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How to present a project for ethical evaluation by
the Committee?

Upload general information of the
project to the evaluation platform:

https://evaluacionetica.uc.cl

Once notified:

Upload Protocols and supporting
documentation

CEC Decision
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CEC Schedule

ComiTE ETico CIENTIFICO EN CIENCIAS SOCIALES, ARTES Y HUMANIDADES

Calendario Sesiones 2020

El Comité de Clenclas Sociales, Artes y Humanidades sesiona de manera reguiar dos veces al mes, con excepcion de febrero, mes en que no
seslona.

En este link encontrard la calendarizacion de las sesiones y las fechas limite en que los investigadores deben presentar su documentacion para
ser evaluada en determinada sesidn. Es fundamental que tenga en consideracidn este calendario en su planificacion.

N* de sesion Fecha limite para recibir documentos Fecha de sesion
1 15 de diciembre 2019 8 de enero 2020
2 30 de diciembre 2019 22 de enero 2020
3 15 de enero 11 de marzo 2020
R 30 de enero 25 de marzo 2020
5 15 de marzo 08 de abril 2020
6 30 de marzo 22 de abrll 2020
7 15 de abril 06 de mayo 2020
8 30 de abril 27 de mayo 2020
9 15 de mayo 10 de junio 2020
10 30 de mayo 24 de junio 2020
1" 15 de junio 08 de julio 2020
12 30 de junio 22 de julio 2020
13 15 de julio 05 de agosto 2020
14 30 de julio 26 de agosto 2020

www.uc.cl
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Required documents for the ethical evaluation

« Social Sciences, Arts and Humanities Protocol.
* Researcher’'s commitment

« Qriginal Project

* Informed consent and / or assent forms (CI / Al).
« Data-collection instruments.

« Institutional authorization sample letters.

« Collaboration agreements, terms of reference or contracts
associated with the proposal.

www.uc.cl
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Parts of the evaluation protoco

w2 Social Sciences, Arts and Humanities Ethical
. Evaluation Protocol

|Intemal use

Assigned number
Presentation date
\Presented version —

1. RELEVANT BACKGROUND FOR PROTOCOL PRESENTATION

The main mission of this Committes & 10 protect the dignity and well-being of the peopie and communitiss that participate in a
scientilic research, their rights and freedoms, and their saciocultural and heritage environmeant.

1. Criteria to be evaluated by the CEC: According to General Techmcal Standard 151 n * 7.2, updated in 2016 with crouias A15 /01, which
establshes the seif evalustion guidelines for the acoredatation of CECs, thase Committass mest concider at foast the following criteria when
akating 3 pratocol

v Scentific validity of the research

¥ Socal utility of the research

¥ Researchers competence

¥ Riskbenetnt ratio

v Faiir seéection of poople researched

¥ Procurement process of infarmed consent and, whare appropriate, informod assent.

¥ Process of w from indneiduats and when

Y o for inf: d consent, ind d assent, 10 indrviduals and | or an the case.

¥ Protection of vulnerabile groups.
¥ Protection of privacy and contidentiality.
¥ Provision for compensation in the event of adverse events that harm the person, whan appropriate.

2. o d: in order 10 evaluate the oreria fsted up 20ove. and others that the CEC may consider pestinant in
=peciic cazes, only the propasals that upiaad the foliowing documenta: 33 3 MMM, 10 the platiorm will be reviewed.
Y The Somal acences, Arts and Humanitses cthical evaluation protocol
v The copy of the arignal research propet awardad or the thesis projpect approved by the study program Justity i this copy of the
Anginal progect doss not eestl
Y Commatmernt of the researchar iy charge with all the required BgnatuTes.

@ B cdine te fmrpy it/ et et e o i g wmition. ol s
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Parts of the evaluation protocol

St R Social Sciences, Arts and Humanities Ethical
Y Evaluation Protocol
3.Formal aspects of the protocol:

v Ali sections of the protocol should be considered, except where expiicitly stated otherwse, in case one or some of them are not
pertinent, you must state *Doesn’t apply™ or another justification for the omasion of information.

The protocol must state the information in terms understandable 1o anyone {not an expert in a dasaphne).

The protocal must be carelul and rigorous in its presentation and writing, since it & an eventual public document.

The content of the entire protocol must be weitten in a single language, Spanish or English.

Additional documents (CL, Al suthorzations to individuals or instiautions, mstruments, 1.} must be presented in the nguage of
the participants. if not Spanish, a transistion must also be included.

L N

Il.-RESEARCHERS' BACKGROUND

Titie of the research l

Rol Name ID number Academic Institution Email Research Ethics
Status Training

IIl.- BACKGROUND FOR THE EVALUATION OF THE SCIENTIFIC VALIDITY AND SOCIAL UTILITY OF THE INVESTIGATION

I nhtaeia 1t dat A Nama i R PR - 1

v Indicate that you have
the CITI certification
v Upload certification

www.uc.cl
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Parts of the evaluation protocol

Ill. Background for the evaluation of the scientific
validity and social utility of the research

- Objectives
Clear and differentiated

- Summary
Synthesis of the study as a whole
Understandable to the common citizen

- Scientific justification
Main scientific arguments that support the research
Mention the literature

www.uc.cl
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Parts of the evaluation protocol

Methodology

- Schematic description of the research design and its stages
Detail study stages

- Person responsable and criteria for the selection of people,
participating communities, work areas or study materials

Who is the one responsible for the selection?
What are the inclusion and exclusion criteria?

_ _ v' Consider:
- Recruitment and selection strategy v Invitations
State how will you recruit. v’ Posters
Institutions and participants sequence. v’ Authorization letters
Direct access to the participants. sample
How? When? Who? v Data access
authorization letters.
www.uc.cl



Parts of the evaluation protocol

Methodol ogy o v The examiners must

- Intervention and data-collecting instruments understand what it
They are presented in the particpant’s language. is that you will

h e f | undertake in the
They are individually presented to be evaluated. realization of the
If you don’t have them, you must: proposal.
Account for variables or dimensions

Commit to present the instruments when you have them for thE_
approval of the CEC.

v Safeguard the
consistency
between what is
indicated in these

- Data-collecting proceedings sections and what

Describe in detail :Sc}“li'\icatec' in the

When, how, where and with who v Consider:

- Use of the collected data Confidentiality
agreements.

- Estimation of key dates

_J www.uc.cl
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Parts of the evaluation protocol

V. Background for the evaluation of the care of
participats and communities and their sociocultural
and heritage environments

a) Cost-benefit relation.

b) Aspects associated with vulnerable people.

c) Aspects associated with the protection of the privacy and
confidentiality of participants.

d) Aspects associated with voluntariness of people's participation in the
research and use of informed consent (IC)

e) Aspects associated with voluntariness of the participation of children
and young people, minors and the use of informed consent.

f) Aspects associated with the participation of members of indigenous
or native peoples in the research.

g) Specific considerations for studies with cultural heritage.
h) Other ethical considerations.
V. Annexes www.uc.cl
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CEC Resolutions

v Approved: an approval certificate is issued and is valid for
one year.

v' Approved with minor changes: the principle researcher must
make adjustments and present the changes. They are
reviewed. If they are correct, the approval certificate is issued
immediately.

v Approval subject to major changes: the principle researcher
must make the adjustments and present the changes. The
project re-enters the committee and is reassessed in a regular
session. Can continue with comments or approved.

v Not approved www.uc.cl
—



Subsequent to the Committee meeting

« According to the CEC Regulations at PUC, there is a
period of 20 working days to deliver the resolution to
researchers.

« Usually we take 1 week, a week and a half to send the
resolutions.

« After the resolution is sent, the time in which the project is
approved depends largely on the researcher, since, as in
the case of minor observations, it is not required to review
by a committee meeting again.

« The improvements submitted by researchers are
reviewed every Tuesday at a board meeting, attended by:
the President, Vice President and Executive Secretary.

www.uc.cl
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Renovations

« Ethical approvals are valid for 1 year, beginning from the
date they are discussed in session.

 Researchers must pay attention to the expiration date of
the ethical approval, so they can request a renewal on
time to the CEC.

* On the platform, select "Amendment" (there is no specific
option for renewal) and attach a renewal letter.

 The letter format can be downloaded from:
http://eticaysequridad.uc.cl/comite-etico-cientifico-en-
ciencias-sociales-artes-y-humanidades/cec-sociales-
2/solicitud-de-renovacion.html

www.uc.cl
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about:blank

Amendment

« The ethical approval of a project includes all of its
elements such as: financing, research team, sample,
recruitment, data-collecting procedures, Iinstruments,
analysis and chain of custody, among other things.

« Any modification to the research must be reported to the
CEC prior to its implementation, in the form of an
amendment letter, which enters the next session
Immediately for discussion.

www.uc.cl
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Amendment

« |t Is Important that researchers are attentive to inform the
Committee of the changes in advance, in order to avoid
delays in the execution of their studies.

« As in the case of renovations, the option “amendment” must
be selected via the platform and be attached to the
corresponding letter.

« The letter format can be downloaded from:
http://eticaysequridad.uc.cl/comite-etico-cientifico-en-
ciencias-sociales-artes-y-humanidades/cec-sociales-
2/solicitud-de-enmienda.html

« Both requests for renewals and requests for amendments
are the sole responsibility of the researchers.

www.uc.cl
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Monitoring

 In addition to ethical approval, Fondecyt requires
researchers to have an ethical monitoring, which is
performed once during the execution of the study.

 Thus it is usually done at the end of the research, but it
can also be done at the end of the first or second year of
Implementation.

« It is the responsibility of the researchers to request CEC
monitoring, since the CEC does not currently have the
capacity to keep track of the dates by which they must be
carried out.

www.uc.cl
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Support resources
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Contacts

Alejandra Santana, UC Research Ethics and Safety Coordinator
asantana@uc.cl

Marisol Rodriguez, Manager of Social Sciences, Arts and
Humanities Research Ethics
mrodrico@uc.cl

Maria Eugenia Torres y Solange Santibanez, Research Ethics and
Safety Assistants

eticadeinvestigacion@uc.cl
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