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1. Introduction and overview

The Mobile Assistance for Groups and Individuals in the Community (MAGIC) project has
united a Consortium of members from across Europe, dedicated to enable significant
change in the delivery of health and social care (H&SC) services for patients post-stroke.
The Consortium has recognised a significant gap in care associated with the recovery of
such patients and the need for a new way of meeting the needs of 508,000 new post
stroke EU citizens/ year. Demographic changes are such that H&SC systems are failing to
keep pace with demand and are no longer fit for purpose. By working in new ways and by
reengineering systems with novel innovative technology and solutions we can think
differently about our approach to care and improve the well-being for our patients;
optimising the opportunity for recovery post stroke.

Presently 1/3rd of all stroke patients are discharged from hospital with a significant change
to life style, well-being, health status & independence. Community H&SC services do not
enable patients to make a sufficient recovery post stroke. A search of state of the art
technologies indicated much progress in the development of technologies to assist
patients but no system is available to significantly affect rehabilitative improvement to
scale; with no solution integration with H&SC services. As a result, Public Procurers
cannot go to open tender to deploy effective technology to solve system failures. The
MAGIC Consortium has identified Pre-Commercial Procurement (PCP) as the only way to
stimulate the market to find a solution to our common problem.

MAGIC is an essential and strategically critical programme to optimise a patient’s
recovery, to modernise H&SC systems to meet demand and to stimulate research,
development and innovation. MAGIC will also stimulate European industry to become a
global leader in this field. Use of PCP is of particular interest to the Consortium members
and is new for many. Therefore, Observer States are also participating in order to
contribute to the pan-European improvement in care and to proactively share PCP
knowledge.

2. Objectives

The objectives of MAGIC are as follows:

i. To use the PCP process to identify new technologies and services to support the
rehabilitation of post-stroke patients. By 2020 new solutions implemented in post-
stroke care are expected to make it possible to care for more service users with the
same number of care givers whilst improving the outcome of health gain at 6
months post-stroke. The aim is also to increase the quality of life for the post-stroke
patient by making them more independent and improving their health, wellbeing and
rehabilitation to reach their optimal level of long-term functioning.

ii. To become informed and create EU standards for technology development which
will consider the contemporary pre-PCP state of the art technology within supply
side, and understand the barriers to technology deployment and adoption from the
perspectives of service user and practitioner.

iii. To establish and execute, an agreed PCP process to run a cross-border PCP call
for tender. This generic process should also form a basis for national PCP calls
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designed outside of MAGIC. The aim is that in the future, public organizations in the
participating countries and across the EU will be familiar with the PCP process and
tools and use them to meet their needs.

iv.  To assist with the development of a pan-European skill set to encourage the use of

PCP as a means to find solutions to common health care problems through
innovative technology development.

3. Scope

MAGIC focuses upon the development and implementation of technology based solutions
for patients who have experienced a stroke. The solutions will be tested in two European
countries that are represented in the Buyers Group — Northern Ireland and Italy.

4. Timeframe

MAGIC will commence on 1% January 2016 and will run for 52 months, finishing at the end
of April 2020.

5. Structure of MAGIC
Executive Coordinator's
Board Office
External Expertjfj [l{Ethics Advisory
Advisory Board Board
| 1
General
DAl Buyers Group

The role of each Coordinator’s Office is described below:

The Coordinator’s Office is run by the Coordinator (BSO) and assists the Executive Board.
The Coordinator acts as the intermediary between the Consortium and the European
Commission (EC). Julie-Ann Walkden is the Programme Manager.

It is important to note that the Coordinator (BSO) is also the lead Procuring Authority within
the project and as such is responsible for the correct execution of the PCP in line with EU
regulation. The lead Procuring Authority is responsible for establishing the ground-rules
and methodology of the formal procurement and that all buyers group members agree to
abide by the protocols that will be described and established by the Coordinator.
Furthermore, the Coordinator will utilise the PCP Contract Suite Toolkit, as advised by the
EC, and seek approval from the EC to issue the call in advance of the procurement being
published.
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Administrative support to the Consortium Bodies
The Group shall be supported administratively by BSO Operations Directorate
Administrative Staff:

Preparation of the agenda in conjunction with the Chairman and issue of agenda
on behalf of the Chairman;

Distribution of papers sufficiently in advance of each meeting to facilitate their full
consideration and discussion at the meeting (nominally 2 weeks in advance);

Ensuring appropriate arrangements are in place for the servicing of the group
including the taking of minutes and keeping a record of matters arising and
issues to be carried forward.

The Coordinator shall, in addition to its responsibilities as a Party, perform the
tasks assigned to it as described in the Grant Agreement and this Consortium
Agreement.

The organisational structure of the Consortium shal | comprise the following
Consortium Bodies:

Executive Board as the ultimate decision-making body of the Consortium.

Buyers Group which shall perform the functions set out in clause 6.5 of the
Consortium Agreement.

General Assembly as the supervisory body for the execution of the Project which
shall report to and be accountable to the Executive Board.

6. General Operational Procedures for all Consortiu ~ m Bodies

Representation in meetings

Each Party which is a member of a Consortium Body:
(i) should be represented at any meeting of such Consortium Body;
(i) may appoint a substitute or a proxy to attend and vote at any meeting;
(iif) and shall participate in a cooperative manner in the meetings.

Preparation and organisation of meetings

Convening meetings:
The chairperson of a Consortium Body shall convene meetings of that Consortium Body.
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Ordinary Extraordinary meeting

meeting
General At least At any time upon written request of the Executive Board
Assembly twice a year | or 1/3 of the members of the General Assembly
Executive At least bi- At any time upon written request of any member of the
Board monthly Executive Board

Notice of a meeting:

The chairperson of a Consortium Body shall give notice in writing of a meeting to each
member of that Consortium Body as soon as possible and no later than the minimum
number of days preceding the meeting as indicated below.

Ordinary Extraordinary meeting
meeting
General 45 calendar 15 calendar days
Assembly days
Executive 14 calendar 7 calendar days
Board days

Sending the agenda:

The chairperson of a Consortium Body shall prepare and send each member of that
Consortium Body a written (original) agenda no later than the minimum number of days
preceding the meeting as indicated below.

General Assembly 21 calendar days, 10 calendar days for an extraordinary
meeting
Executive Board 7 calendar days

Adding agenda items:

Any agenda item requiring a decision by the members of a Consortium Body must be
identified as such on the agenda.

Any member of a Consortium Body may add an item to the original agenda by written
notification to all of the other members of that Consortium Body up to the minimum number
of days preceding the meeting as indicated below.

General Assembly 7 calendar days, 3 calendar days for an extraordinary meeting
Executive Board 2 calendar days

During a meeting the members of a Consortium Body present or represented can
unanimously agree to add a new item to the original agenda.

Any decision may also be taken without a meeting if the Coordinator circulates to all
members of the Consortium Body a written document which is then agreed by the defined
majority (see Section 6.2.3. of Consortium Agreement) of all members of the Consortium
Body. Such document shall include the deadline for responses.

Meetings of each Consortium Body may be held by teleconference or other
telecommunication means provided the participants in such a meeting can each
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communicate to the others any information or opinions they have on any particular item of
the business of the meeting.

Decisions will only be binding once the relevant part of the minutes has been accepted
according to Section 6.2.4 of the Consortium Agreement.

Any Other Business : Should an item need to be raised on the day, this can be covered
under ‘Any Other Business’, subject to there being available time for discussion. If
separate papers require circulation, these should, wherever possible, be issued with the
agenda. This is intended to enable the members to have the opportunity to read
information in advance.

Voting rules and quorum

Subject to Section 6.2.3.6 of the Consortium Agreement, each Consortium Body shall not
deliberate and decide validly unless two-thirds (2/3) of its members are present (in person
or via any method which would ensure compliance with the provisions of Section 6.2.2.7 of
the Consortium Agreement), represented (in person or via any method which would
ensure compliance with the provisions of Section 6.2.2.7 of the Consortium Agreement) or
have emailed their views and decision on the issue under discussion to the chairperson in
the required timeframe as reasonably set out by the chairperson.

If the quorum is not reached, the chairperson of the Consortium Body shall convene
another ordinary meeting within 15 calendar days. If in this meeting the quorum is not
reached once more, the chairperson shall convene an extraordinary meeting which shall
be entitled to decide even if less than the quorum of members are present or represented.

Each member of a Consortium Body shall have one vote. A party may inform the
chairperson of their vote in advance via email if they are unable to attend the meeting.

Defaulting Parties may not vote.
Decisions shall be taken by a majority of two-thirds (2/3) of the votes cast.

Observer States may be invited to participate in discussions of the General Assembly, but
that shall not count towards the quorum of the General Assembly nor shall they have any
voting rights.

Minutes of meetings

The chairperson of a Consortium Body shall produce written minutes of each meeting
which shall be the formal record of all decisions taken. He/ she shall send the draft
minutes to all members within 14 calendar days of the meeting.

The minutes shall be considered as accepted if, within 15 calendar days from sending, no
member has sent an objection in writing to the chairperson with respect to the accuracy of
the draft of the minutes. In the event of an objection the chairperson shall have sole
discretion to decide and finalise the minutes.

The chairperson shall send the accepted minutes to all the members of the Consortium
Body and to the Coordinator, who shall keep a copy of them. If requested the Coordinator
shall provide authenticated duplicates to Parties.
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Specific operational procedures for the Consortium

The below table identifies each Consortium Member, their role and which Consortium

Body they are part of:

Bodies

Organisation

Role

Consortium Body
Membership

Regional Business
Services Organisation,
Northern Ireland

Coordinator; Lead for
Work Packages 1, 2, 3
and 6

Executive Board, Buyers
Group and General
Assembly

Regional Health and
Social Care Board,
Northern Ireland

Buyers Group member

Executive Board, Buyers
Group and General
Assembly

Regional Agency for
Public Health and
Wellbeing, Northern
Ireland

Buyers Group member

Executive Board, Buyers
Group and General
Assembly

Azienda Sanitaria Locale
TO3, Italy

Buyers Group member;
Lead for Work Package 4

Executive Board, Buyers
Group and General
Assembly

Azienda Ospedaliero
Univesitaria Ospedali
Riuniti Umberto I- G.M.
Lancisi- G. Salesi, Italy

Buyers Group member;
Lead for Work Package 7

Executive Board, Buyers
Group and General
Assembly

Universita degli Studi
“Gabriele D’Annunzio” di
Chieti-Pescara, Italy

Buyers Group member;
Lead for Work Package 5

Executive Board, Buyers
Group and General
Assembly

Invest Northern Ireland,
Northern Ireland

Consortium member

General Assembly

University of Ulster,
Northern Ireland

Consortium member

General Assembly

Dublin City University,
Ireland

Consortium member

General Assembly

Luxinnovation, Luxemburg

Consortium member as
an Observer State

General Assembly

Servicio Vasco de Salud
Osakidetza, Spain

Consortium member as
an Observer State

General Assembly

Oulun Yliopisto, Finland

Consortium member as
an Observer State

General Assembly

Agencia de Qualitat |
Avaluacio sanitaries de
Catalunya, Spain

Consortium member as
an Observer State

General Assembly

Region Sjaelland,
Denmark

Consortium member as
an Observer State

General Assembly

7. Terms of Reference (ToR): ETHICS ADVISORY BOARD

An Ethics Advisory Board consisting of experts in research and ethics will be
appointed and steered by the Executive Board. The Ethics Advisory Board shall
advise and assist the Executive Board in relation to the ethics requirements of
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MAGIC and will oversee compliance with ethics requirements. It will report
compliance to the EC via the Coordinator.

o Equally, members of the Ethics Advisory Board must be able to demonstrate
experience in ethical decision making in relation to patient care and if not,
undertake a training programme to be approved by the Executive Board. The
Ethics Advisory Board must also work within the governing ethics
frameworks that exist within both Italy and the UK.

8. Constitution of ETHICS ADVISORY BOARD
The MAGIC EXECUTIVE BOARD hereby resolves to establish a sub-group to be

known as the MAGIC ETHICS ADVISORY BOARD (EAB).
9. Membership

The table below identifies each member of the Consortium, their role and which
Consortium Body they are part of:

Organi sation Short name Role Consortium Body
Membership

Regional Business BSO Coordinator; Lead for | Executive Board,

Services Work Packages 1, 2, | Buyers Group and

Organisation, 3and6 General Assembly

Northern Ireland

Regional Health and HSCB Buyers Group Executive Board,

Social Care Board, member Buyers Group and

Northern Ireland General Assembly

Regional Agency for PHA Buyers Group Executive Board,

Public Health and member Buyers Group and

Wellbeing, Northern General Assembly

Ireland

Azienda Sanitaria ASL Buyers Group Executive Board,

Locale TO3, Italy member; Lead for Buyers Group and
Work Package 4 General Assembly

Azienda Ospedaliero | AUH Buyers Group Executive Board,

Univesitaria Ospedali member; Lead for Buyers Group and

Riuniti Umberto I- Work Package 7 General Assembly

G.M. Lancisi- G.

Salesi, Italy

Universita degli Studi UDA Buyers Group Executive Board,

“Gabriele D'Annunzio” member; Lead for Buyers Group and

di Chieti-Pescara, Italy Work Package 5 General Assembly

Invest Northern INI Consortium member | General Assembly

Ireland, Northern

Ireland

University of Ulster, Uu Consortium member | General Assembly

Northern Ireland

Dublin City University, | DCU Consortium member | General Assembly

Ireland

Luxinnovation, LXI Consortium member | General Assembly

Luxemburg as an Observer State

Vitkovicka nemocnice | VIT Consortium member | General Assembly

a.s, Czech Republic as an Observer State

Servicio Vasco de SVSO Consortium member | General Assembly
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Organi sation Short name Role Consortium Body
Membership

Salud Osakidetza, as an Observer State

Spain

Oulun Yliopisto, CHT Consortium member | General Assembly

Finland as an Observer State

Agencia de Qualitat | AQUAS Consortium member | General Assembly

Avaluacio sanitaries de as an Observer State

Catalunya, Spain

Region Sjaelland, RZ Consortium member | General Assembly

Denmark as an Observer State

The table below identifies relevant personnel who participate in the MAGIC ETHICS
ADVISORY BOARD (EAB).

NAME E-MAIL ORGANISATION
Julie-Ann Walkden Julie-ann.Walkden@hscni.net BSO

Rodolfo Odoni rodoni@aslto3.piemonte.it ASLTO3
Siobhan McGrath Siobhan.McGrath@hscni.net OREC NI (BSO)
Prof Rosa Bellomo rgbellomo@unich.it Ud’A

Claudio Martini claudio.martini@ospedaliriuniti.marche.it | AUH

A quorum shall be a total of 4, members of the group or their nominated deputies.
(3 of those members being from a buyer region)

The group shall meet at least twice a year or when required by the Executive Board.
The group members may delegate in their absence, if on any occasion the member/
representative cannot attend then the agenda will be assumed to be agreed and all
voting will be carried forward in the affirmative, unless otherwise instructed.

The Group is authorised by Executive Board to undertake any activity within its
terms of reference. In particular, it may seek advice from whatever source it deems
to be appropriate in order to fulfil its function.

The Authority of the Ethics Advisory Board does not extend to influencing the
Procurement Processes and Actions, these remain the responsibility of the BSO’s
Procurement and Logistics Services to ensure there is probity, regularity and
adherence to European Union Procurement Legislation.

10. Quorum

11. Frequency of Meetings
12. Authority and Structure
13.

Responsibility of Group

The role and function MAGIC ETHICS ADVISORY BOARD (EAB) will be to:
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Shall perform the functions set out in clauses 6.6 and 6.7 of the Consortium
Agreement.

Shall safeguard the interests of participants within development, prototyping and
test/ deployment phases of MAGIC

Ensure Good Research Governance is applied to the development of field test
proposals and that full ethical approval is achieved and subsequently applied.

14. Review of Terms of reference

The group will review its terms of reference on a biennial basis. Executive Board
should endorse these.

15. Particular Considerations for MAGIC-PCP Field T ests

Ethical context for MAGIC PCP

It is recognised as fundamentally unethically to fail to address the deficit in service
provision which leads to suboptimal recovery for post stroke patients. However, it is
accepted that due to a lack of available staff resources to deliver the service less than
ideal pathways of care have developed. Therefore, it is to technology the MAGIC-PCP
seeks to find a cost effective and innovative solution to assist the Target group; those
who have had a stroke. It is also recognised that the patient population, regardless
what we do to them, will have ethical issues to consider.

We will have to consider the target group’s capacity & ability to consent along with the
level of burden e.g. number of things we are asking participants to do. We have to
ensure that the research may be of help to others and not necessarily a participant and
guard against giving ‘False hope’ which is where a participant falsely goes into a
project thinking that participation may make things better but this may not be the case
at all. In research projects there can be no guarantee things would be better but always
possibility that could. Within MAGIC we will have to think about interventions e.g.
participant interviews, are they intrusive as above and beyond what normally do. With
the Bartel score — would they normally get like Bartel score and if not is the level of
obtrusiveness above and beyond normal intervention. In addition, a medical device
may be used and so appropriate safety measures and approvals must be in place
along with appropriate participant training.

At this stage, phase zero, the MAGIC Buyers Group cannot know which solutions will
go into field trial and so not actually determine what actual risks there are to the project.
There are likely scenarios, for example risks associated with intrusion; is it ethical if
someone is poorly, immobile at home, if previously come to home from hospital, is that
more desirable than someone still in hospital or at home with continual intrusion from
Care Workers? In design of the field trials, Phase 3, it is essential to involve the Public
to inform ethics. The voice of patient helps describe the world we live in and in our
working applications will need to quote voices e.g. case study of patient lives

The MAGIC-PCP has liaised with the ORECNI to garner support and has equally
obtained template material to assist a supplier based research project to be developed.
The relevant documentation can be seen in sections 17 & 18. In particular the blank
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template will give potential suppliers questions to help guide thinking vis-a-vis ethical
consideration in research project development and field trials. The Ethical Review
Template is utilised by the whole ethics committee and one member gives overview
under broad topic e.g. recruitment strategy — approach, who is involved in recruiting
process and it forms the basis of a discussion.

Removal of standard care can be unethical but within stroke care it is starting from an
unethical position so we contextualise research and field trial within such a framework.
Moreover, the suppliers will not be acting | isolation rather through co-creation with
local health providers and engagement with the public. Within the UK and Northern
Ireland in particular suppliers are guided to

)

https://www.myresearchproject.org.uk.
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16. From Section 5 of Original MAGIC Submission: Et
Security

hics and

Section 5: Ethics and Security
5.1 Ethics

MAGIC aims to assess the impact of innovative solutions on people who have
sustained a stroke.

The general ‘ethics’ associated with the project relate to testing new technologies, in
the natural environment, on services users. These people will have suffered a stroke
and may be vulnerable in so far as they may be elderly and/ or live alone. The points

answered ‘yes’ to in the ethics table (Part 4 of administrative forms on Participant

Portal) are as follows:

Topic from Section 4 Ethics Issue
Table

Where Response is YES or Possibly
depending upon technological
solutions designed through the PCP
and not yet known.

2. HUMANS

Does your research involve human
participants?

Yes. The recipients of the Phase 3 PCP
technology will be patients being
discharged from hospital following a
stroke. Equally, clinical practitioners will
be involved within the study as they will be
prescribing the service and be required to
use the new technologies with their
patients.

Does your research involve physical
interventions on the study participants?

Yes. We do not as yet know what the
innovative solutions to be deployed in the
natural environment during the Phase 3
PCP but it is likely that equipment/
technology will be given to patients/
service users.

4. PERSONAL DATA

Does your research involve personal data
collection and/ or processing?

Yes. We do not as yet know what the
innovative solutions to be deployed in the
natural environment during the Phase 3
PCP but nor know the actual research
methodologies to be applied it is likely that
the research will involve the use of
personal data collection and/ or
processing.

Does your research involve further
processing of previously collected
personal data (secondary use)?

We do not as yet know what the
innovative solutions to be deployed in the
natural environment during the Phase 3
PCP but nor know the actual research

TOR MAGIC V2 JA 15:04:16

14




methodologies to be applied it is possible
that the research will involve the further
processing of previously collected
personal data (secondary use).
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5.1.1 Describe how the proposal meets the national legal and ethical requirements of the country or
countries where the tasks raising ethical issues ar e to be carried out;

Each consortium member organisation, within the Buyers Group, will ensure the
regulations and protocols within their geographical area will be adhered to with regard
to the issue of ethics.

The tasks within the MAGIC project which will raise ethical issues are when Phase 3
PCP innovative technological solutions, not yet known, but designed to solve the
problems associated with post-stroke care will be tested within the natural
environment, that is on human participants who have suffered a stroke. These
patients/ service users will require support, through the innovative solution, to ensure
they are enabled to reach their optimal level of function and well-being at the point 6-
months post-stroke.

These tasks will be managed through careful research methodology design for each of
the three Phase 3 solutions and consideration will be given to each of ethical issues
that may arise. The MAGIC project management structure and operational practice will
ensure consideration is given to ethical matters and the due process is followed in
each region to ensure correct ethical approval is in place.

The ethical question to be addressed in advance of a ‘go live’ date for Phase 3 testing in the
natural environment depends upon the level of patient contact and means of data collection. At
this juncture the solutions to be commissioned in Phase 3 are not known and so only high
level principles and intentions relating to ethics can be planned. The MAGIC ethical
committee/ group (part of the Project Management approach) will perform ethics assessment
on the selected technology. All Phase 3 technology solutions will undergo pilot-scale
demonstration, Phases 1 & 2, solutions will not. However, if ethical dimensions e.g., data
collection from patients, arise during these 2 early stages the committee will act promptly to
ensure human safety is maintained and data security upheld with rapid intervention to ensure
no such activity occurs without due ethical process being followed. The technology selected
for full-scale deployment at Phase 3 (Work Package 3 and 4) will be subject to a more in-depth
ethics assessment by the ethics committee, taking all relevant European and national
legislation and laws into consideration.

Moreover, as the MAGIC project also includes a robust evaluation of impact of both
technology and PCP by Dublin City University there will most definitely be ethical
approval to proceed required. Every service recipient will be asked to participate in the
evaluation research which will examine not only their experience of the use of the
technology but a measure of their well-being.

5.1.2 Describe the necessary process that will be n  ecessary to follow to obtain the
approval of the intervention by the corresponding E thical Committee.

The processes considered are those that are relevant in the two countries of the
Buyers Group, Northern Ireland and Italy.

Northern Ireland

Please cross reference with 5.1.5., a national UK programme, where a standardised
suite of documents are completed on-line through Integrated Research Application
System (IRAS) will be followed https://www.myresearchproject.org.uk/ .
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The IRAS/ ‘my research project’ website takes the research applicant through all
elements of the proposed activity which is patient/ service user focused. The
programme classifies the type of intervention and presents the applicant with the
appropriate set of forms to complete. Whilst, this is a meticulous and thought
provoking process it will be necessary to repeat for all activities that have an
interaction with patients beyond their opinion of ‘what type of service they would like to
see in future’. Therefore, this process will be undertaken for each of the three phase 3
solutions prior to deployment along with the Work Package 6 impact evaluation.

The IRAS process will help shape the design of the testing in the natural environment
to ensure all ethical dimensions are appropriately considered. Consideration will be
given to matters such as if some basic contact revolves around product concept
discussions with practitioners to ensure solutions designed are fit for purpose e.g.
does the surface of a device need to be swabbed down or is an online dashboard of
data of benefit? This is akin to market research; phase zero activity, and so opinion
has been obtained to suggest this activity would not need ethical approval. However,
other service solutions proposed require patient involvement in the testing of
prototypes e.g. patients recruited for trials of electronic equipment with electronic
prompts and feedback. This would require patient consent and so would need ethical
and governance approvals undertaken through one ethics application to ORECNI
through the Integrated Research Application System (IRAS) and governance
approvals in each Health and Social Care Trust.

It is important that the Research Managers in each of the regional Health and Social
Care Provider Organisation are aware of any activity within their Trusts, Hospitals or
Community Services. Within Northern Ireland Professors Carmel Hughes and
Margaret Cupples are co-leads of the Primary Care Special Interest Group of the
Northern Ireland Clinical Research Network; it is intended and valuable to make them
aware of the initiative and they will undoubtedly be able to provide advice on
conducting research in primary care. In addition, Dr Siobhan McGrath, Head of the
Office for Research Ethics Committees for NI, is best placed to provide further advice
to the MAGIC project prior to addressing all matters requiring ethical approval at each
phase albeit that there will be no requirement placed upon the Suppliers to undertake
patient/ service user testing in Phases 1 and 2.

Italy

The following process will be followed for MAGIC, to gain approval from the relevant Ethics
Committee:
- The documentation regarding the MAGIC project will be sent to the Secretariat within 15
working days before the session.
Administrative referents will send to the scientific group the opinion of the Committee.
For the studies approved by others Ethics Committees, at the time of preparation of the first
dossier should be produced, by the promoter through the Centre, all historical
documentation, electronic media (CD or DVD), with all the views already acquired, both for
the main study, and for any subsequent amendments.
No documents should be sent directly to the Secretariat by the Founders, but only by the
General and Health Directorates of the Centres, with a special letter of transmittal signed by
both directors.
The practice must be complete, that is including all the documents required by the annexes
and perfected with the reports of the experimenters responsible for the feasibility
statements (suitability of the experimental centre, the staff involved and cost analysis) and
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the approval of the General and Health Directorates competent for the centre that requires
the evaluation (specific documentation of the centre).

Documentation should include:
- request for an opinion
authorization request
research protocol
synopsis of the protocol
information sheet for the patient
informed consent form
clinic tab for data collection
list of participating centres
statement by the proponent on the observational nature of the study
opinion of the Ethics Committee of the coordinating centre
curriculum vitae of the experimenter and collaborators
economic aspects.

5.1.3 Describe the usual procedures that are follow  ed in your region to develop this
kind of intervention. If you have a model of letter of consent or other
documents please provide a copy.

Northern Ireland

Informed Consent - Explicit consent will be required from the participants of the pilot in
accordance with Health and Social Care Research Ethics Committee procedures and

consent forms will be developed in accordance with National Research Ethics Service
(NRES) and IRAS guidance.

All the patients/ participants/ carers will be informed in detail, and they are free to
decide their participation. No one shall be discriminated, beyond the inclusion criteria to
be established and all will be free to withdraw from the research at any stage.
Participants will be given patient information sheets, consent forms and will be
explained the service and research by a Health and Social Care Professional.

Data about the health of people will not be used for other purposes than those for
which consent was given. All researchers with access to personal data shall be subject
to the duty of secrecy.

Necessary measures will be implemented to assure the security of the research, and to
reduce the risks and discomfort for the involved individuals. Medical decisions related
to the health of the participants correspond to the responsible attending physician. The
investigation will not delay or deprive participants of preventive medical procedures,
diagnostic or therapeutic that are necessary for their state of health.

If the investigation results in information relevant to the health of the participants, this
information will be made available, which will be effective in the context of on-going
assistance or, failing that, providing a specific advice.

We have 2 standard templates (one for human tissue studies and a general one
suitable for interviews). These can be altered to suit the specific requirements of a
study so are only the basic starting point. For example, if an interview is being audio-
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recorded, then explicit consent for this would need to be added. The general form,
suitable for interviews is found in the guidance to the RG1a (but you could use this if
your study is category C). The HRA also has example templates.

http://research.ulster.ac.uk/rg/forms/0410RG1a%20Guide 14.04.10.pdf first bullet
point, RG1la guidance, appendix 4

http://www.hra-decisiontools.org.uk/consent/examples.html

Italy

The procedures followed in the Italian regions involved follow a similar set of procedures to
Northern Ireland. The subject, before sampling, must be informed about risks and benefits
linked to the participation to MAGIC through informed consent that must be submitted to
every patient involved. This document must be read/ understood and signed by the
patient. It contains not only all risks/ benefits about their involvement but also all the
patient information needed for this study.
Briefly, informed consent contains:
- clear and easy explanation of the scientific project for which patient is recruited,
- duration of the study and role of the patients
- risks and benefits linked to participation
- identity of contact person who answers about question on research, subject’s rights;
this person will be informed about any injury to the subject
- a statement describing the extent to which confidentiality of records identifying the
subject will be maintained
- a statement that participation is voluntary
- personal records request (such as age, sex, birthplace, residence, telephone
number, weight, height, occupation, any familiarities, etc)
- specific habits request
- clinical characteristics request

In the informed consent it is specified that the volunteer patient must be able to have their
information removed at any time.

Four elements of informed consent (conditions of adequate information, understanding,
voluntariness, and decisional capacity) should characterize the subject’s authorization at
every point of his/her participation in research.

The consent form used is based on that developed by the World Health Organisation
Ethics Review Committee. (see attached document uploaded to the portal).

5.1.4 Indicate the regulations that affect in your country the development of this
kind of interventions and that you are obliged to f ollow.

Northern Ireland

In Northern Ireland UK, the research will be undergo ethical review and appraisal in
accordance with the governance arrangements set out in the Northern Ireland
Research Governance Framework 2007 and in the Governance Arrangements for
Research Ethics Committees UK (GAfREC, May 2011). Other laws that apply are
Public Health Act (Northern Ireland) 1967, the Data Protection Act 1998 and the
Mental Capacity Act 2005. This forms part of a national UK programme where a
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standardised suite of documents are completed on-line through Integrated Research
Application System (IRAS):
https://www.myresearchproject.org.uk/

ltaly

In Italy, the research will be undergo ethical review and appraisal in accordance with the
governance arrangements set out in the provisions concerning the Regional Ethics
Committee for the Marche region n.189/2012 and the corresponding Ethics Rules set out

for the Piemonte regiom.

5.1.5 Ethical Issues

Issue

Action

Research objectives (e.g. study of
vulnerable populations, dual use, etc.)

This will be to examine the effectiveness of
three, yet to be created, technological
interventions where an individual has
suffered a stroke and requires on-going
support to attain their optimal level of
functioning 6-months post stroke.

There is a likelihood that the participants
may be vulnerable in that they may be frail,
elderly and living alone.

Not only will the interventions be tested and
compared to existing data on patients who
have just received traditional services but
also the impact of the PCP MAGIC Project
itself will be evaluated.

Research methodology (e.g. clinical trials,
involvement of children and related consent
procedures, protection of any data
collected, etc.)

The specific design of the research
methodology for the Impact Evaluation has
been described in Work Package 6 by
Dublin City University. However, there may
be three different designs or research
methodologies used; one for each of the
three stage 3 solutions. The MAGIC Project
will steer the research methods used to be
as consistent as possible but thought will be
given to a research approach fitting the type
of intervention designed. As this is a pre-
commercial procurement there is no way of
pre-empting the research design and ethical
ramifications at this stage but the MAGIC
Project Team gives assurances that
attention to detail with regard to Ethics will
ensure the highest standards are
maintained.

The potential impact of the research (e.g.
dual use issues, environmental damage,

Early consideration has been given to
potential impact even though the PCP
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Issue

Action

stigmatisation of particular social groups,
political or financial retaliation, benefit-
sharing, malevolent use, etc.).

Project cannot predict, at this juncture, the
type of intervention to be proposed by
suppliers beyond the state of the art
descriptions already given. However, the
MAGIC Project team commit to ensure that
the solutions commissioned will aim to
minimise harm and maximise benefit.
Moreover, as already stated the IRAS
process will ensure that every element of
the service deployment, research,
development and evaluation will be
considered to ensure the research activity
does not burden practitioners, patients/
service users or their carers.

5.2 Security
The MAGIC project will not involve:

activities or results raising security issues

'EU-classified information' as background or results.
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NHS

Health Research Authority

17. UK Ethical Review Forms and Guidance Notes for use
with research applications

Ethical Review Form (Lead Reviewer/REC Member)

The HRA has an established role to promote transparency, largely through RECs and the publication of
research summaries; this will now be extended to include the publication of the summary of REC opinion.

The lead reviewer(s) should complete this form in preparation for the REC meeting. The form may also be
used by other REC members. The REC Chair should use the headings as an aide memaoire to structure the
discussion at the meeting. Completed forms should be given to the REC Manager who will arrange for them
to be destroyed once the minutes of the meeting have been ratified.

Meeting Date:

REC Reference Number:

Study Title:

Brief overview of study (optional depending on REC practice)

1. Social or scientific value;  scientific design and conduct of the study (IRAS A6, A7-14, A 57-62, A75) Evaluation
of a treatment, intervention, or theory that will improve health and well-being or increase knowledge. RECs should take
into account the public interest in reliable evidence affecting health and social care. Use of accepted scientific
principles and methods, including statistical techniques, to produce reliable and valid data. Is the research question
important and necessary? Is the research design and proposed statistical analysis able to answer the question? Is there
equipoise; are all treatment arms viable options for the research participants? Is there involvement of patients, service
users, the public, in the design, management, and undertaking the research?

Comments/issues for discussion

2. Recruitment arrangements and access to health infor mation, and fair research participant selection (IRAS
Al16, A 17-1, A17-2, A 27-29, A46, A47). Inclusion and exclusion of potential research participants. Selection of research
participants so that vulnerable individuals are not targeted for risky research and the rich and socially powerful not
favoured for potentially beneficial research. The benefits and risks of research should be distributed fairly among all
social groups and classes, taking particular account of age, disability, gender, race, religion or belief and sexual
orientation, as well as economic status and culture. How are research participants recruited? How does participation
impact on their clinical care? Are compensation arrangements in place? Insurance (negligent/ non-negligent harm).

Comments/issues for discussion:
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3. Favourable risk benefit ratio;  anticipated benefits/risks for research participant s (present and future) (IRAS A
18- 25 & part B3 if radiation, and part B 5 if samples).Minimization of risks. Is there evidence of the consideration of any

benefits/risk for individual research participants, past/future research participants, including whether the risk/intervention

is sufficiently minimal to require no SSA. Are benefits/risk clearly identified for the research participant? Have steps been
taken to minimise or eliminate the risk, hazards, discomfort, and distress and enhancement of potential benefits; risks to

the research participant are proportionate to the benefits to the research participant and society? Is the balance between
risk and benefit equitable?

Comments/issues for discussion:

4 Care and protection of research participants; respect for potential and enrolled  research participants’
welfare & dignity (IRAS A25, A50-53, A 76, A77).

*permitting withdrawal from the research * protecting privacy through confidentiality
*informing participants of newly discovered risks or benefits * informing participants of results of research
*maintaining welfare of participants *what will happen at the end of the study

*provision of appropriate indemnity and insurance

*trial registration arrangements in place? (note, this is a condition of the favourable opinion, mandatory for clinical
trials).

Data protection & research participant’s confidenti ality (IRAS A 36 - 43) Where and how
(anonymised/coded) and for how long will data be stored? What purpose will be served by the data? Who will
access? Are research participants informed that access to their medical notes may be required? Arrangements
made to deal with incidental disclosure?

Comments/issues for discussion:

5 Informed consent process  and the a dequacy and completeness of research participant information

(A30 -34, A46, A49 & PIS).Provision of information to research participants about the purpose of the research, its
procedures, potential risks, benefits, and alternatives, so that the individual understands this information and can
make a voluntary decision whether to enrol and continue to participate. Is the language used clear and
understandable to the research participant it is aimed at? Does it include all the procedures as describe in the
protocol? Have uncertainty and randomisation been explained to the research participant? Is consent taken as
part of a process with research participants having adequate time to consider the information, and opportunity to
ask questions? Is it clear to what the research participant consents or assents? Is there any inducement or
coercion? Are vulnerable research participants involved? Is consent obtained to allow GP’s to be informed? (Is
the Welsh version an accurate translation of the given English version? Wales only)

Comments/issues for discussion:

6. Suitability of the applicant and supporting staff (investigator CV & IRAS question A47, A48)

Applicant and supporting staff are suitably qualified and have experience relevant to the proposed research.
Medical research involving human subjects must be conducted only by individuals with the appropriate scientific
training and qualifications. Research on patients or healthy volunteers requires the supervision of a competent
and appropriately qualified physician or other health care professional. Are the local facilities and arrangements
suitable? Have community issues been considered? Have any conflicts of interest been considered?

Comments/issues for discussion
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7. Independent review (IRAS A 54-56)

Review of the design of the research trial, its proposed research participant population, and risk-benefit ratio by
individuals unaffiliated with the research. The REC may be satisfied with credible assurances that the research has an
identified sponsor and that it takes account of appropriate scientific peer review.

Comments/issues for discussion:

8. Suitability of supporting information E.g. GP
letter, interview schedules, questionnaires, lone working policies etc.

Comments/issues for discussion:

9. Other g eneral comments . E.g.
missing information / typographical errors / application errors.

10. Consider and confirm the suitability of the ~ summary of the study (IRAS A6-1). This
summary will be published on the HRA website in this format together with the summary of the REC'’s ethical opinion.

Confirmed satisfactory

Changes requested
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18. Ethical Research issues and material available through
research portal.

Within the UK and Northern Ireland in particular suppliers are guided to
( )

https://www.myresearchproject.org.uk.

TOR MAGIC V2 JA 15:04:16 25



)XOO 6HW RI 3URMHFW 'DWD ,5$6 9HUVLF

7KH LQWHJUDWHG GDWDVHW UBDXEHHG® HRDW HRGX UU 8B RWIKIHF W QRZHQY TRX WY IR
VI\VWHP ZLOO JHQHUDWH RQO\ WRIQR/'VHKTRKVIWLRQS D QECRVHREKWLWWX &L WHSHED §
ERGLHVY UHYLHZLQJ \RXU VWXG\ HOHDO/MH WMRN XITXH YR PQW EZHIRUFHOEBRWHR®

30HDVH FRPSOHWH WKH TXHVWUIRQVKHQURMYGRQVH WK I KIX® VW ILIRGC SEMDNHA
TXHVWLRQV DV \RXU FKDQJH PD\ K®W H DHMWFMWHGYVXEVHTXH

3OHDVH HQWHU D VKRUW WRW[Q@RXRU WKIDW BB RM K VW
0$*,&

,VRXU SURMHFW UHVHDUFK"

@ <H{O 1R

6HOHFW RQH FDWHJRU\ IURP WKH OLVW _-HORZ

7y &OLQLFDO WULDO RI DQ LQYEX®WWJIDW QD PHGLFLQDO SUR
7y &OLQLFDO LQYHVWLIJDWLRQ ROGHR'WKHU Vv XG\ RI D PHGLFDO
7 &RPELQHG WULDO RI DQ LQYHGWEW WQ B QD LRHGMWRQIDIONEBRDO PHGLFD
®) 2WKHU FOLQLFDO WULDO WRRAUWNBGQ GRPRYHG FQW® IUFTHD WAURQ @ QVROERR &
3y %9DVLF VFLHQFH VWXG\ LQYROY LR $ BWWEHIGSOIHWVZLWK KXPD

) 6WXG\ DGPLQLVWHULQJ TXHVWLRQQWDLW B W LLYQHVBIQ ¥ OMZIVVIRRIUT XD DQ W B W IH
PHWKRGRORJ\
D BWXG\ LQYROYLQJ TXDO' .. " PHWKRGV RQO\

() BWXG\ OLPLWHG WR ZRUNLQJ ZLWRK KRR BDQUWKDVAVIXG E/IDRPGROH\F D O LM D P SWHR
RQO\
) BWXG\ OLPLWHG WR ZRUNLQJFALWRIQ GDWD VSHFLILF SURMH

) SHVHDUFK WLVVXH JQN

3 5SHVHDUFK C "WDEDI H

., \RXU ZRUN GRHV QRW ILW DQ\WRIOWRWWW KD WHWVR B QHEHOR Z

) 2WKHU VWXG\

D :LOO WKH VWXG\ LQYROYH WHKF DAH ZRWXRXPHD LSFD@DGBN RU D & RDV NEHHG @
PRGLILHG RU ZLOO EH XVHG RXWVHGH LWV LQWHQGHG SXUSR

() <HV @ 1R

E 30HDVH DQVZHU WKH IROORZLQJ TXHVWLRQ V
D 'RHV WKH VWXG\ LQYROYH WKGLEWHRQ'DQ\ LRQLVLQJ () <HV @ 1R

:LOO \RX EH WDNLQJ QHZ KXPR® KAHW KXIP /O ES@BRJE (D OHVY[ @ SIRHV "

m

T

'LOO \RX EH XVLQJ H[LVWLQJ KX PRYKHW KXRD/D ESRB(JEHY @VIDPSOHV "




)XOO 6HW RI 3URMHFW 'DWD ,5$6 9HUVLF

,Q ZKLFK FRXQWULHYV RI WKH &WH\W @ HV® R ElBRWVHBI®'O P KMDW DS SO\
[] (QIODQG
|:| 6FRWODQG
|:| :DOHYV
M 1RUWKHUQ ,UHODQG
D ,Q ZKLFK FRXQWU\ RI WKH 8. ZIROLMWMKEHOBREDIWHE G
) (QJODQG
7y 6BFRWODQG
7 :DOHV
@ 1LRUWKHUQ ,UHODQG

Ty 7TKLV VWXG\ GRHVY QRW LQYROYH WKH 1+6

KLFK DSSOLFDWLRQV GR \RX UHTXLUH"

,03257%$17 ,1 \RXU SURMHFW LV WDDNQ GJILTODHG! IIWRWKQIDDQG VRIXAH & WR MW
IURP 1IRUWKHUQ ,UHODQG 6FRWO btg& SRMAMH D'UIHWK BDGGT HFWH QR SPHQWW QWL FHYV
5HVHDUFK (WKLFV &RPPLWWHH DBWOBGLFDWLLK Y DV DSSURSUL

[].5$6 )RUP

[]1+6 +6& 5HVHDUFK DQG 'HYHOR 'PHy T!ILFHV

WM 5HVHDUFK (WKLFV &RPPLWWHH

[] &RQILGHQWLDOLW\ $GY! VRU\ *UR S &$*

[] 1DWLRQDO 21IHQGHU ODQDJHPHQW\6HBYREDWMP2RE 3ULVR

JRU 1+6 +6& 5 ' 21lInNort,LQ IrelUWKH U/ BPQBQG OHRRWRBD &, PXVW FUHDWH 1F6 +6&

,QIRUPDWLRQ IRUch site, in'. HDJon to" LRV W R D GZEAIGMLIRRQY PR &G WUDQVIHUOWRE® WR
FROODERUDWRI'

YRU SDUWLFYSS organisati +6in EngD Q LV DMUL-REIW D Q UDQ OMRHEQ®/IMIDS SO\ IRU WEHFS ULRFY L
LQIRUPDWIFR to JRAS Help fLR jore in+HOS IRU PRUH LQIRUPDWLR

:LOO DQ\ UHVHDUFK VLWHV LQDQKMD WWK@Y"EH 1+6 RUJ

@ <HV () 1R

'R \RX SODQ WR LQFOXGH DQ\ FERUWGBHSDQWYV ZKR DUH

@ <HV () 1R

'R \RX SODQ DW DQ\ VWDJH RI WEBNHSURWHEK WL WHR XIQWGHUFK LQBRGYWQ IWWRGH
IRU WKHPVHOYHV"

) <HV @ 1R

$QVZHU <HV LI \RX SODQ WR UMFWDXHWE O LR U @Y $ D UAKLRF DDIFQIWRKTHID E QWY K R WV W
ORVV Rl FDSDFLW\ ,QWUXVLYH BMHZUWK RWHHQO LIYQ Q I WHHT X LLUQ X XFER-QV K QRN
LGHQWLILDEOH WLVVXH VDPSOHW[RHSIMUZYXRQHB M EQRFBIML.RRQLVGHHLVQLI DD @
*URXS WR VHW DVLGH WKH FRPPRIMOQWZ IGX WQ JO DRRE DLGE QDO H \G BB@MHD QIR \W R
IXUWKHU LQIRUPDWLRQ RQ WKH DU OQUROPHZRU DG XRWVHMWFNLQJ FDSDFL\




)XOO 6HW RI 3URMHFW 'DWD ,5$6 9HUVLF

'R \RX SODQ WR LQFOXGH DQ\ SDUWR RHID/QRW \RKR) D BHHQGHUYV 1UQ WRKH 6FXUN
ZKR DUH RITHQGHUV VXSHUYLVHG EN W& H BIWRDEDGN R R Q DVHHUW'L

() <HV @ 1R

,V WKH VWXG\ RU DQ\ SDUW RDV W EHICXFRYERQWO SHURMHFW"

() <HV @ 1R

:LOO WKLV UHVHDUFK EH ILQMXRH.BQDWMBESERDWHG 'ENSDUWPHQW RLFHD ®W
LWV GLYLVLRQV DJHQFLHV RU SURJUDPV"

() <HV @ 1R




)XOO 6HW RI 3URMHFW 'DWD ,5$6 9HUVLF

, QWHIJUDWHG 5HVHDUFK $SSOLFDWLRQ 6\VWHP
$SSOLFDWLRQ JRUP IRU 2WKHU EODWILRMO WULDO RU LQYHVW

7KH &KLHI ,QYHVWLIJDWRU VKRXOIGBRFSORWW RHKIXHRWERR®OV LV HDH DMKID/E O
VI\PERO GLVSOD\HG ‘H UHFRPPHQGIUHDWLQ@EKMWRRPISQIBWRRKLGDQPHCXE®D B
V HO HEWIOQBI

S3OHDVH GHILQH DQ\ WHUPV RU EHJRPPOYDWKW®R ®DYKWYQLREZHUYV RI WKH DSS

6KRUW WLWOH DQG YIRPDYLRROPOQXHFEKHDWDFWHUY WKLKWHDIGHO RH) DO/ URMHG/ D
0%$*,&

$ )XOO WLWOH RI WKH UHVHDUFK

ORELOH $VVLVWDQFH IRU *URXXWH FRFRPXYQIGKXDOF7BRWKLQ W

$ &KLHI ,QYHVWLJDWRU

7LWQUHDDREBDEXU.QLWLDOV 6XUQDPH

3RVW
AXDOLILFDWLRQV
(PSOR\HU

‘:RUN $GGUH"

3RVW &RGH
:RUN ( PDLO

3HUVRQDO ( P. -

‘RUN 7THOHSKRQH

3HUVRQDO 7HOHSKRQH ORELOH
)DI

7KLV LQIRUPDWLRQ LV RSWHRB QIMOW KM BIXED IOFR @/RPD IS® REKG U'GFORWW G 2W R K
FRQVHQW
$ FRS\ RXDUHQW®RDEPXP SDJHV RI'$ IRU WKHP&KMHEHQYKERMIWIVWBUZLWK Wi

$ KR LV WKH FRQWDFW RQ EHKDOIFRIUNMKN SFERENVREUHI BB ODWL QJ WRRIMSHFOL'F [
7KLY FRQWDFW ZLOO UHFHLY HQHFRHS LHR/PRS (R CD3Q 6 RABBHS/ SR EHH ZWHKWY WKDW L\

7LWOH )RUHQDPH ,QLWLDOV 6XUQDPH

$GGUHVV




)XOO 6HW RI 3URMHFW 'DWD ,5$6 9HUVLF

3RVW &RGH
( PDLO
7HOHSKRQH

)DI

$ 5HVHDUFK UHIHUHQBBHDMWHEHUYH DQ\ UHOHYDQW UHIHUHQFHYV IRU \RXU \

$SSOLFDQW V RUJDQLVDWLRQ VIRBEQ UHHIHUHQFH QXPEHU H
DYDLODEOH

6SRQVRU V SURWRFRO QXPEHU
SURWRFRO 9HUVLRQ
SURWRFRO 'DWH

JXQGHU V UHIHUHQFH QXPEHU

SURMHFW
ZHEVLWH

5HIJLVWU\ UHIHUHQFH QXPEHU V
7KH '"HSDUWPHQW RI +HDOWK{V 5HWHRURKIRRY-HUDOQK D QUGDERFLDO &DUH D
JRYHUQDQFH IUDPHZRUNV IRU :DGHM 6FRWDO® & V) & X\W UMKKH UZH R X MUUHLPCHI
J)XUWKHUPRUH $UWLFOH RI WBWLRQ OGFOHDWIDARIORYVRRFHOV L\Q MK DWR S\WH
FOLQLFDO WULDO PXVW EH UHMWLE®HWHGDRWD BDSHHE BH FROU HD BB MU X MWW PBIQ @& R
,QWHUQDWLRQDO &RPPLWWHH R)&DH G LZFLDA0O - RX Q @ D®H (U DWFFOUMRIQF R Q ON UL LAV
EHHQ UHJLVWHUHG LQ DQ DSSWRISUULP®MGD QHABLNRWURRYGIHDMRUPDWLRQ

,(QWHUQDWLRQDO 6WDQGDUG 5DDGFREPHWYHGE ""QWUROOHG 7ULDO
&OLQLFDO7ULDOV JRY ,GHOWLILHL 1 + QXPEHU

$GGLWLRQDO UHIHUHQ"™ 1+ QXP HU V
5H1I 1XPEHU '"HVFUL® VLRQ SHIHUHQFH 1XPEHU

$ ,V WKLY DSSOLFDWLRQ OLQNHGORR/ PHUUFHXUBNQYWWSSOREDWLRQ"
O <HV O 1

3OHDVH JLYH EULHI GHWDLOV DQG UHIHUHQFH QXPEHUYV

$ 6XPPDU\ RI WKRBYWX®EBN SURYLGH D EULHI VXPPDIURXRPI WKAHRUKBVYHXVER J R
HDVLO\ XQGHUVWRRG E\ OD\ UHYH BZXE O LDFQ GKMHRURHE WKW RIHWH D U FAL WA U@ YALK]
+HDOWK "HSDUWPHQWYVY 5HVHD UFKP OVUK LZAVO OHBJH ISBHE OW K KYW &/ RQ W R H LWA\D G %/
ZHEVLWH IROORZLQJ WKH HWKWRDWKWHHYTXHYWBBRDWSHBHIHUJXLGDQFH IRU WH

$ 6XPPDU\ RI PDLQ3O/WDWN VXPPDULVH WKH PDLQ HWKQ®MWDDV\OHHN\D O URVLBD
DQG VD\ KRZ \RX KDYH DGGUHVVHG WKHP

1RW DOO VWXGLHV UDLVH VLJQHNM PDQ W DLWHN XMW BIRIKW VRAUXZ® VOVKWWLFDQ RH
DQG PDQDJHG URXWLQHO\ 2WKHMW PODVY>SHNMAVHQWLVYLDJLIXBWKHWB FRQINIEGHRU




)XOO 6HW RI 3URMHFW 'DWD ,5$6 9HUVLF
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$ ,Q ZKLFK DVSHFWV Rl WKH UHVHD FRMK. 8HAF HE Y RMWHIG\RXUDZLO O \BXLE® YR
DQG RU WKHLU FDUHUV RU PHPEHUV RI WKH SXEOLF"

[] '"HVLJQ RI WKH UHVHDUFK

[] 0DQDJHPHQW RI WKH UHVHDUFK

[] 8QGHUWDNLQJ WKH UHVHDUFK

[ $QDO\VLV RI UHVXOWV

[ 'LVVHPLQDWLRQ RI ILQGLQJV

[] 1RQH RI WKH DERYH
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*LYH GHWDLOV RI LQYROYHPHQW WRAH LD EQ/RH@DH 1S GRH DL\DHY RIKYWRWP H Q W

$ 30HDVH OLVW WKH SULQFLSDOW OWHCXPRRQ RPISRHWIIDQW PD]| FKDUDH

$ 3OHDVH OLVW WKH SULQFLSIOOW[WEBXVRROW UBRBBRWWDQW PD]J FKDUD

$ *LYH GHWDLOV RI DOO QRQ FRUQEEREG HE®X\UHL YARH RIW REQAVA O DEHWIYHIF YA LSYDHGA
UHVHDUFK SURMMFRQFOXGH VHHNLQJ FRQVHBIO REWHUY DWZLR QYWRMQBOXQH H

3OHDVH FRPSOHWH WKH FROXPQWRIRHIGKXD HKDM) MRIDIDWRZQAW. Q S
7TRWDO QXPEHU RI LQWHUYH@¥IHRY WY G ER HDEXUFD/UW R FELIS Q VB WDR/WIRFIRW

I WKLY LQWHUYHQWLRQ SURBHGKQ HVRRXDGWH i LLEFDQMWQ BEH SWD KRV (RH WH
KRZ PDQ\ RI WKH WRWDO ZRXOG EH Uh * QH"

$YHUDJH WLPH WDNHQ SHU L QMHKWWHI\ VKIRRXQ & RRIFEBYXWH P
'"HWDLOV RI ZKR ZLOO FRQGXHW XWHKH DQW HKHHWEIW.MR QLSOURWDNH SODF

,OQWHUYHQWLRQ RU SURFHGXUH

$ *LYH GHWDLOV RI DQ\ FOLQLFD®HGEWWHUY HW R/ IERQU\H FRILL YSHUR E\ STVKW LUFHL 8B
SURWRKRIYH LQFOXGH XVHV RI PHGLF L QROVOK SIWRHKGE MAD @ UN G H D MFRHH/Q W VH R O VD
LQWHUYHQWLRQV LPDJLQJ LQYRS/OHMRWKRED ® EGRWRNLBD O/ B DMV N ULIDLCF K, @
UHFHLYHG DV URXWLQH FOLQVHD® FOUH RXWVLGH RI WKH UH

3OHDVH FRPSOHWH WKH FROXPQWRIRHIGKXDHKDM MRIDIDWREZAYWLRQ S
7TRWDO QXPEHU RI LQWHUYH@¥IHRI W G ER HDEXUFD/UW R FELIS Q VB WDR/WIRFURW

I WKLY LOQOWHUYHQWLRQ SURBHGKQ MW RRXDGWH i LLERQMW\Q BEH SWD KAV (RH WH
KRZ PDQ\ RI WKH WRWDO ZRXOG EH URXWLQH"

$YHUDJH WLPH WDNHQ SHU L QMOHKWWHM VKIRRXQ 8 RRIFEBYWUH P
'"HWDLOV RI ZKR ZLOO FRQGXHW WKH DQ® HKHHWEW .M QLSOURWDNH SODF

,(QWHUYHQWLRQ RU SURFHGXUH

$ :LOO \RX ZLWKKROG DQ LQWHU Y HRMNVZ R)XOREU QRIUFPFHIBONUEH ERQVLGHDUIB" D S

) <HV ) 1R

$ +RZ ORQJ GR \RX H[SHFW HDFKQSWK W VAL %6 QMWQWRRBHD Q"

$ :KDW DUH WKH SRWHQWLDO UMHDW BIQ G EXW GHLGBD ORIW UIHQG KRZ ZLOO \RX




)XOO 6HW RI 3URMHFW 'DWD ,5$6 9HUVLF

JRU DOO VWXGLHV GHVFULEH HDRWV\E RANOHQW GRD U ARPYRUWH GILK @QLUHQ/AH RQ WX
WR OLIHVW\OH 2QO\ GHVFULERKOGVRINFRU BXUIGHRVXWKD R/ EBBIDAKW 6L SZKD MR §
ZRXOG EH WDNHQ WR PLQLPLVH DIWSRVVQECEXUGHQV DV IDU

$ :LOO LQWHUYLHZV TXHVWLRQQDMHQFROXGHRXBSGEVYFWKDMR QL JKW LEH \RHIQ
XSVHWWLQJ RU LV LW SRVVLEOGL WK®RW KUHRLOQIDTX RULRW DHW L RIQVMRXEI G RFF

) <HV (O 1R

$ :KDW LV WKH SRWHQWLDO IRU BH@PIQWVWR UHVHDUFK SDUWL

$ :KDW DUUDQJHPHQWY DUH EHLQJ PRGHR® R F REW LLEXNHIEUT BIRW L R QRIRWL 5 B
RQFH WKH UHVHDUFK OKDVWDHE.SAVWHRGDQ\ FOLQLFDO L @GWNUYPBWILARDD GONQRB L
LQWHUYHQWLRQ FRPSOHPHQWD WGBLWWBUWD P\D GKSXOPWHIRQD DLIHVWI\OH FKDQ|

$ :KDW DUH WKH SRWHQWLDO ULVMPVRO""HMDQHMVHDUFK: V WK

$ +RZ ZLOO SRWHQWLDO SDUWLFLSEEWGHOMARUIBG"RKR/ R2PSO H\D UUARW K EW
ZLOO EH)RWHB[DPSOH LGHQWLILFDWLR @ ADAWHUY RFEORYRHS RWGH WIHMH/GH VUH D HAR B @
RU UHYLHZ RI PHGLFDO UHFRUGAM.OQ GEF CWQH EH WKHUGWHKH ¥ W i D HD FWHIDGPI Ry
DUUDQJHPHQWYV ZLWK WKH UHVSRQVL_->OH FDUH RUJDQLVDWLRQ

$ 'LOO WKH LGHQWLILFDWLRQ RRSRWWIQWHYQHZD QW IR YFQWNQLRQMXKH LG
LQIRUPDWLRQ Rl SDWLHQWYV VHUYHBEWRQ/HUV RU DQ\ RWKHU

) <HV (O 1.

3OHDVH JLYH Gt '¥NDL” v EHORZ

$ :LOO DQ\ SDUWLFLSDQWYV EH UHREXXL \WRGWH IBWXEOQHBLOAWHWWKWD GYHUWY RU Z

() <HV () 1R

$ +RZ DQG E\ ZKRP ZLOO SRWHQWA CEH IBBW RBIFKIHBW V LU

$ :LOO \RX REWDLQ LQIRUPHG FKQOH®W UHRARUFR@EWWLFLSDQWV™"
@ <HV () 1R

.l \RX ZLOO EH REWDLQLQJ FRID/HQW BORFD DB XQ WHS®HWDED VDRIGZKRZZIL\G 7
GRQH ZLWK GHWDLOV RI DQ\ \RBS\D ¥ B LSWWRF Q GLH) LRU R D WD WKW V K H HVD WYHLUGLH]
$UUDQJHPHQWYV IRU DGXOWV XQBBPOHWWRKRKQGHENW GRYVFWKHBRE YRODUDWEB(
FKLOGUHQ LQ 3DUW % 6HFWLRQ
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, \RX SODQ WR VHHN LQIRUPHGHFRUOR¥HOW VORKRKRZXORPHUEDEO H QROOUGHWY KD \V (
IXOO\ LQIRUPHG

.l \RX DUH QRW REWDLQLQJ FRQWQHRYW SOHDVH H[SODLQ ZK

B3OHDVH HQFORVH D FRS\ RI WKI® & FIRQOVPEDM RRUKNMHW V D

$ :LOO \RX UHFRUG LQIRUPHG FRQVIRYWOWHHG YLIFHAUUWRPEQR
) <HV () 1R

, 1R KRZ ZLOO LW EH UHFRUGHG"

$ +RZ ORQJ ZLOO \RX DOORZ SRWHFWGBIOZEBWWHELRED @QRWWRGVDNH SDUW"

$ :LOO \RX UHFUXLW DQ\ SDUWLFLSD WV ZHKEW UH\VHXRFEKY RG KDYHLQHBAQ W
UHVHDUFK SULRU WR UHFUXLWPHQW"

() <HV
) 1R
) 1RW .QRZQ

,] <HV SOHDVH JLYH GHWDLOQVY RN 1RWRRIAREL KTZ KDVY VOVE RXIM'OO \RX WD

$ :KDW DUUDQJHPHQWW KIDWH{ EEHHH QK RIFEHKI\E LQ BMUN @B VXDWHO\ XQGHR QW IR
ZULWWHQ LQIRUPDWLRQ JLYHQ L&HFLIA \FR PRY @ IKARD M ROWUHDHGNODWLRQ X VH

$ :KDW DUUDQJHPHQWYV ZLOO \RX PDRW WBHFXHHDRD LWLEUBDWLRQ WKDWJ
WKH FRXUVH RI WKH UHVHDUFK WWKKCHA (P BR B MW UGHOHHY BQWWALRLSDWLRQ"

$ KDW VWHSV ZRXOG \RX WDNH LI DISPHQVLRUBD QMG FRRKBDYW ORVIBKBDGD
VWXGALFN RQH RSWLRQ (:QO\

() 7KH SDUWLFLSDQW DQG D O OHLERIQGOH.FMD-EG A RGXIDVWEDERIUZ WW WG XFOLZ @/ LV R R HA
LV QRW LGHQWLILDEOH WR WKBHLQH\VHDUFK WHDP PD\ EH UHW
) 7KH SDUWLFLSDQW ZRXOG EH ZI|LG&/HKGW DIZQ@ EORIPGW MDD \RUXW L V \FRI) DDQW 07(

EH UHWDLQHG DQG XVHG LQ WKRH WILX&XH RRX0W KE-HJ FRDW B F WABHIR RHUG X Q H R
RXW RQ RULQ UHODWLRQ WR WKH SDUWLFLSDQW

) 7KH SDUWLFLSDQW ZRXOG FREWIMWXGWR EH LQFOXGHG LQ W
7 1RW DSSOLFDEOH = LQIRUPHG RRQNJHR@EWD QL GO QWM EF DRI LQ WKLV UH

{) 1RW DSSOLFDEOH *# LW LV QRWUSKDWWD P DVER HP RRW WWRKUH ROHSW MOWAL DQGE HR
DVVXPHG

JXUWKHU GHWDLOYV
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$ :LOO \RX EH XQGHUWDNLQJ DQ\ RILWKXHDVWROQR ¥MIJBFWQFO X G LR IRWM IQRV L
SDUWLFLSTLGWWY DSSURSULDWH

[] $FFHVV WR PHGLFDO UHFRUGV HERW KRB B VREFMDWLHE M/ MIKFH G LU
[] $FFHVV WR VRFLDO FDUH UHFRGG&V HER VW K R F HDRX MDALKE KV WX
(OHFWURQLF WUDQVIHU E\ PDH®PBWQFRRUFRBYX\WHBO BHGGIARUNV
6KDULQJ Rl SHUVRQDO GDWD ZLWK RWKHU RUJDQLVDWLRQV
(ISRUW RI SHUVRQDO GDWD RXWVLGH WKH (($

8VH Rl SHUVRQDO DGGUHVVHV SRAWWRGHS KR .VQ ¥FPDH OV
3XEOLFDWLRQ RI GLUHFW TXRWDWLRQV IURP 'SRQGHQWYV
3XEOLFDWLRQ RI GDWD WKD\W RLJKW; DYOLGR. - OGH( 'ILFDWLR
8VH RI DXGLR YLVXDO UHFRUGLQJ GHYL"™ Vv
6WRUDJH Rl SHUVRQDO GDWD RQ DQ\ '« WKH IROORZL(

OOoO0O0On0onmnmn

[] ODQXDO ILOHV LQFOXGHV SDSHU K ILOT
[] 1+6 FRPSXWHUV

[] 6RFLDO &DUH 6HUYLFH FRP . UV

[] +tRPH RU RWKHU SHUVRQDO RPSa A
[] 8QLYHUVLW\ FRPSXWHUYV

[] 3ULYDWH FRPSDQ\ " .. ‘"WHU\

[]/DSWRS FRPSXW' uV

JXUWKHU GHWDI Vv

$ +RZ ZLOO \RX HQVXUH WKH FRQILG B @DHDYHWS URR YSIHAH RQIHRHUDO VWDWH
SURFHGXUHV IRU HQVXULQJ FRRUUBWQR/Q RALEYHN GRQ\PRYDWLRQ RI GDWD

$ KR ZLOO KDYH DFFfHVV WR SDOWWHL SXQWYJ WWKEHUVRWERFRRHMVY LV E\ LQGLYL
GLUHFW FDUH WHDP SOHDVH MXWRQW DIQO0 VEPH Y RHWKKWM U FR

$ +RZ ORQJ ZLOO SHUVRQDO GDWD EWHWUNWRKHG/ WX @ FKBW\HQEG BG"

) /HVV WKDQ PRQWKV
PRQWKYV
PRQWKYV

I+

I+

_ PRQWKY = \HDUV
3 2YHU \HDUYV
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$ :LOO UHVHDUFK SDUWLFLSDQWYV WRENUYH PHQ V8 IRP HBMQ VBN RU D QR HROWKLH
IRU WDNLQJ SDUW LQ WKLV UHVHDUFK"

3 <HV (O 1R

$ :LOO LQGLYLGXDO UHVHDUFKHUV\BHOMLRMHWD QB UI/ERRMHO (BFOUP DO \QIHO DW V|
LQFHQWLYHYV IRU WDNLQJ SDUW LQ WKLY UHVHDUFK"

() <HV () 1R

$ 'RHV WKH &KLHI ,QYHVWLJDW RU RAWRQR RWOKHEE MRWHR(EK DY H D 8P I6Q WH FWJ {
ILQDQFLDO VKDUH KROGLQJ SHUVRQDIOHURDIDWLLR QWK IR M WIS R HARHLLLQRIKRW KI D
JLYH ULVH WR D SRVVLEOH FRQIOLFW RI LQWHUHVW"

3 <HV ) 1R

$ :LOO \RX LQIRUP WKH SDUMWLLRL.SO QMMSHERER L 6 LB DR RWKHWR @B O QMAK/ S
IRU WKHLU FDUH WKDW WKH\ RGH' DNLC "W LQ WKH VW

) <HV () 1R

,] <HV SOHDVH HQF O Format. F sheet/etter flkthe 4 @ LR LRFPLD W KRIQ* 3 K H D O WIKR Q URX R ¥ M UR

$ :LOO WKH UHVHDUFK EH UHJLVWHU'HG RQ D SXEOLF GDWDEDV

7KH '"HSDUWPHQW RI +HDOWK V 5HVHZIRWAK [ RRIY HHQROWRHDUD® BRFLDO &DUH D (
JRYHUQDQFH IUDPHZRUNV IRU :DOHMN 6FRI/DQ® & V) & X\W UMKKH UH R X MUUHLPCHI)
J)XUWKHUPRUH SUWLFOH RI WBWLRQ OGFODWIDADIORHVR R FH O V L\Q MK D & RESHW H
FOLQLFDO WULDO PXVW EH UHMWLVEDHHGDRWD B DS/HE B FROW HD BE KU XMWY P B Q & \K
,QWHUQDWLRQDO &RPPLWWHH R)&DH G LFLDA0 - RK Q @ D®H (Us DWFROULMRIQF R Q ON UL DLAV
EHHQ UHJLVWHUHG LQ DQ DSSWRISHULR®MGD QABLNRWURRYGIHIDMIRUPDWLRQ

) <HV () 1R

3OHDVH JLYH GHWDLOV RU WKWWJHVHDQRK UHJLVWHULQJ

3OHDVH HQVXUH WKDW \RX KDY HQ QWXRHEHGU UH JLY WHHUWILHRUH $

$ +RZ GR \RX LQWHQG WR UHSRUWJ HQXOGWLW RH FALKPHN WIAVBISIS URSULDWH

3HHU UHYLHZHG VFLHQWLILF MRXUQDOV
,QWHUQDO UHSRUW

&RQIHUHQFH SUHVHQWDWLRQ
3XEOLFDWLRQ RQ ZHEVLWH

2WKHU SXEOLFDWLRQ

OO0O0O00
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[] 6XEPLVVLRQ WR UHJXODWRU\ DXWKRULWLHYV

[] $FFHVV WR UDZ GDWD DQG ULDR® MWRYBXBQUDKW RWWHIOQ EW X @\ RREP L Q/GH
RQ EHKDOI RI DOO LQYHVWLIJDWRUV
[]1R SODQV WR UHSRUW RU GLVVHPLQDWH WKH UHVXOWYV

[] 2WKHU SOHDVH VSHFLI\

$ :LOO \RX LQIRUP SDUWLFLSDQWYV RI WKH UHVXOWV"

(3 <HV () 1R

3OHDVH JLYH GHWDLOV RI KRDRXVZRO MX@ WRIUFP ISDQURW. FABLQJ VR

$ +RZ KDV WKH VFLHQWLILF TXDEHHQ BRY WUV NEXN DIEKRSULDWH

] QGHSHQGHQW H[WHUQDO UHYLHZ

[] SHYLHZ ZLWKLQ D FRPSDQ\

[] SHYLHZ ZLWKLQ D PXOWLiIFHQWUH U, HDUF' JURXS
[]SHYLHZ ZLWKLQ WKH &KLHI ,QRHWRVM \RE O\WQLQYWLRQXWLRQ
[]SHYLHZ ZLWKLQ WKH UHVHDU® ‘WHDP

[]5HYLHZ E\ HGXFDWLRQDO VXS JYL.

[] 2WKHU

-XVWLI\ DQG GHVFULEH WKH UHYLHZWHKIHRBHY Y HYQIGDR XBVHRARP XQGHWKMHO NHQ E
UHVHDUFKHU JLYH GHWDLOV RUWRN HE®R GAKZK UHK IKHDZ/ XQGH

JRU DOO VWXGLHYV .J4&€ < H lentred ikch please ARVBIOHQWERBYIQ W BRIEHRBRLFBRU LIWYLDILXAHD B B
WRJIJHWKHU ZLWK.respondeH O JHVSRQGHQFH

JRU QRQ GRFWRISELD Vicase &1 Qse arARBDBFKVKSOBDYHVNV@ HQRW HUBRP XRXR UH G QNN

$ +RZ KDYH WKH VWDWLVWLFDO DVBRFWVY RHEFARHDWHY 8§ ®WR & ULBLHD W H

[]SHYLHZ E\ LQGHSHQGHQW VWDW LIX\GHID @ FRBRIOQWRIRQHG E\
[] 2WKHU UHYLHZ E\ LQGHSHQGHQW VWDWLVWLFLDQ

[] 5HYLHZ E\ FRPSDQ\ VWDWLVWLFLDQ

[] 5HYLHZ E\ D VWDWLVWLFLDQ ZWRKIQ WXHWELKKW L@QHV W LJ

[] 5HYLHZ E\ D VWDWLVWLFLDQ ZRW RXQ WL RHIHVBID UBR X\SH D P
[] 5HYLHZ E\ HGXFDWLRQDO VXSHUYLVRU

[] 2WKHU UHYLHZ E\ LQGLYLGXD® H[®HKUWHWVHYDQW VWDWLVWLF

[] 1R UHYLHZ QHFHVVDU\ DV RQO\ DUMIRG\Q ZLIOV EGGDNVHURFHG 5)GM\QRMO V
UHTXLUHG

,Q DOO FDVHV SOHDVH JLYH GIHMKDLOD VY HEHSORRZV R E QKK HRIUQ G YH.FH\E IV Q J | VIDIGH [VAM
EHHQ SURYLGHG LQ FRQILGHQFID WWPH GWM WRIGOVQORMWLWKVEHRQ FRQFHUQHG

7LWOH )RUHQDPH ,QLWLDOV 6XUQDPH
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'"HSDUWPHQW
,QVWLWXWLRQ
:RUN $GGUHVYV

3RVW &RGH
7HOHSKRQH
)DI

ORELOH

( PDLO

30HDVH HQFORVH D FRS\ Rl DQ\ DHBRUMOH/ RRPIPNQWW RWWLFLDQ

$ :KDW LV WKH SULPDU\ RXWFRPH PHDVXUH IRU WV , VWXG\"

$ :KDW DUH WKH VHFRQGDU\ RXWIFR@H PHDVY .UHV"

$ :KDW LV WKH VDPSOH VL]H IRRZWIHLSDHWWULFLSDQWY VDPSOHMW Q DMRD VUWHX
WRWDO" ,| WKHUH LV PRUH WKDQUROHBVUBICYT OMIEWHDRIZY H

7RWDO 8. VDPSOH VL]H
7RWDO LQWHUQDWLRQDO VDPSO V., |LQFOx .QJ 8.
7RWDO LQ (XURSHDQ (FRQRPLF $L 'D

JXUWKHU GHWDLOV

$ +RZ ZDV WKH VDPSOH VL]H G HF LREWIP DOSRRPSOH VL]H FD O FX\W B VKIRQWACLW ¥
JLYLQJ VXIILFLHQW LQIRUP D VXIFRIQWKRI ¥ ROWXODMIKR QHSURG

$ :LOO SDUWLFLSDQWY EH DOORFDWHG WR JURXSY DW UDQGRP™

() <HV (O 1

$ 3OHDVH GHVFULE'H WKH PHWKRGM BO IRUIDRWKHHNU DEBWRSULDWDB WHWKBBVH
ZKLFK WKH GDWD ZLOO EH HYDO REWHG WLR PHHW WKH VWXG\

$ 2WKHU NH\ LQYHVWLIJDWROWDPRIE QQREMXBWRMUYO JUDQW KB XMSKSROLF D@ VRV
PHPEHUV RI WKH &KLHI ,QYHVWLQRW RARIWVWRKHDP® VWRGK@MWQUHVHDUFKHUYV

7LWOH )RUHQDPH ,QLWLDOV 6XUQDPH

3RVW
4XDOLILFDWLRQV
(PSOR\HU
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:RUN $GGUHVYV

3RVW &RGH
7HOHSKRQH
)DI

ORELOH
'RUN (PDLO

$ 6SRQVRU

/HDG 6SRQVRU

6WDV*Vi+6 RU +6& FDUH RUJDQLVDWLRQ &RPPHUFLDO VWDW
() $FDGHPLF
() 3KDUPDFHXWLFDO LQGXVWU\
() OHGLFDO GHYLFH LQGXVWU\
() IRFDO $XWKRULW\

() 2WKHU VRFLDO FDUH SURYLGHWRLQRO, ALQUDWRHOXQWDU\ VH
RUJDQLVDWLRQ
) 2WKHU

, ] 2WKHU SOHDY « VSHF \

&RQWDFW SHU"

1DPH RI RUJDQLVDW. Q
*LYHQ QD.

Y)DPLO\ QDP,

$GGUHVV

7RZQ FLW\

3RVW FRGH

&RXQWU\
7HOHSKRQH

)DI
( PDLO

, V WKH VSRQVRU EDVHG RXWVLGH WKH 8."
() <HV () 1R

8QGHU WKH 5HVHDUFK *RYHUQDQFB QG BBIRHFZ B ON&IIRWH + DDWOANRKQ VR U RX QYW H
OHJDO UHSUHVHQWDWLYH HVWBEQUXKOMGWIKQHWKH GD QFGIHDRWH V




)XOO 6HW RI 3URMHFW 'DWD ,5$6 9HUVLF

$ +DV HIWHUQDO IXQGLQJ IRU WKHHGHVHDUFK EHHQ VHFX

[])XQGLQJ VHFXUHG IURP RQH RU PRUH IXQGHUV
] (IWHUQDO IXQGLQJ DSSOLFDWIMRQQWSRJRQMHRY PRUH IXQGHU
[] 1R DSSOLFDWLRQ IRU H[WHUQDO IXQGLQJ ZLOO EH PDGH

:KDW W\SH Rl UHVHDUFK SURMHFW LV WKLV"

() 6BWDQGDORQH SURMHFW

() BURMHFW WKDW LV SDUW RI D SURJUDPPH JUDQW

() BURMHFW WKDW LV SDUW RI D &HQWUH JUDQW

() BURMHFW WKDW LV SDUW RI I GH WO HDKIFK WHDVLRQQ O DZDU G
() 2WKHU

2WKHU + SOHDVH VWDWH

$ +DV WKLV RU D VLPLODU DSSOLARWHRMNHBHENQD SSHHWHRXFMIO\WKLFV &B® RMVKW
FRXQWU\"

3 <HV (O 1R

30HDVH SURYLGH D FRS\ RI WHKrettel @/ <w should explaiis .&X@ME RHP S® D LPLR® \R X UKRQ
UHDVRQV IRU WKH XQIDYR X UTaddres\d @0 L gnlications HD 5B 8 QFD®/E B Q

$ *LYH GHWDLOV RI WKH OHDG 1+6HVHBR@WDFW IRU WKLV U

7TLWOMWHHMDPH 6XUO,_-. LDOV 6XUQDPH

2UJDQLVDWL ™ .
$GGUHVYV

3RVW &RGH
:RUN (PDLO
7HOHSKRQH
)DI[

ORELOH

'HWDLOV FDQ EH REWDLQHG IURP WWKWIWE 5 Z2R W)XGR RAHEV QKV XN

$ +RZ ORQJ GR \RX H[SHFW WKH BWXG\ WR ODVW LQ WK

30DQQHG VWDUW GDWH
30DQQHG HQG GDWH
7TRWDO GXUDWLRQ

<HDUV ORQWKYV 'D\V

$ :KHUH ZLOO WKH UHVHDUIEKNWDW B SSSUIRFSHJ'LDWH
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(QJODQG
6FRWODQG

‘DOHV

1RUWKHUQ ,UHODQG

2WKHU FRXQWULHV LQ (XURSHDQ (FRQRPLF $UHD

7TRWDO 8. VLWHV LQ VWXG\

'RHVY WKLV WULDO LQYROYH FRXQWULHY RXWVLGH WKH (8"
<HV 1R

$ KLFK RUJDQLVDWLRQV LQ WKH 8 KZLODHD K R VIV) @/KA-D AVHVWER HFW\SH RW RK JOR]
JLYH DSSUR[LPDWH QXPEHUV LI NQRZQ

1+6 RUJDQLVDWLRQV LQ (QJODQG

1+6 RUJDQLVDWLRQV LQ :DOHYV

1+6 RUJDQLVDWLRQV LQ 6FRWODQG

+6& RUJDQLVDWLRQV LQ 1RUWKHUQ ODQG

*3 SUDFWLFHV LQ (QJODQG

*3 SUDFWLFHV LQ :DOHV

*3 SUDFWLFHVY LQ 6FRWODQG
*3 SUDFWLFHV LQ 1RUWKHUQ ,

-RLQW KHDOWK DQG VRFLDO FD
FRPPXQLW\ PHQWDO KH
/IRFDO DXWKRULWL

3KDVH WuLDO
3ULVRQ HVWDEOL
BUREDWLRQ
,QGHSHQ G U YROXQWDU\ VHFWRU

(G X FDW OLVKPHQWV
,QGHSHQG DUFK XQLWYV
2WKHU JLY LOV

7TRWDO 8. VLWHV LQ VWXG\

$ :KDW DUUDQJHPHQWY ZLOO EH PDGHWYF QE YHIHZFDEWEBDWDMVDRP WX & DWW
PRQLWRULQJ FRPPLWWHH RU HTXLYDOHQW ERG\ EH FRQYHQHG

,] D IRUPDO '0& LV WR EH FRQYHQWGL GO RD WKHRREAPBHKBUF KLS D QFEHGW D QG DUR
5HVHDUFK (WKLFV &RPPLWWHH ZKHK® XO/® IDAD/ERO BHH TQKRHWE (1& VG R ' 0 & HAHARRHP
VXPPDU\ UHSRUWYVY RI LQWHULP DQDO\VHYV

$ :KDW DUH WKH FULWHULD IRWKHOWEWDYHROU RWRBESLQHVHDUFK SUHPDW XU
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$ 'KDW DUUDQJHPHQWY ZLOO EH PDGHQ&HPLE@QWX\U\W R FA-H B YGWKWB S R WW KMV L D
VSRQVRU V IRU KDUP WR SDUWLALBDQM BRJ QVK 8 JUIHNRHPDMRKH WLFN ER[ HV

I1RWHKHUH D 1+6 RUJDQLVDWLRQ KDWBUURUYH G RVRSIREWYV DY LR P QL WS VY KSHH
,QGLFDWH LI WKLV DSSOLHV GMHKEHHAXPWH Q R MUAHKEY WRHRFRIY L ) FOUH D 010 ®MAKAHUL
DUUDQJHPHQWY DQG SURYLGH HYLGHQFH

1+6 LQGHPQLW\ VFKHPH ZLOO DSSO\ 1+6 VSRQVRUV RQO\

2WKHU LQVXUDQFH RU LQGHP QLW DIUYUD QG HMPCH@W VERIORRT DS S

B3OHDVH HQFORVH D FRS\ RI UHOHYDQW GRFXPHQW,

$ :KDW DUUDQJHPHQWY ZLOO EH PDG.I—|LI@([—]JHA
VSRQVRU V RU HPSOR\HU V IRU BDUWVLW R |&RPN
DSSOLFDEOH

P BOW VRKH SR VWKW L
M WLFN ER

A~
IRWHKHUH UHVHDUFKHUV ZLWK VXEV WD K 6 KHDPYSO RPHQQYHG WIKH RY\G
WKURXJK 1+6 VFKHPHYV ,QGLFDWH W IQWK SHEMKBH MIRMMPCHHU G R F R WHK@GIW DU RHAX

DXWKRUV HJ FRPSDQ\ HPSOR\HHV SR@ DY gPH WKk WPLHEHE WKW D U UD @HHPRHQ W

1+6 LQGHPQLW\ VFKHPH ZLOO

2WKHU LQVXUDQFH RU LQGHP WH.OW VEHIORT DS S

3OHDVH HQFORVH D F

REXPHQWYV

$ :KDW DUUDQJHPH
LQYHVWLIJDWRUV FROO

GH LIRE® HIPEM XA DWQR P BIOW VRKH SRWHQWL
D WRTSWPD BL ¥ D Q W W R® RW BMPHRIGHGSEFDW F K

ARWHKHUH W v DUHLY+8 UBFOW. IGHHEWW K UR B HP Q/IKW\ 1 + 6 IMF K HR €|
D SBIOH BN MMR QARK @ HAKGR WVHR \6W RFFHL G H KGHIRIHX R IR Q
VLWHYV DU GH&G LRQUWKHWMHHSUDPWKFHYFOXREDY H VG HKIFRIK ZH ONOK |
WKHVH VLWF L. GH HYLGHQFH

1+6 LQGHP QY PH RU SUR I® \D\SLSROQ D 6 DLU/GLHA.GDWWAL OHFUXLWHG D\
5HVHDUFK LQ HV QRQ 1+6 YVWHNQBHY H (GGIMPILLOM RIUUD Q JHPRID WV |

S3OHDVH HQFORVH D FRS\ RI UHOHYDQW GRFXPHQWYV

$ +DV WKH VSRQVRU V PDGH DUUDQJHRPEWMQVRW ISDQPHRWKRH HYHQW RI KD
SDUWLFLSDQWY ZKHUH QR OHJDO OLDELOLW\ DULVHV™

<HV 1R

3OHDVH HQFORVH D FRS\ RI UHOHYDQW GRFXPHQWYV
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30HDVH VSHFLI\ WKH SRWHQWLDXQBHJUDRKR RLEE®LEH UBIDO X G H G FDQ® \LIQWH
UHVHDUFK LQ WKLV DJH JURXS

,QGLFDWH ZKHWKHU DQ\ FKLOGUMNDWHIEEHY FROWORBDY WDHFRUJILYH IXUWKHU G

30HDVH GHVFULEH WKH DUUDQJHPHGWRQRHQWMHNR®@JIDLOHRIWRQ ZLWW\SDQE
IURP FKLOGUHQ DEOH WR JLYH FRQVHQW IRU WKHPVHOYHYV

,JARX LQWHQG WR SURYLGH FKLRGRBWLR@GBER

LQHVHDUFKRNQIBINV HHHR
SOHDVH RXWOLQH KRZ WKLV SURFPMRWZXKIHLO DD

IHJ RI XQGHUVWDQG

&RSLHV RI ZULWWHQ LQIRUP D WIOREQ F\KK IDIEW,
VKRXOG EH HQFORVHG ZLWK WKH DSSO

ssént form(s) and HY{WORQ B WR WD\Q
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30HDVH HQWHU GHWDLOV RI WK H & RAKWY IRRIU DW L VDAB LR R WR AU WHV WK @ VA EW K
UHVHDUFK \RUNHAM VLWHY WKH KRVW RUJD@HDDWIKRD RD/UWG K HK AWXVWKR Y H\DH
VLWH HJ *3 SUDFWLFH SOHDRVUND\WVROQW3WK R WKRWWYORWK D6 R D DG GL Q QW K WQ
VLWH HJ *3 SUDFWLFH LQ WKH 'HSDUWPHQW URZ

SHVHDUFK VLWH ,QYHVWLIJDWRU &ROODERUDWRU &RQWDFW
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Ethics Review Procedure
Screening Report

Call Reference

H2020-PHC-2015-single-stage

Proposal Number

687228

Acronym

MAGIC

Ethics Issues

Humans
Does this research involve human participants? Yes
Are they patients? Yes
Does this research involve physical interventions o n the study participants? Yes

Protection of personal data

Does this research involve personal data collection and/or processing? Yes

Does it involve the collection and/or processing of sensitive personal data (e.g. health, sexual Yes
lifestyle, ethnicity, political opinion, religious or philosophical conviction)?

Does it involve tracking or observation of particip ants? Yes

Does this research involve further processing of pr eviously collected personal data (secondary use)? Yes

Ethics Requirements

Both patients and carers will participate in the cr eation and/or validation of the new technology,
but inadequate details are provided on the recruitm ent of participants. This information must be
provided prior to their_involvement in the project.

If adults with stroke unable to give the informed ¢ onsent will be eligible subjects in the trial, the

applicant must clarify how consent will be obtained from these patients. Justification for their
participation must be provided, along with detailed information on the related ethical issues.

Relevant documentation and details must be provided about the measures taken to prevent the
risk_of enhancing vulnerability/stigmatisation of i ndividuals/groups (e.g. adults with stroke).

The applicant must clarify whether invasive physica | procedures will be used and must describe
these invasive physical procedures.

Details on incidental findings policy must be provi ded.

Copies of ethical approvals for the collection of p ersonal data by the competent University Data
Protection Officer / National Data Protection autho rity must be submitted.

Detailed information must be provided on the proced ures that will be implemented for data
collection, storage, protection, retention and dest ruction and confirmation that they comply with
national and EU legislation.

implemented

Detailed information must be provided on the inform ed consent procedures that will be

In the case of use of any data not publicly availab le (secondary use), relevant authorisations from
the primary owner of the data must be provided.
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Ethics Review Outcome

Ethics Opinion

Conditional ethics clearance (subject to compliance with ethics requirements) Yes

Reasons (conditional ethics clearance):
The applicant must ensure compliance with the requirements listed above and the following:

- Copies of ethical approvals from the competent legal local/national ethics boards/bodies for all
locations where the trials will be conducted must be submitted prior to the commencement of the research.

- Appoint an independent ethics advisory board or ethics board to report to the Commission on the
compliance with the ethics requirements.

Ethics Check/Audit

Ethics Check/Audit

Would you recommend an Ethics check/audit for this project? No
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