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MOVIMIENTO DE ACCESO ABIERTO A
LOS RESULTADOS CIENTIFICOS



sQueé es el acceso abierto?

* “Por acceso abierto a la literatura (cientifica), entendemos
su disponibilidad gratuita en Internet, para que cualquier
usuario la pueda leer, descargar, copiar, distribuir o
imprimir, con la posibilidad de buscar o enlazar al texto
completo, recolectar los articulos para su indexacion,
pasarlos como datos para software o utilizarlos para
cualquier otro proposito legitimo, sin mas barreras
financieras, legales o técnicas que aquellas que supongan
acceder a Internet. El unico limite a la reproducciony
distribucion de los articulos publicados y la Unica funcion
del copyright en este marco, no puede ser otra que
garantizar a los autores el control sobre la integridad de su
trabajo y el derecho a ser reconocido y citado”

Definicion de Budapest Open Access Initiative BOAI 2002


http://www.soros.org/openaccess/translations/spanish-translation

Las 2 rutas del Acceso Abierto

Revistas de acceso abierto

v
v

Acceso abierto inmediato

Son revistas de editores de nuevo
cuio cuyo modelo de negocio difiere
del de las revistas de suscripcion >>
ningun coste para el lector

Son revistas peer reviewed, con
estandares internacionales

No suele haber transferencia de
copyright a terceros y suelen llevar
licencias Creative Commons o similar

Algunas revistas requieren el pago
previo por parte del autor y otras
revistas, no

Los editores de suscripcion se han
embarcado en (1) la creacién de
revistas de acceso abierto nuevas, (2)
la transformacion de revistas de
suscripcion en revistas de acceso
abierto y (3) el desarrollo de
programas de acceso abierto hibrido
en revistas de suscripcion

Repositorios de acceso
abierto

Acceso abierto inmediato o
embargado

Son herramientas de difusion
gratuita en la web de resultados de
proyectos de investigacion

Se alimentan de distintos tipos de
resultados de investigacion

Publicar en revistas y almacenar
copias propias en repositorios no es
incompatible (versiones editoriales
en los casos de articulos publicados
en acceso abierto y versiones
estipuladas por los editores en los
casos de articulos de suscripcion)

Primeros proyectos con médulos de
peer review en repositorios

Papel en nuevos modelos para
infraestructuras de ciencia abierta



Tipos de Acceso Abierto

Acceso abierto (free): el acceso a la

informacion es gratuita pero todos

Types of Open Access: A matrix los demas usos estan sujetos a
derechos de autor

Acceso abierto (open/libre): el

I . LI 4 .
_ I _ acceso a la informacion es gratuita +
Porsaast wokeltn S permisos implicitos para copiar,
Institutional website I Past-prints {feferend, H H . .
| accopted) reproducir, distribuir, hacer obras
en Acce oo i iy derivadas. Obras sujetas a licencia
Gratis/Free Publisher Access through | Institutional/subject de contenido en abierto (open
partnerships (e.g. R4L) 5 repositories .
| content license)
I Artide Processing
Open Access | Charges (A9C)
i I ratis, nsSor
L'bre/Open Article Processing 1 S -
Charges (APC) |
I
Hybrid Journal | OA Journal

Acceso
abierto libre

https://www.slideshare.net/missan/understanding-open-access
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Algunos numeros...

* Existen aproximadamente 70
millones de documentos en acceso
abierto

 Elagregador de repositorios BASE
tiene un crecimiento diario de 1.800
documentos en acceso abierto

e Existen mas de 2.600 repositorios de
acceso abierto segun
http://opendoar.org/

Fublic Access
4.5 MILLION Articles
ars amived i PME
Confiant peowided in parf by~
2027 329 4368

Ful! Paricipatan NiH Forifolie  Selecive Desoxit
Joumals Joumals. Jeumalz

EACIDVEMIDAIEVESID Comerter

https://www.ncbi.nlm.nih.gov/pmc/

* El repositorio mas grande del

mundo es PubMedCentral (PMC), Annual ?r“"‘sh (percentage) o o) 06/30/17
con 45 millones de artl,CLllOS 68%|# 0 a:;a emiC peer-reviewe ooks (DOAB 8,172
. , . . 40%|# publishers (DOAB 217
Clentlflcos en acceso ablertO y la 39% SCF?JAPB numger nf]alarchives 15,790
participacion de miles de revistas 34%|Video (movies) (Internet Archive) 3,437,542
° Fuente: 33%|Internet Archive: Software 178,635
. . . 29%|# of content providers (BASE) 5,621
';rftgs-%gggt/gg;gpaonrgtcisc-Z'gogvsvgﬁt;o 27edTexts (Intemet archive)
Open_access_seneshtml 26%|PMC journals some OA 609
25%|Internet Archive: Images 1,476,743
20%|# of documents (BASE) 112,458,360
17%|Audio (recordings) (Internet Archive) 3,477,033
17%|RePEc journal articles 1,491,037
14%|# of articles searchable at article level {(DOAJ)| 2,493,835
14%|PMC select deposit journals 4,296



https://www.base-search.net/about/en/
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Retos en Biomedicina (1/3)

Comparison of biomedical full-text literature archives

Literature Archive (Provider, Year) Temporal Full-text Biomedical Articles and archive coverage (approx.) Viewing Media
Coverage
PubMed Central (.S, National Library of 1950 - present | 2.7 million from 3,700 journals, including fill participation, WNIH portfolio, | Classic, PDF, EFUB,
Medicine, 20007 selective deposit PubReader
CINAHL Plus with Full Text (EBSCO, 2010) | 1937-present 768 journals and magazines, 275 books and monographs from nursing and | PDF
allied health disciplines
SpringerLink (Springer. 1998) 1860 — present | 6.4 million from biomedical, chemical life, public health and medical Classic, PDE, EPUB
SCIences
ScienceDirect (Elsevier, 2000) 1823 - present | 8,077 life and health sciences journals and book chapters PDF
Wiley Online Library {(Wiley-Blackwell, Unknown Journals, Online Books, and Reference Works (biomedical coverage (Classic. PDF
2010y unknown)

* Volumen de articulos exorbitante (docenas de millones)

 Rapidez en la publicacién

* Concentracion de articulos en revistas de suscripcion (Elsevier, Springer Nature, Wiley)

« Area de investigacion altamente competitiva (conexién con revistas alto factor de impacto)
e Creciente multidisciplinariedad

* La brecha entre lo que se sabe (cientificos) y lo que se aplica (hospitales, agencias
financiadoras, pacientes, ONGs...) es considerable

e Auice de mineria de datoc v otrac tecnolociac nara nroce<ar tanta informacidn


https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4593617/

Retos en Biomedicina (2/2)

Online First CurrentIssue Alllssues Special Issues Multimedia ~ Information for Authors

-_ All Content v !-Search| Advanced Search

= Previous Article Volume 374, No. 9683, p86-89, 4 July 2009 Next Article =

. Viewpoint

Avoidable waste in the production and reporting of research

evidence
lain Chalmers, DSc@l:I, Prof Paul Glasziou, RACGP

.‘f PlumX Metrics (@

DOl http:/fdx.doi.org/10.1016/50140-6736(09)60329-9 ﬂ D E
[# Article Info

Summary | Full Text | Tables and Figures = References

“85% of biomedical funding is wasted on research as it is ill conceived, poorly
executed, inappropriately analysed, inadequately reported, side-tracked by bias and
stifled by red tape” and “much of the scientific literature, perhaps half, may simply be

untrue”. Serie de articulos en The Lancet
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Retos en Biomedicina (3/3)

Reproducibility and the conduct

of research

Data dredging
Alsg known as
p-hacking, this imeobees
repeatadly searching
a dataset or trying
atternative analyses until
a "significant’ result
5 found.

Errors
Technical errars may
exist within a study, such
a5 misidentified reagents
or computational ermors.

Omitting null
results
When scientists o
journak dedde not
tor pulsish studies
urless resulis
ara statistically
significant.

Issues

Underspecified
methods
A study may be veny

Underpowerad
study
Statistical powar is the
ahbility of an analyss
to detect an effect, if
the effect exists — an
underpowened study
& oo small to reliably
indicate whether or not
an etfect exists.

Weak
experimental
design
A study may have one
or more methodalogical
flaws that mean it is

Open data
Orpenly shanng results and the underlying data
with other soemtists,

Pre-registration
Publidy registering the protocol before a study
s conducted,

Collaboration
Working with other research groups, bath
farmally and informally.

Automation

Finding technological ways of standardising
practices, thersby redudng the opportumity for
hurman ernar,

Open methods
Publidy publishing the detail of a
study protocol.

Post-publication review
Continuing discussion of a study in-a public forum
after it has been published (most are reviewed

@0

robaust, bt its methods before pubbcation).
neat shared with athar

scientists in enowgh

unlikaly 1o prodiuce
refighle or valid results,

detail. so others cannot

ALGUNAS SOLUCIONES

LOS PROBLEMAS


https://acmedsci.ac.uk/file-download/38189-56531416e2949.pdf

Beneficios del Acceso Abierto

Aasearchers in
developing countries
can ses yaur work

Taxpayers get value
for money

.

Compliant with grant
rules

CCBY Dairny Kngaley & Sarab Beoam

More exposure for =TT |

your work

Practitioners can
apply your findings

Higher citation rates

Your research can
Influence policy

L

The public can access
your fimdings




Auge de las campanas “Open in order
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What concrete benefits can be realized by making
scholarly outputs openly available? ¢Cémo se reutiliza la produccién en Acceso Abierto de DIGITAL.CSIC?

A pesar da los Innegables avances del movimiants de Access Ablerto con frecuenda fos debates Sobre 5u Impado siguen centrandose exdushvaments en recuentos en diversos tipos de
Inticaores y sistemas de meduones e uso. sin explorar i05 casos concretos y rezles que ponen de manfiesto como &l Access Ablents 1o soio benafica @ los aulores y 8 las Imsttuciones
de investigacitn sino también a ln sociedad en general. zPor qué importa ol Acceso Ablerto? Con este portal queremos unimos al resto de iniclativas que en todo ef mundo demusstron que.
mayor acceso gratuito 8 los resultados de ke activided acodémica y generosas licencias de uso benefican a todos. A través de casos conoretos ¥ testimonios personales damos a conocer los
milliples s y aplicaciones que recihe i3 ciencla COIC disponible en Accece Ablerto 80 o reposiiorh DIGITAL CSIC
Con esie portal [ambln SpOMAMs AUESTID Jrano de arens 3 las ceshraconss de [ & cional del A 10 21T CUyD JSmony es precdsamente " Open i order 1o, y
gue pone el acentn en las aportunidacies que brinda esta agertura a distintos niveles,

“ r 1
L a 4
MAYOR ACCESD A CONTENIDOS CIENTIFICOS ¥ AVANCES EN LA INNOVACION CIENTIFICA Y MAYOR INFORMACION PARA PACIENTES ¥
EDUCATIVOS TECNOLOGICA CUIDADORES

o O Bl r ¥
k 4 S I:ful:i 4

PROMOCION DE CARRERAS DE INVESTIGACION PRESERVACION DEL LEGADO CIENTIFICO IMFULSD A NUEVOS ENFOQUES DOCENTES

r l il
i i

AUMENTO DEL IMPACTO PUBLICO DE LA CIENCIA LABORATORIOS DE CIENCIA ABIERTA FUENTES DE INFORMACION PARA MEDIOS

END EXTRENE HELF FEED THE HARBESS THE
FOVERTY WOoORLD HUNMAN GENDME

RAISE THE LEVERAGE

visticiry or vour [l STLYC TRE naReeeT e http://proyectos.bibliotecas.csic.es/digitalcsic/r
eutilizacion/

ABDVAMCE THE FINE HEW
MISSI0OM OF NDM- TREATMENTS FODR
FPROFITS MALARIA

https://openinorder.to/

SLOW THE SFREAD
OF HIW
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ACCESO ABIERTO Y COPYRIGHT. TIPOS
DE LICENCIAS



El proceso estandar de publicacion
cientifica y el papel del copyright

The publishing process:
researcher’s perspective

KNOW your author i ) ) PROMO:TE .
Responsibilities Pest-prit version your article in
CREATE Author ID account of your manuscript UQeSpace and
beyond
CHOOSE a journal
READ Journal I T
structions F | T

OR

Revisions,
revisions,
revisions.

SIGN contract wrth publisher.
SELECT copyright licence.

Rejected Rejected

Scholatly Publishing LA L TBIRAID



= H

ALCRND

QU E

ACCESO
CERRADO

1 Derechos de los lectores

Derecho 3 la lectura gratuita de
todos bos articulos inmediatamente
después de su publicacion

Derechoa la lectura gratuita de
todos bos articulos después de un
embargo de de no mas de 6 meses

Derecho 2 13 lectura gratuita de
todos kos articulos después de un
embargo de mas de 6 meses

Derecho ala lectura Inmediata 3
2kjunos, pero no a todos los
articulos {incluyendo modelos
“hibridos”)

Suscripcion, membresia, pago por
evento u otras cuotas requeridas
para leer todos los articulos

Derechos de reutilizacion

yremezcla

los derechos reservados)

Derechos generosos de reutilizacidn

Jerechos de publicacion delautor  Publicacién automatica

(opyrights

El autor posee el
copyright sin ninguna

Las publicaciones hacen que sus
articulos estén disponibles en

(por ejemplo, ficendia CC BY) restriccion epositorios confiables de terceros

0. ¢f. PubMed Central) inmediata-

mente después de su publicacion

Reutilizacion, remezcla y elaboracion €l autor posee el copyright con [l Elautor puede publicar la version | ) Las publicaciones hacen que los
posterior del trabajo sujetas 3 ciertas final del manuscrito revisado por | Biticulos estén disponibles automiti-
restricciones y condiciones (p, ), colegas {"postimpresion”) en ' amente en repositorios confiables
licencias CC BY-NCy CCBY-SA) cualquier repositorio o sitioweb | fid terceros (p. ef. PubMed Central)
dentro de un periodo de 6 meses

Reutifizacion (sin remezcla o elabo- [ La editorial posee el copyright con il €l autor puede publicar la version | lf Las publicaciones hacen que los
racion posterior del trabajo) sujeta Bplgunos permisos de reutifzacionde il final del manuscritorevisado | Biticulos estén disponibles automati-
3 clertas restricciones y condiciones 8 la version publicada para ef autory i por colegas (‘postimpresion’jen | amente enrepositorios confiables
(e} licencia CCBY-ND) los lectores algunos repositorios o sitiosweb | e terceros (p. ¢ PubMed Central)

entro de un periodo de 12 meses

La editerial posee el copyright con  J El autor puede publicar la versidn
blgunos permisos de reutifzacion de il presentada/borrador del trabajo
laversion publicada para el autor  Jil final {"preimpresidn’) én algunos

1epositorios o sitios web

Sin derechos de reutilizacion después
\del uso justo /limitaciones y excepcio | L2 edRorial posee el copyright sin £l autor no puede publicar Sin publicacion automdtica en
mes al copyright {copyright con todos JiingUn permiso de reutiizacion mas lf  ninguna version en ningdn repositorios de terceros

3113 del uso justo para el autor repositario o sitio web

Legibilidad en maquinas

Tt completo el articulo, metada-
tos, Gtasy datos, inchuyendo datos

n maquinas comunitanas a través de
una AP o protocolo estandar

:?uede accaderse o rastrearse el texto
completo del articulo, metadatos,
citas y datos, incluyendo datos
complementarios a través de una API
0 peotocolo comunitario estandar

Puede accederse o rastrearse el

‘texto completo del articulo, metada-

108 Citas sin un parmiso 0
registro especial

IPuedeaccedefseo rastrearse el texto
| completo del articulo, metadatos y
Citas con un permiso

El texto completo ded articulo y Jos
metadatos no estén dsponibles en un
formato legible en maquinas

compbmﬁariosenbnmkgiﬂsi ;

| At

4

CEFS
[ CFRAAL

mnnnnnEz e E

0

A
oDt Open Acreds eciun’, © 1015 SPARC s PO, bownviad ance (&Y

How Open Is it? http://sparcopen.org/wp-content/uploads/2016/01/0OAS Spanish web.pdf
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Diferente gestion de copyright en revistas de

suscripcion y revistas de acceso abierto

REVISTAS DE ACCESO ABIERTO

REVISTAS DE SUSCRIPCION

Un “contrato de transferencia de
copyright” (CTA) implica la cesién legal
del copyright por parte del autor a una
revista. Como consecuencia, se suelen
restringir todos los usos del articulo y
hay que pedir permiso a la revista

Ahora, la norma comun es que en el
contrato de transferencia de copyright
la revista indique al autor qué usos del
articulo le estan permitidos

Aquellos usos posibles que no se
indiquen explicitamente en el contrato
deben confirmarse mediante
autorizacion por escrito de la revista

Con frecuencia, las revistas de
suscripcion ofrecen “licencias para
publicar” como alternativa, pero
también en estos casos el editor
establece cdmo el autor puede
reutilizar su articulo

Las revistas y editores de acceso
abierto, por el contrario, usan las
licencias Creative Commons o
similares. Significa que el autor del
articulo conserva su copyright vy la
revista se limita a publicar el articulo

Sin embargo, también entre las
revistas de acceso abierto, pueden
darse casos en que (1) se requiere
la transferencia de copyright al
editor y (2) solo después se ajusta
el articulo a una licencia Creative
Commons o similar. Esto significa
que el autor pierde el copyright de
su obra. Suele darse en revistas de
acceso abierto hibrido



Diferencias en los derechos de reutilizacion
para el autor por tipo de acceso abierto

e

Version of record freely availlable Accepted manuscript freely
on the publisher's website available in an online repository

Version avallable

Embargo period usually appliled

Availability Open access is immediate ours I1s 12 months
s 2 S -

=T b ava > -
Charges APRPC payable Dy author

= institution or Tunding body No fee payable by author

Creative Commons CC licence is required No CC licence required

Full open access or hybrid

Can be published In Subscription or hybrd journal

journal
Accepted Version of Accepted Version of
Sharing rights manuscript record manuscript record
bl_'t.-‘irr—: with Individuals on request, for personal I F ./ ./
use
Use for teaching or training materiais v e < v
Use in submissions of grant applications, or
academic requirements such as theses or v v v o
dissertations
Share with a closed group of research
collaborators, for example via an intranet or J v
privately via a scholarly communication
network

Share publicly via a scholarly communication
network that has signed up to STM sharing v g x ><
principles

Share publicly via a personal website,
Institutional repository or other not-for-profit v v x >
repository

Share publicly via a scholarily communication
network that has not signed up 1o STM sharng > v > >
principles



http://www.rsc.org/journals-books-databases/open-access/
http://www.rsc.org/journals-books-databases/open-access/

Ejemplos de licencias para resultados
de investigacidn en acceso abierto

LICENCIAS ESTANDARES INTERNACIONALES

e Creative Commons (para publicaciones, audiovisuales, musica, datos..)
e Open Data Commons (para datos)

e Licencias de Open Government

e Licencias Free and Open source

mm | [CENCIAS NO ESTANDARES EDITORIALES

e Licencias de American Chemical Society (para articulos nuevos)
e Licencia de uso de Elsevier (para numeros pasados)

CONSIDERACIONES

e Licencias gratuitas, irrevocables, no exclusivas, universales (las estandares)

e El autor en general mantiene el copyright pero en casos de revistas hibridas
puede terminar cediendo previamente sus derechos de explotacion a
terceros




Licencias Creative Commons

2

[}

.E 1 :: : '.‘ :: ' P S .__.—/'d;;\_. "‘)Jt? " P
% CREATIVE COMMONS @ © @ @

@® LICENSES g, e e e

2 ® PUBLIC DOMAIN Ve v :
@@@ ® CC BY v W

~ ®®  ccBy-sA v H v I
@G)@.: ®@®  ccBY-ND " < &
@@@@ ®®  ccar-Ne < ¥

S ®S© ccBy-Ne-sA ¢ %
@@@ @G CCBY-NC-ND 7 B | v
QOO o ©_m_u_ o

BY (= ND os ek, YOH Jave I Slubera YO AN IR i MAHCES Vol S0 iy end You can choose license

(copy, publish, dispiay, the original work commercially adapt the original work  type for your adaptations
communicate, etc.) of the work.

B

https://en.wikipedia.org/wiki/Creative Commons license
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Selector de licencias Creative Commons

http://creativecommons.org/choose/

La atribucion de la obra, desde la versidn
4.0, puede ser satisfecha con un enlace a
una pagina con informacioén sobre la
autoria de la obra y detalles relativos

Las licencias CC que son comerciales
quieren decir: “primarily intended for or
directed toward commercial advantage or
monetary compensation”

Las licencias Compartirlgual (CC-BY-SA) y
Sin ObraDerivada (CC-BY-ND) son
reciprocamente excluyentes

Para recursos que son bases de datos sui
generis, solo la version 4 es aplicable (pero
no distingue los datos en si de una base de
datos como conjunto por lo que es
recomendable para casos simples y no, por
ejemplo, para una base de datos con
colecciones de elementos sujetos a
distintas casuisticas de copyright)

@m: Companasntﬂbtjn ]H: Use & mezcla | Qué hacemos | Biog

Help us build a vibrant, collaborative global commans

Crealve Con
Bafore L

Caracteristicas de la licencia

Sus sslecciones en este cuadro actualizarsn el reste de cusdros de |= pagina.
s0uiere permitir que se compartan las adaptaciones de =0 obra?
@ g D ierba: 3= comparts de |2 misma maneras

& Goiere permitir usos comerciales de su obra?

@ 5 D No

Licencia seleccionada

Reconocimiento 4.0 Internacional

12195 Lna 1ancl 08 Cuitira Libist

Esl B Clitt

jAyude a que se reconozca su autoria!
rte es opoonel, pero rellenars sgregard metadstos legibles por méguinas en el cédige HTN

......... el codig

i Tiene una pagina web?

Est= obrs estd bajo una lleendsa de



http://creativecommons.org/choose/

Licencias OpenData Commons

1.- Open Data Commons Open Database License (ODbL)

Esta licencia permite a cualquier usuario de Internet
reproducir, distribuir y usar el conjunto de datos, y adaptar
y transformar el conjunto de datos siempre y cuando:

Se haga reconocimiento explicito a la autoria del conjunto
de datos originales y a sus términos de uso expresados en
la licencia;

Si se realizan obras derivadas, ofrecerlas bajo la misma
licencia de uso (oDbL);

Si se realizan versiones o adaptaciones con restricciones de
acceso, seguir garantizando la disponibilidad de una copia
en acceso abierto.

2.- Open Data Commons Attribution License (ODC-BY)

Esta licencia permite a cualquier usuario de Internet
reproducir, distribuir y usar el conjunto de datos, y adaptar
y transformar el conjunto de datos siempre y cuando:

Se haga reconocimiento explicito a la autoria del conjunto
de datos originales y a sus términos de uso.

3.- Public Domain Dedication and License (PDDL)

Se dedica la base de datos y sus contenidos al dominio
publico

,1‘ \’1 Open Knowledge
/) Foundation

ODC-By at a glance
Good for

most databases and datasets
data to be used automatically
data to be used for generating non-data products

Watch out for

attribution stacking

ODC-0DbL at a glance
Good for

most databases and datasets
data to be used automatically

data to be used for generating non-data products

Watch out for

attribution stacking
the copyleft condition as it reduces interoperability

the DRM clause as it may put off some reusers



http://opendatacommons.org/licenses/pddl/
http://opendatacommons.org/licenses/pddl/

ACCESO ABIERTO Y EDITORIALES
CIENTIFICAS



D Produ

DIGITAL.CSIC

English espafiol

Ulld LUMIA 11U 1T ViodUd UT aulul \PJICPITI

en acceso abierto en DIGITAL.CSIC (la

version editorial es de suscripcion/pay per

view)

de Investigaciones Bi (NBM) Arficulos

Por favor, use este identificador para citar o enlazar a este item: hittp://hdl.handle.net/18261/151157

Titulo :

Autor

Palabras clave

Fecha de
publicacion :

Editor:
Citacién -

Resumen

Version del

Buendeey S04t QRADNENEEDEE

m Ver citas en Google académico

Visualizar otros formatos: MARC | Dublin Core | RDF | ORE | MODS | METS | DIDL
CSV

Exportar otros formatos: EpdNote BIsTEX

Brain ischaemia induces of a BONF- g todomain from TrkB by of metalloj
y-secretases

Tejeda, Gonzalo 5.; Ayuso Dolado, Sara; Arbeteta, Raquel; Esteban-Ortega, Gema M.; Vidaurre, Oscar G.; Diaz-Guerra, Margarta

TrkB

Excitotoxicity
Metalioproteinases
y-secretases
Stroke

lschaemia

2016

John Wiley & Sons.
Journal of Pathology 238(5): 627-640 (2016)

Stroke remains a leading cause of death and disability in the world with limited therapies available to restrict brain damage or improve functional recovery after
cerebral ischaemia. A promising strategy currently under investigation is the promotion of brain-derived neurotrophic factor (BONF)-signalling through tropomyosin-
related kinase B (TrkB) receptors; a pathway essential for neuronal survival and function. However, TrkB and BONF-signalling are impaired by excitotoxicity, a primary
pathological process in stroke also associated with neuredegenerative diseases. Pathological imbalance of TrkB isoforms is critical in neurodegeneration and is
caused by calpain-processing of BONF high affinity ful-length receptor (TrkB-FL) and an inversion of the transcriptional pattern of the Nirk2 gene, to favour
expression of the truncated isoform TrkB-T1 over TrkB-FL. We report here that both TrkB-FL and neuronal TrkB-T1 also undergo ectodomain shedding by
metalloproteinases activated after ischemic injury or excitetoxic damage of cortical neurons. the remaining bound C-terminal fragments
(CTFs) are cleaved by ;-secretases within the transmembrane region, releasing their intracellular domains (ICDs) into the cytosol. Therefore, we identify TrkB-FL and
TrkB-T1 as new substrates of regulated intramembrane proteolysis (RIP), a mechanism that highly contributes to TrkB-T1 regulation in ischaemia but is minor for
TrkB-FL which is mainly processed by calpain. However, since the secreted TrkB ectodomain acts as a BONF-scavenger and significantly alters BONF/TrkB-signaling,
the mechanism of RIP could contribute to neuronal death in excitotoxicity. These results are highly relevant since they reveal new targets for the rational design of
therapies to treat stroke and other pathologies with an excitotoxic component.
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"Posting of manuscripts on institutional websites or on recognized community preprint servers, such as bioRxiv, is permitted under our publication policy. Authors must retain copyright to such
postings and are encouraged to contact the journal's editors to discuss their specific manuscript if they have questions. Please note that the AACR does not support posting of revised
manuscripts that respond to editorial input and peer review or the final published version to preprint servers.”

All AHA journals share the same policy: "Posting of un-refereed manuscripts to a community pre-print server by the author will not be considered prior publication, provided that the following
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been altered as a result of the peer review process may not be deposited; 3) The pre-print version cannot itself have been indexed in MEDLINE or PubMed; 4) Upon publication, authors are
responsible for updating the archived pre-print with a DOl and link to the published version of the article.”
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Table 1

Erealtdown of different sources of APC payment/charges by discipline.

APCs 1in US dollars.

Hyxbrid payvments

Full OA payments

Full OA prices

Discipline Payvments N s Payvments N s Charges N sD
Agts and humanities 2.1568.20 5 1.276.86 MNo dafa ] ] 1.273.26 19 354.76
Multidisciplinary 2.074.42 15 1.631.24 1.896.48 o4 135318 134583 3522 50.30
Mhlathematics 257993 52 Q08 .46 Q0560 5 45597 120979 24 59450
Clinical MMedicine 300033 1.082.80 1.870.32 1.753.60 3450 456.20
Biomedical Research 2.996.506 1212 1.952.02 1.83036 5,511 55238
Life Sciences 2.859.62 Go7T 1.164. 1.876.8> 379 716.09 1.739.30 2280 352335
Chemistry 2,901 .43 370 015.12 240316 47 162968 1.,712.00 189 308.93
Physics and Astronomgy  2.57>.00 241 844.62 1.890.44 1940 1393 89 132720 139 8472
Enginesring 2. 718.00 363 20301 1,569 .40 o7 T37.46 120044 430 453 .47
Earth Science 290581 264 224 92 1.523 .47 154 T06.69 159972 554 331.82
Business and Economics 2.321.58 35 931.65 1.415.65 4 101.74 1535000 11 OO0
Psychuatry ‘Psychology 1.787.33 373 433 04
Social Science 2.736.35 307 878.52 1.822.51 117 407.03 1.940.57 7T26 45028
Total 2.880.88 4,529 1076.1> 1.864.53 3,100 83853 1.773.07 14336 51003
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» El acceso abierto por APCs esta concentrado en las Ciencias de la Vida vy
Ciencias Basicas

» Tendencia a APCs mas altas que en otras areas de investigacion, sobre
todo cuando publican autores de universidades que son “research
intensive” (preferencia por revistas con alto factor de impacto)

» APCs de revistas hibridas, mas altas que en revistas de acceso abierto
dorado o revistas que han pasado de un modelo de suscripcion a un
modelo de APCs (flipping journals)

» Las APCs se rigen por las leyes de mercado (oferta-demanda)

Article processing charges for open access publication—the situation for
research intensive universities in the USA and Canada, 2016

Tabla con APCs por titulo
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4963224/table/table-4/
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BILL & MELINDA GATES FOUNDATION OPEN ACCESS POLICY

The Bill & Melinda Gates Foundation ia
sharing and tranzparency, We believe that published research resulting
from our funding shoold be promptly and broadly disseminated. We
have adopted an Open Access palicy that enables the unrestricted access
and reuse of all pact-reviewad publiched research fanded, in whaola or in part, by the foundation, ineluding any
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Open Access Policy for FWF-
funded projects

As a signatory of the @ Berlin Declaration on Open Access to Knowledge in
he Sciences and Humanities, the FWF is committed to advancing sustained
Open Access to scholarly publications and research data. To this end, the

FWF requires and supports all project leaders and project staff members to

[abroad

Incipal make their peer-reviewed research results freely available through the Internet.

I. Mandatory Open Access Options for Research Publ

1) Gold Open Access:

QOpen Access to publications is ensured through direct publication in an Open
Access venue. The publisher should apply the highest level of the principles of
@ HowOpenlslt. In any case, however, the publication has to be made
available using the @ Creative Commons Attribution CC-BY licence (or an
equivalent open licence). Journals have to be listed in the @ Directory of

F’ Open Access Journals (DOAJ) 1.

Costs: Gold Open Access publishing may invalve an article processing

icati charge (APC) to the publisher; see Section Ill, Publication Costs.

feation 2) Hybrid Open Access:
If offered by publishers and if explicitly chosen by FWF-funded authars, the
costs of Open Access to single contributions in a subscription venue (@
Hybrid Open Access) can also be covered. The same rules as for Gold Open
Access have to be applied, but the journals or proceedings have to be listed in
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Agreement with publishers:
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British Heart
Foundation

Research > Information for researchers > Managing your grant > Open Access Policy
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Open Access Policy

The research we fund should be made freely available to the broader I
scientific community and to the public to maximise its reach and benefit.

All Grantholders must therefore comply with our Policy on Open Access, and should
ensure that an electronic copy of each primary research paper or non-commissioned
review funded wholly or in part by us is made freely available in Europe PubMed Central
as soon as possible and no later than 8 months after publication

Open Access Publication Policy details

1. Publishing your research |

Europe PubMed Central is a free digital archive of biomedical and life sciences journal
literature funded by a consortium of the leading UK and European biomedical research
funders, including the British Heart Foundation.

It provides a stable, permanent and free online digital archive of full-text, peer-reviewed
research publications. It is based on PubMed Central (PMC) - the US National Institutes of
Health (NIH) free digital archive of biomedical and life sciences journal literature. It also
provides innovative tools and services for the research community by integrating text
mining services that highlight and link biological entity types found within the text of an
article to external data sources
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Nuevos modelos de publicacion en acceso abierto
ligados a mandatos de agencias financiadoras

Wellcome Open Research

A new way for Wellcome-funded researchers to rapidly
publish any results they think are worth sharing.

SUBMIT YOUR RESEARCH

Browse Articles —

BILLe MELINDA

GATES fovndation
GATES
OPEN RESEARCH
A platform for rapid author-led publication
and open peer review of research funded by
the Bill & Melinda Gates Foundanon

Impulsados por agencias financiadoras
con mandatos de acceso abierto

El control del ritmo de publicacion en
manos de quien financia la investigacion,
no en los editores

Mejor retorno de inversion para las
agencias, tras gastos exorbitantes de
APCs para costear la publicacion en
acceso abierto en revistas. Modelo de
APCs

Ademas de acceso abierto,
funcionalidades a favor de la Open
Science >>> publicacién inmediata,
revisiones transparentes posteriores,
open data y reproducibilidad
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ACCESO ABIERTO A LOS DATOS DE
INVESTIGACION



¢Qué tipos de datos se generan en
proyectos de Biomedicina?

(:) CUESTIONARIOS,
ENTREVISTAS A
PACIENTES

DATOS ASOCIADOS
A ENSAYOS CLINICOS

SECUENCIAS D MODELOS
GENOMA 3D
‘ INFORMES,

ANALISIS DE
DROGAS



RETOS

CONSIDERACIONES

Sobre formatos y
dimensiones de los datos

Metadatos para el acceso, la
reproducibilidag y la
preservacidn

Licencias de uso

Protocolos Y estandares para
tratar datos conﬁdenciales,
privados y obtener
Consentimiento de pacientes

DATOS DE INVESTIGACION



Desarrollo de una plantilla de
descripcion de datos

¢Quiénes han producido los datos?

¢Es el titulo lo suficientemente especifico? ¢ Es el mismo que el
titulo del articulo al que va asociado?

¢Por qué han sido creados los datos?

¢Qué limitaciones (por ejemplo, datos confidenciales han sido
eliminados) tienen los datos?

¢Como deben interpretarse los datos?

¢Hay lagunas en los datos o dan una vision completa del tema
estudiado?

¢Qué procesos han generado los datos?

¢Qué miden los datos en las columnas de los ficheros?
¢Qué software es necesario para poder leer los datos?
¢Como deben citarse los datos?

é¢Pueden reutilizarse los datos? ¢ Qué licencia de uso tienen
asignada?

é¢Existen mads versiones de los datos? ¢ Donde?

¢Se han definido los términos técnicos y acronimos a los que
hacen referencia los datos?

¢Se han cualificado los pardmetros geogrdficos y cronoldgicos
de los datos?

¢Las palabras clave son suficientemente descriptivas y
especificas a los datos? ¢ Se basan en algun tesauro?

¢Como se llama el proyecto de investigacion en que se
encuadran los datos?

¢Quién ha financiado la produccion y gestion de los datos?

Los ejemplos de datos del esquema de metadatos de
DataCite son muy utiles

Mapeo Dublin Core-DataCite

csic | DIGITAL.CSIC n

Datasets: plantilla normalizada para la descripcion de registros en Digital.CSIC

Oficina Técnica de Digital.CSIC
13/07/2017

Lz descripcidn recomendada para datos puros de investigacion induye los siguientes aspectos:
® Contexto, descripcion del proyecto y propdsito de |a investigacion, metodologia utilizada
® MNaturzleza de los datos, historiz de los datos, contenido y estructura, terminclogiz, software, fecha de
creacion y fechas de modificacion, versiones, responsables y participantes
#® Formatos de ficheros, estructura y nomenclatura de los ficheros
® Aspectos legales, politicas de acceso y seguridad

Ademds, |z politica de datos puros de Digital CSIC recomiendz a los autores de datos |z generacidn de un fichero et
read.me con mas informacian.

Se recomienda ver Buenas pricticas y politica de datos puros de investigacidn de Digital. CSIC antes de describir y
depaositar un conjunto de datos en el repositorio

DESCRIPTOR E:;:?MTO DUBLIN CUALIFICADOR ‘ CARACTER
AUTOR | de.contributor | Author | Obligatorio

Mombres de los autores de los datos.

Deben citarse en campos independientes todos los autores en el orden en que aparscen.

Si fuzsen mas de 10 pondriamos el primero (s2a o no del CSIC), los autares CSIC y el ditimo (s=2 o no del CSIC).
Pasteriorments, en el campo Descripeidn, s2 indicaria &l nombre del primer autor seguido de et. al_

Se recomienda hacer una blsqueda previa para comprobar si un autor ya ha sido introducido en el indice de
autores para citarlo de la misma manera y evitar duplicidades

hitps://digital. csic es/browse?type=author

TiTULOS

TITULD [ de.title [ obligatorio

Mombre del proyecto del conjunto de datos o de investigacion que lo produjo

Se escribe en mindsculas, aungue los sustantivos pueden aparecer con la inicizl en maylsculas si figura asi en 2|
original.

Evitar 2l punta y final.

Si existiese otro trabajo en Digital.CSIC con el mismo titulo, pedemos zfiadir informacion adicional |por ejempla,
“dataset”) entre [] para distinguirlos.

Si se trata de una de las versiones disponibles del conjunto de datos, se debe indicar entre paréntesis (por ejemplo,
w.2.32).

| oTROS TiTULDS [ de.title Alternative [ Opcional
l
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* Obliga a los investigadores a planificar todas las fases de los datos que

Planes de gestion de datos

 Requeridos por un creciente numero de agencias financiadoras

generaran en el proyecto

e Servicios bibliotecarios asociados en gran demanda

* Aspectos a tratar: estructuracion de los datos, descripcion y uso de
estandares (DataCite), curacion de datos y control de calidad, identificacion
persistente (DOI, handle), gestidn de datos personales, seleccion de
licencias de uso, aImacenamlento formatos y preservacion, seleccion de
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Elements of a Data Management Plan

Element Description

Data description Adescription af the mformation to be gathered: the nature and stake of the data that wil be generated or callected,

Existing data A survey of easting data eelevant fo-the project and a discussion of whether and how t will be integrated,

Format Formats inwhich the data will ba generaled. mantained and made avallable. moluding 7 justification for the procedural and archiva
approprigteness of those formiats

Matadata A description of the metadata to be provided along with the generated data. and 3 discussion of the metadata standards used.
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About this Journal

Open Health Data features peer-reviewed data papers describing health datasets with high
reuse potential. We are working with a number of specialist and institutional data
repositories to ensure that the associated data are professionally archived, preserved, and
openly available. Equally importantly, the data and the papers are citable, and reuse will

be tracked.
F1000Research publishes articles, posters and
slides in the following subject areas:
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Politicas de las revistas de articulos para
datos abiertos

Data-type

Genetic and genomic sequence (DNA/
RNA)

Metagenomic sequence

DNA and RNA trace or short-read
sequencing data

Genetic polymorphism data, including
SNP and CNV data

Gene expression data; chromatin
immuneprecipitation data (deep-
sequencing or microarray)

Data linking genotype to phenotype

Protein sequence data

Small molecule, protein, protein
complex data structural data

Taxonomy data

Recommended Repositories

GenBank

DNA Data Bank of Japan
(DDBJ)

European Nucleotide Archive
(ENA)

EEI Metagenomics

NCEI Trace Archive NCBI Sequence
Read Archive

dbSNP

dbVar

European Variation Archive
DGVa

ArrayExpress
Gene Expression Omnibus (GEQ})

dbGaP

FRIDE
PeptideAtlas
ProteomeXchange

Crystallography Open Database
Cambridge Structural Database
wwPDB (Protein DataBank)
Electron Microscopy Databank

Zoobank

Metadata Standard

MiXS

MiX5

MiXS

MiXS

MIAME / MINSEGE

MIAPE

CIF

Frontiers supports the Transparency and
Openness Promotion (TOP) guidelines,
which state that materials, data, and code
described in published works should be
made available, without undue reservation,
to any qualified researcher

Frontiers requires that all research
materials be clearly indicated in Materials
and Methods sections with sufficient detail
to the reader to enable the reproduction of
an experiment

All authors must make their data available
to the editor and reviewers during peer
review to enable complete and objective
evaluation of the work described. To comply
with best practice in their field of research,
authors must also make certain types of
data available to readers at time of
publication in stable, community-
supported repositories

https://www.frontiersin.org/about/author
-guidelines
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Buscador de politicas de revistas para datos
abiertos

F AI —Qsharmg org

--- standards, databases, policies

FAIRsharing is here! From our first incarnation, BioSharing.org, which focussed on the life sciences, we are growing into FAIRsharing.org,
to serve users across all disciplines.

A curated, informative and educational resource on data and metadata standards, across all disciplines, inter-related to
databases and data policies.

Find Discover Learn
{5 Recommendations ® collections @ Educational
Standards and/or databases recommended by journal or Standards and/or databases grouped by domain, species or About standards, their use in databases and policies, and
funder data policies. organization. how we can help you.

-Buscador de estandares, repositorios de datos y politicas de acceso abierto en todas las
disciplinas, con particular atencién a las dreas de Biomedicina/Salud

-Directorio internacional

-Multitud de estandares y protocolos sobre datos de investigacion
-https://fairsharing.org/
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Principios de la Declaracion de Helsinki

p\ WORLD
< MEDICAI
WAAA  ASSOCIATION

WHAT WE DO POLICY PUBLICATIONS NEWS & PRESS WHO WE ARE

B @ @ Join us

JUNIOR DOCTORS MEMBERS' AREA

A- A+

WMA DECLARATION OF HELSINKI - ETHICAL PRINCIPLES
FOR MEDICAL RESEARCH INVOLVING HUMAN SUBJECTS

Adapted by the 18th WIMA General Assembly, Helsinki, Finland. June 1964
and amended by the:
29th WMA General Assembly. Tokyo. |Japan. October 1975
35th WMA General Assembly, Venice, italy, October 1953
415t WMA General Assembly, Hong Kong, September 1389
48th WMA General Assembly, Somerset West, Republic of South Africa, October 1956
52nd WMA General Assembly, Edinburgh, Scotiand, October 2000
53rd WA General Assembly, Washington DC, USA, October 2002 (Note of Clarification added)
55th WhMA General Assembly. Tokyo, [apan, October 2004 (Note of Clarification added)
Soth WMaA General Assembly, Seoul, Republic of Korea, October 2008
Bath WA General Assembly. Fortaleza, Brazil, October 2013

Preamble

1 The World Medical Association (WMA) has developed the Declaration of Helsinki as a
statement of ethical principles for medical research invalving human subjects, including research
on identifiable human material and data.

The Dedaration is intended to be read as a whole and each of its constituent paragraphs should
be applied with consideration of all other relevant paragraphs.

2. Consistent with the mandate of the WMA, the Declaration is addressed primariiy to
nhysiciane The WA encoiwrares athers whn are inyniver in medical receareh invaling hiiman

19th Octobor 2013

Policy Types
Declaration
Tags

Clinical Study. Ethics, Ethics
Committee, Helsinki. Human
subjects. Medical Research, Patient
Autonomy. Placeho. Post-Trial Access,
Principle, Publicaticn, Register,
Revlew Cammittes, Risk Azseszment,
Subject Proternon, Yulnerable
Populations

WMA Declaration of
Chicago on Quality
Assurance in Medical
Education

The design and performance of each research study
involving human subjects must be clearly described
and justified in a research protocol.

The protocol should contain a statement of the
ethical considerations involved and should indicate
how the principles in this Declaration have been
addressed. The protocol should include information
regarding funding, sponsors, institutional affiliations,
potential conflicts of interest, incentives for subjects
and information regarding provisions for treating
and/or compensating subjects who are harmed as a
consequence of participation in the research study.

In clinical trials, the protocol must also describe
appropriate arrangements for post-trial provisions.

Every precaution must be taken to protect the privacy
of research subjects and the confidentiality of their
personal information.

Participation by individuals capable of giving
informed consent as subjects in medical research
must be voluntary. Although it may be appropriate to
consult family members or community leaders, no
individual capable of giving informed consent may be
enrolled in a research study unless he or she freely
agrees.

Every research study involving human subjects must
be registered in a publicly accessible database before
recruitment of the first subject.

Negative and inconclusive as well as positive results
must be published or otherwise made publicly
available.


https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/

Tratamiento de datos personales:
PASOSs

HIPAA Privacy Rule

De-identification Methods
A 4
Expert
Determination . _pafeHambor
/- § 164.514(b)(1) -\ 5 tedod o)
Apply statistical or Removal of 18 types of
scientific principles identifiers
Very small risk that Noactual knowledge
anticipated recipient residual information can
!ould identify indi\iidualj \ identify individual j

4 pasos para los datos personales de pacientes:
-Eliminacion de informacion que los identifica
-Contratos sobre la transferencia de datos antes de

Dos métodos para anonimizar datos
personales
https://www.hhs.gov/hipaa/for-

su recogida . : _
-Evaluacién independiente sobre las peticiones para professionals/privacy/special-
consultar los datos topics/de-

-Establecimiento de sistemas de informacion seguros identification/index.html#standard
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Consideraciones sobre el consentimiento

de publicacidén de datos

El consentimiento informado es
un requisito ético y debe tenerse
en cuenta en todo el ciclo de un
proyecto de investigacion, desde
su planificacidon hasta la fase de
publicacién de resultados

Los participantes deben estar
informados de qué datos
personales se almacenaran, seran
preservados y usados a largo
plazo y cOmo se garantizara la
confidencialidad cuando sea
necesario

Tipos de formularios
http://www.p3g.org/node/1042

Version 3 (MAY 2016)

nition-and
ain Sclen

INFORMATION SHEET - VOLUNTEERS

PROJECT TITLE:  project title here
Ethics Code: ethics code here

You are being invited to take part in a research study. Before you decide it is important for you to understand
why the research is being done and what it will involve. Please take time to read the following information
carefully and discuss it with others if you wish. Ask us if there is anything that is not clear or if you would like
more information. Take time to decide whether or not you wish to take part.

What is the purpose of this study?
Please type here the purpose of the study. Please type here the purpose of the study. Please type here the
purpose of the study. Please type here the purpose of the study. Please type here the purpose of the study.

Why have I been chosen?
You have been chosen because you are a member of the CBSU Volunteer Panel, or because you answered an
advert asking for volunteers to participate in research studies using functional magnetic resonance imaging (fMRI).

Who is organizing this study?
The study is organized by a researcher working at the Medical Research Council Cognition and Brain Sciences Unit
(MRC CBSU), Cambridge. Your Principle Researcher is:

Principle Researcher Name + (CBSU direct dial number)

What does the procedure involve?

Before your scan 8 member of staff will ask you some guestions to ensure that you have no metal within you
before you enter the strong magnetic field. You will then be asked to lie in the scanner and the scanning will start.
The scanning can be noisy and so we shall give you ear plugs as well as headphones to reduce this noise. It may
not be appropriate for you to be scanned if you are very claustrophobic. During some of the scans we will ask you
to perform simple tasks. Replace this entire red section with details of the tasks specific to your project. For
example: These tasks will i ve remembering items, such as digits or objects, or simple task rules. You will also
have to make simple decisions by pressing a button on a button box in your right hand, or by telling us what those
decisions are.

You will have ample time before scanning to practice the tasks to ensure you are comfortable with them. The
tasks we will be using have been used at the MRC CBSU and usually present volunteers with no significant
problems. The scanning session will take about one and a half hours, although you will not actually be scanned for
more than 45 minutes of this time.

What is the device involved?

We can learn a great deal about how the brain works by looking at the blood flow to different parts of the brain
whilst the brain performs different tasks. We need to obtain this information in both health and disease. We
measure brain function using images taken with a magnetic resonance imaging scanner. This scanner uses a
strong magnetic field to create detailed images of brain structure and function. By taking a series of images whilst
you perform a task we can build up a picture of the brain areas activated by this type of function. The scan does
not involve any injections or X-rays.

What are the possible risks/side effects of taking part?
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Estandares para ensayos clinicos

INTERNATIONAL COMMITTEE of
MEDICAL JOURNAL EDITORS

Enter search terms SEARCH
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Following the ICMJE Recommendatians

Home > Recommendations > Browse > Publishing & Editorial Issues > Clinical Trial Registration

Clinical Trial Registration

The ICMJE's clinical trial registration policy is detailed in a series of editorials (see Updates and Editorials and FAQs).

Briefly, the ICMJE requires, and recommends that all medical journal editors require, registration of clinical trials in a
public trials registry at or before the time of first patient enrollment as a condition of consideration for publication.
Editors requesting inclusion of their journal on the ICMJE website list of publications that follow ICMJE guidance should
recognize that the listing implies enforcement by the journal of ICMJE's trial registration policy.

The ICMJE defines a clinical trial as any research project that prospectively assigns people or a group of people to an
intervention, with or without concurrent comparison or control groups, to study the cause-and-effect relationship
between a health-related intervention and a health outcome. Health-related interventions are those used to modify a
biomedical or health-related outcome; examples include drugs, surgical procedures, devices, behavioural treatments,
educational programs, dietary interventions, quality improvement interventions, and process-of-care changes. Health
outcomes are any biomedical or health-related measures obtained in patients or participants, including
pharmacokinetic measures and adverse events. The ICMJE does not define the timing of first patient enrollment, but
best practice dictates registration by the time of first patient consent.

The ICMJE accepts registration in any registry that is a primary register of the WHO International Clinical Trials
Registry Platform (ICTRP) or in ClinicalTrials.gov, which is a data provider to the WHO ICTRP. The ICMJE endorses
these registries because they meet several criteria. They are accessible to the public at no charge, open to all
prospective registrants, managed by a not-for-profit arganization, have a mechanism to ensure the validity of the
registration data, and are electronically searchable. An acceptable registry must include the minimum 20-item trial
registration dataset (http://prsinfo.clinicaltrials. govitrainTrainer\WHO-ICMJE-ClinTrialsgov-Cross-Ref. pdf or

www who int/ictrp/network/trds/en/index_html) at the time of registration and before enrollment of the first participant.
The ICMJE considers inadequate trial registrations missing any of the 20 data fields or those that have fields that
contain uninformative information. Although not a required item, the ICMJE encourages authors to include a statement
that indicates that the results have not yet been published in a peer-reviewed journal, and to update the registration
with the full journal citation when the results are published.

http://www.icmje.org/recommendations/browse/publishing-and-

editorial-issues/clinical-trial-registration.html

EU Clinical Trials Register

Home & Search Joining a trial Contacts About

About the EU Clinical Trials Register

The EU Clinical Trials Register contains information on interventional clinical trials on medicines conducted in
the European Union (EU), or the European Economic Area (EEA) which started after 1 May 2004.

Clinical trials conducted outside the EU/EEA are included if:

« they form part of a paediatric investigation plan (PIP), or:
# they are sponsored by a marketing authorisation holder, and involve the use of a medicine in the
paediatric population as part of an EU marketing authorisation.

The Register also provides information about older paediatric trials covered by an EU marketing
authorisation.

The Register enables you to search for information in the EudraCT database [} This is the database used by
national medicines regulators for data related to clinical trial protocols. The data on the results of these trials
are entered into the database by the sponsors themselves and are published in this Register once the
sponsors have validated the data.

The EU clinical trials register has been a primary registry in the World Health Organization (WHQ's) Registry
Network since September 2011 and is a WHO Registry Network data provider. It is also available on the WHO
International Clinical Trials Registry Platform (5.

In this Register, you are able to:

view the description of phase Il to phase IV adult clinical trials where the investigator sites are in the
EU/EEA;
view the description of any paediatric clinical trial with investigator sites in the EU/EEA;

view the description of any paediatric clinical trial that is sponsored by a marketing authorisation holder
and involves the use of a medicinal product covered by an EU marketing authorisation in the paediatric
population including trials conducted outside the EU / EEA;

view the description of any trials which form part of an agreed paediatric investigation plan (PIP)
including those where the investigator sites are outside the EU/EEA;

view the summary results of the the clinical trials mentioned above;

view the summary results (with a reduced set of data fields) of paediatric trials completed by 26
January 2007 covered by an EU marketing autherisation;

* download up to 50 results (per request) in a text file (ixt).

https://www.clinicaltrialsregister.eu/
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