financial connection between the investigator
and the funding body of the project.

If any biclogical material from the participant is 1o be stored in a
Rizbank, then this has to be stated and consented to, electronic
signatures are acceptable.

All participants will be given a folder called: “The rights of a trial
subkject in a biomedical resesarch project”

Finland: For further information, see Medical Rezearch Degree
(SBE/1999).

ECRIN-EC-530F @@1-V@ 4
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4.510).

France: In case of treatment of electronic data, the information
document as to mention that the participant

- accepts the electronic support for the data extracied from
the rezearch,

- accepts this electronic support if the data extracted from
the research belong to the intimacy, such as  ethnica
origing, behavicur. .

- has at any time the right fo access to the data and to
eventually alier them, via a medical doctor of hizfher
choice.

amd
The law n2004-801 (08011978}

Hungary:
1. Description of indemnification
2. Further care after having finished the study participation

LK
The ICF should include:
1. Motification of the patients General Practitioner
2. Translational research
3. What will happen fo the resultz of the rezearch
4, Who iz organising and funding the study
There ig also a standard conzent form template provided by the
Mational Research Ethics Service.

G. SPECIFIC REFERENCES

Common elements

Country Specific elemenis

Good Clinical Practice - Mote for
Guidance on Good Clinical Practice
(CPMPYICHM25/95 - adopted July 98)

Austria:
Austrian Medicines Act (Arzneimitielgeseiz) hitpfwwariz2 bka gv.at

Denmark: Danish Medicines Act
hitp:ffims-hw lovportaler dkiShowDoc_ aspx Pdocld=lov20051 180uk-ful

Act on the Biomedical Resesarch Ethics Commities System
hitpfhansw vk im _dkievkisite aspx?p=150

Finlamd:

Act on Medical Research (488/1995).
IMedical Research Decres (936/1999).
hitpianww finlex fi

TUKIJA s instructions for ressarchers and ethics commiitees
hitpoieww stene orgleftukiia’documents/checkled odf

TUKIJA s instructions on patient infermation conceming DMA tests
hitpdiwww etene orgleftukija’documents/DMNAengl2 pdf

France:
L1122-1 about the information o the paricipant in biomedica
reszearch (in Code de la Santg Publigus), from :
Law n® 2002-2032; 4 March 2002 {published in: Journal Officie
du 5 mars 2002, art. 15 1)
Law n® 2004-808; & August 2004 (published in: Journal Officie
du 11 aodt 2004, art. 391, 11.)

Law n*1978-17 (06/01/1978) about electronic data.

Spain: RD 223/2004, Ley 23/2006, de 26 Julio de Garantias y Uso
Racional de los Medicamentos y Producios Sanitarics

ECRIM-EC-S0F @21-Vid 4

page 4/13

How to prepars an information and Informed Consent form for a muliinational frial on medicinal products

Deliverable 18

page E




ECRIN SOPs

Hungary: Law CLIVM9T7
Decres Min. Health 23/2002
Decree Min. Health 35/2005
Decres Min. Health 1/2007

K
Medicines for Human Use {Clinical Trials) Regulations
hitpfenwew uk-legislation. hmso. gov . uk/si=i2004/2004 103 1 htm

Mational Research Ethics Service Guidance
hitp.fwww . nres. nosa.nhs.ukfrec-
communityfguidance/#Finformed Consent

Directive 2001/20/EC of the Eurcpean
Farliament and of the Council of 4 April
2001 on the approximation of the laws,
regulations and administrative
provisionz of the Member States
relating fo the implementation of good
clinical practice in the conduct of clinica
trials on medicinal products for human
use (Official Journal L 121, 1/52001 p.
34 - 44

Declaration of Helzinki.
htip:www o wma.netie/ethicsunit/helsinki
him

7. ECRIN REFEREMCES

* ECRIN-EC-50PZ2@5 “informed consent in vuinerabie populations and incapacitated
patisnis”.

8. APPEMDICES

Appendix 1: Patient Information Sheet and Conzent Form (Approved by WFE1 on 23M10/2007).
This appendix describes the minimal requirements for the patient information sheet in ECRIM
couniries.
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Appendix 1: Patient Information Sheet and Consent Form (Approved by WP1 on 23/M10/2007)
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Spansor
Protocol number

PATIEMT INFORMATION SHEET

APPROVED VERSION

23M0/2007
Document version Page 1of 7
Drate X307 00K
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Spensor
Protocol number

PATIENT INFORMATION SHEET

HMaote: Within this docunwent you will find regular text, italic text and bold text. Repular text
applies for all studies, italic text opplies for variable ospects depending on the study
chavacteristics but which should be fulfilled cbligotory and, finally, beld text applies for
instructions and for variable aspects depending on the study characteristics but without the
necessity to be fulfilled in all cazes,

PROTOCOL TITLE: If not explicit, it could be of interest to explain the title in some words
SPONSOR:

PROTOCOL HUMBER:

PRINCIPAL INVESTIGATOR':

CENTRE:

"etudy doctor, Nome, address and department, telephone number are needed. |t should be
specified if the Pl is a professional ather than a physician.

Infermation on the authorisation of the REC, authorization of the AC should be added, as well
as a sentence stating that the conzent doe: not discharge the medical dector from his own
respanzibility.

INTRODUCTION

We veculd Hke to Inform you about a clindcal research study In which you are belng asked Lo take
part, 4n Ethics Committee and appropriate regulatory Authorities approved the clinical research
study, accarding to country’s regulations.

Our intention is to provide you with sufficient information to let you decide whether or not you
vrish to take part in this study. Pleasze take time to read the folloving information carefully. This
information sheet or the consent form may contain words that you do not understand. Please ask
the study doctor or the study staff to explain any wveords or information that yvou do not
understand.

STUDY PARTICIPATION

Taking part in this study is voluntary, You hawe the right to cheoss not to take part In 1L I you
declde not 1o participate in the study, this will not affect your medical treatment, Tou vill not
lose any benefits or medical care to which you are entitled ta, ¥ you choose to participate, you
have the right to stop at any time; you may vAthdrawe at any time it you wish, vithour hadng ta
explain the reason to your doctor and without putting at risk the treatment that vou will need to
receive. Tou will be informed in a timely manner of any new findings during the study that may
affect your decision to continue to take part.

The study doctor may remove you fram the study in certain circumstances, For example, you may
ke weithdraven for the stedy if it s considered that your participation could be harmful to vou, If
you require a treatmment that is not permitted in the study, if vou fail o follows the study
instructions, if you are a vioman and become pregnant or if the study is cancelled,

The study Sponsor may stop the study if considered necessary for reasons related to the project
or to safety.

Ay withdravsal or suspension vl be based on decumented arguments and explained Lo you,

Document version Page 2 of 7
Dlare W00 R0
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