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Dilluns, 24 de novembre Dimecres, 26 de novembre

Jorpada dg,
Bioetica Basica
per fer Recerca

Jornada de
Bioética Basica
per fer Recerca

14 - 14.15 h 14 - 14.30h

Jor{lada dg
Bioetica Basica

6. No cal dir que has de conéixer el marc legal de la recerca
biomeédica.

Inauguracié de la Jornada.

Jordi Surrallés - Director Cientific de I'Institut de Recerca Sant Pau.
Xavier Bonfill - Coordinador del Programa de Qualitat Assistencial.
Robert Belvis - President del CEIm del Hospital de la Santa Creu i Sant Pau.

Lucia Véllez. Farmacéutica. Vocal del CEIm Sant Pau.
Ndria Alberich. Jurista i delegada de Proteccié de Dades. Vocal del CEIm
Sant Pau.

14.15 h - 14.45 h

1. Qui sén el CEIm de Sant Pau i per qué cal que autoritzin l'inici e e AR

de la meva investigaci6?

per fer Recerca

7. Com has de gestionar les mostres biologiques en recerca

Claudia E. Delgado. Farmacéloga Clinica. Secretaria técnica del CElm Sant Pau. biomedica.

Robert Belvis. Neuroleg. President del CEIm Sant Pau. Ana C. Caballero. Metgessa especialista en Hematologia. Vocal del CEIm
Sant Pau.
Claudia E. Delgado. Farmacdloga clinica. Secretaria técnica del CEIm

Sant Pau.

14.45 - 15.15 h

2. Els 4 principis étics de la recerca biomédica en humans que

has de conéixer, si o si. 15 - 15.30 h

M. Estela Moreno. Farmacéutica. Vicepresidenta del CEIm Sant Pau.
Laia Matas. Metgessa Internista. Vocal del CEIm Sant Pau.

8. Protegeix les dades personals dels teus pacients.
Nuria Alberich. Jurista i delegada de Proteccié de Dades. Vocal del CEIm
Sant Pau.

15.15 - 15.45 h Jordi Torralbas. Infermer. Vocal del CEIm Sant Pau.

3. Posa’t al dia, la nova Declaracié de Hélsinki Octubre 2024.
15.30 - 15.45h

Cristina Galisteo. Graduada en Filosofia. Vocal del CEIm Sant Pau.
Beatriz Ferndndez-Montells. Enginyera Biomédica. Vocal del CEIm Sant Pau.

Descans.

15.45 - 16.15 h
15.45 - 16h

9. El protagonista de la recerca no ets tu, és el pacient.

Marta Pujol. Representant del pacients. Vocal del CEIm Sant Pau.
Iria Gonzdlez. Unitat d’Experiencia d’Usuari. Vocal del CEIm Sant Pau.

Descans.

16 — 16.30 h

4. Recorda i renova les teves responsabilitats com a
investigador/a.

Aforament limitat
[V Lo (V]

16.15 - 16.45 h

Organitza: CEIm Hospital de la Santa Creu i Sant Pau

10. Com aconseguir que t"aprovem a la primera un bon

Maria Portella. Neuropsicologa. Vocal del CEIm Sant Pau. projecte.

ST C Ve mbree 2023 Maite Ricart. Infermera. Vocal del CEIm Sant Pau.

(14hal7h
@ Sala d'actes. Hospital de Sant Pau (Bloc A. Planta 3)

Cari Pontes. Farmacologa clinica. Vocal del CEIm Sant Pau.
Indalecio Morén. Metge Intensivista. Vocal del CEIm Sant Pau.

16.30 - 17 h

5. Aprén a dissenyar projectes de recerca des de la perspectiva 1645 217

de génere. Reflexions finals - Enquesta de satisfaccié.

M. Rosa Ballester. Farmaceéutica. Vocal del CEIm Sant Pau.
Laura Lozano. Metgessa d'Urgencies. Vocal del CEIm Sant Pau.
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Per que cal que autoritzin I'inici de la meva investigacio?

ROBERT BELVIS
President del CEIm

Qui som el CEIm de Sant Pau?

CLAUDIA ERIKA DELGADO
Secretaria del CEIm

SANT PAU Hospital de
Campus Salut la Santa Creu 1
. Barcelona Pat



Per que cal que autoritzin I'inici de la meva investigacio?

ROBERT BELVIS
President del CEIm
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Reflexionem o3¢ SanTRAU

Barcelona

-~ PER QUE LA SOCIETAT NO CONFiA EN ELS
PROFESSIONALS DE LA SALUT QUAN REALITZEN
INVESTIGACIO BIOMEDICA ?

'~ QUE HEM FET AL PASSAT PER GENERAR AQUESTA
DESCONFIANGCA ?

“ No s entén quelcom fins que no es conneix la seva genesi.”

® santrau Hospital de
“‘ Campus Salut la Santa Creu 1
Barcelona Sant Pau



Per que neix la Bioética ?

OPKOS .
INNOKPATOVS
QMU A AnoasOnva kiTpo!)
N KAl AFKAMNION WAV
418 WAL NANAKILAN
KA OOV NANTLY Té kar]
P NASOS 15TOFPAT nou(vmh‘c'J

LN ITENEanCIHS I MA(YAHA’V
NA ML KPS I Y
— BPROW TOMLE WAL ZYF P40
THNOE HTHI ASORIMIY TONGIALTHNTS M€ THN TEXNUN |
Tav T 4JA TENETHIIN &mDIf1 HAl 10V KOINOSA S6A) |
KAl XPLONM X PKIZONT) METAGOSIM NC Infas ) ATy
NOS TO €i DVTOW mUeAT DI (SN CNIKPINECN AR
51 Kol AIAATUIN THN TIANKNCTAVTHN WV XPUHIZo S |
MANGANEIN ANMEV MIFOOV KAl IVOTPa OHS NaParts
L A T¢ Kol AKPORSIOS KA TS AUNYS AnASHS MA |
QORI METAL 51N NOIMSASOAL VIOIS TE §/MO1e|kai|
ToI5] TOV €ME, 616ATANTOS Xar MABHTAIS| SVIT<rP/l
PMENOISE T€ WAl AP KISMENOIS NOMO IHTPIKO AANC &
OVGEN) BIBMTH/MAS) T€ XPHIOMATL €NOPCACTH par
MTON KATA QUNAMIN KAl KPISIN ¢MHIV BN
(06 KA AAIVIK ¢I1RLEIN OV A0S0 Of OVAL VAN H
150r1A1 ZUMBOVAIHA TOIHNO€ QM 05 o€ ovaé rVNA |
%1 NS5O OO0PION BOSO ArVOS B¢ KAl 05105 A\A
‘I THPHIQ BION TON €70 KAL T4 XNHN THY ¢l O
TURTEMER. A€ Ovb( WN AIOIONTAS (KXOPHSO DéaPra
THIL ANGPASI NPHEI0S Ths o€ €5 01 KI§B < OKOLAS |
AYKSID CSEACUSOMAL €M QPN H KAMNDVTON v
705, QN NMASHS AQIKIH3 €xOUsIHE KAl GOOPINITH
| TS AAANS KA A0POAISION ¢RIV LN TETUNAIKEL
L ON S0MATON KAt ANAYOCN ¢AEUS EPANTE kat
! AOVAON A'A AN /v OCPANKHIH KA 100 H AuOugsg &
§ HLKALAN €Y O€PANHIHS KATA 6101V ANOPTAON AMV: |
W NOTE CHAAALLI0AI KTD SITHI0MABI é‘::sr‘:’"r'v"(;-‘

El Codi hipocratic
Hipocrates de Cos 460aC

Percival estudia medicina en Edimburgo y
se gradia en Leyden en 1765. Bajo el pa-
trocinio de Hume conoce a Voltaire, La-
voisier, Diderot y otros intelectuales
destacados en Paris. A los veinticinco
afios se convierte en el miembro mas
joven de la Royal Society de Londres.
En 1767 se establece en Manchester,
en plena revolucién industrial. En
Manchester fue el cofundador de
instituciones como la Sociedad filo-
soficay literaria de Manchester (que
todavia existe y de la que fue presi-
dente durante veintitin afios), el co-
legio de las Artes y de las Ciencias y la
Academia de Manchester, que acabd
siendo la Universidad de Manchester.
También fue un activo participante de la
vida publica como por ejemplo en la peticién
de abolicion de la esclavitud. [7]

El Codi Percival

Thomas Percival 1781

Albert Neisser vs Rudolff Virchow

L escandal Neisser

La Directiva Prusiana
1900

€ sanTrau Hospital de

"’ Campus Salut la Santa Creu i

Barcelona Sant Pau

El desastre de LUbec'k

La Directiva
1931

Rbelvis@santpau.cat



Per qué neix la Bioética ?

La Directiva 1931

GERMAN GUIDELINES ON HUMAN EXPERIMENTATION 1931

The following guidelines for therapeutic and scientific research on human subjects,
which are thought to be the first of their kind, were published originally as a Circular of
the Reich Minister of the Interior dated February 28, 193 1. The guidelines remained in
force until 1945, but were not included in the Reich Legislation validated at the end of
World War II. It is interesting to note the disjunction between the guidelines and the
practice of the Nazi researchers.

1. In order that medical science may continue to advance, the initiation in appropriate
cases of therapy involving new and as yet insufficiently tested means and procedures
cannot be avoided. Similarly, scientific experimentation involving human subjects cannot
be completely excluded as such, as this would hinder or even prevent progress in the
diagnosis, treatment, and prevention of diseases.

The freedom to be granted to the physician accordingly shall be weighed against his
special duty to remain aware at all times of his major responsibility for the life and health
of any person on whom he undertakes innovative therapy or performs an experiment.

2. For the purposes of these Guidelines, "innovative therapy" means interventions and
treatment methods that involve humans and serve a therapeutic purpose, in other words
that are carried out in a particular, individual case in order to diagnose, treat, or prevent a
disease or suffering or to eliminate a physical defect, although their effects and
consequences cannot be sufficiently evaluated on the basis of existing experience.

3. For the purposes of these Guidelines, "scientific experimentation" means interventions
and treatment methods that involve humans and are undertaken for research purposes
without serving a therapeutic purpose in an individual case, and whose effects and
consequences cannot be sufficiently evaluated on the basis of existing experience.

4. Any innovative therapy must be justified and performed in accordance with the
principles of medical ethics and the rules of medical practice and theory.

In all cases, the question of whether any adverse effects which may occur are
proportionate to the anticipated benefits shall be examined and assessed. Innovative
therapy may be carried out only it if has been tested in advance in animal trials (where
these are possible).

5. Innovative therapy may be carried out only after the subject or his legal representative
has unambiguously consented to the procedure in the light of relevant information
provided in advance. Where consent is refused, innovative therapy may be initiated only
if it constitutes an urgent procedure to preserve life or prevent serious damage to health
and prior consent could not be obtained under the circumstances.

6. The question of whether to use innovative therapy must be examined with particular
care where the subject is a child or a person under 18 years of age.

7. Exploitation of social hardship in order to undertake innovative therapy is
incompatible with the principles of medical ethics.

8. Extreme caution shall be exercised in connexion with innovative therapy involving live
microorganisms, especially live pathogens. Such therapy shall be considered permissible
only if the procedure can be assumed to be relatively safe and similar benefits are
unlikely to be achieved under the circumstances by any other method.

9. In clinics, policlinics, hospitals, or other treatment and care establishments, innovative
therapy may be carried out only by the physician in charge or by another physician acting
in accordance with his express instructions and subject to his complete responsibility.

€ sanTrau Hospital de
"’ Campus Salut la Santa Creu i
Barcelona Sant Pau

10. A report shall be made in respect of any innovative therapy, indicating the purpose of
the procedure, the justification for it, and the manner in which it is carried out. In
particular, the report shall include a statement that the subject or, where appropriate, his
legal representative has been provided in advance with relevant information and has
given his consent.

Where therapy has been carried out without consent, under the conditions referred to in
the second Paragraph of Section 5, the statement shall give full details of these
conditions.

11. The results of any innovative therapy may be published only in a manner whereby the
patient's dignity and the dictates of humanity are fully respected.

12. Sections 4-11 of these Guidelines shall be applicable, mutatis mutandis, to scientific
experimentation (cf. Section 3).

The following additional requirements shall apply to such experimentation:
(a) experimentation shall be prohibited in all cases where consent has not been given;

(b) experimentation involving human subjects shall be avoided if it can be replaced by
animal studies. Experimentation involving human subjects may be carried out only after
all data that can be collected by means of those biological methods (laboratory testing
and animal studies) that are available to medical science for purposes of clarification and
confirmation of the validity of the experiment have been obtained. Under these
circumstances, motiveless and unplanned experimentation involving human subjects shall
obviously be prohibited;

(c) experimentation involving children or young persons under 18 years of age shall be
prohibited if it in any way endangers the child or young person;

(d) experimentation involving dying subjects is incompatible with the principles of
medical ethics and shall therefore be prohibited.

13. While physicians and, more particularly, those in charge of hospital establishments
may thus be expected to be guided by a strong sense of responsibility towards their
patients, they should at the same time not be denied the satisfying responsibility
(Verantwortungsfreudigkeit) of seeking new ways to protect or treat patients or alleviate
or remedy their suffering where they are convinced, in the light of their medical
experience, that known methods are likely to fail.

14. Academic training courses should take every suitable opportunity to stress the
physician's special duties when carrying out a new form of therapy or a scientific
experiment as well as when publishing his results.

[Encyclopedia of Bioethics, Ed. Warren T Reich 2nd Edition, Appendix p. 2762-2763]

Rbelvis@santpau.cat
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CODI DE NUREMBERG 1947

“No es pot interpossar el bé comu a la vida de les persones
i menys quan les persones no han donat el seu consentiment”

WMA - DECLARACIO DE HELSINKY 1964
REUNIONS DE TOKYO, WASHINGTON, HONG-KONG, EDINBURGO, FORTEZA

Rbelvis@santpau.cat
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La fi del paternalisme medic 1955-1975

Varies sentencies contra metges als EEUU (El cas Salgo)

.

W ﬁé‘rgate
andal

Rbelvis@santpau.cat



€ saNTPAU

Per qué neix la Bioética ? ofe fmith ) bR,

TUSKEGEE

1973

MK-ULTRA

1974
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€ sANTPAU Hospital de
Tuskegee o0 St b Lmud.,
lona Sant Pau

L

£ AGENCIA DE SALUT PUBLICA
. ';riV[ CENTRE DE CONTROL DE MALALTIES coc
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1943. PNCL John Mahoney,
Richard Arnold, AD Harris (n=4)

1932 1972

El experiment mas ILarg de la H2 de la M
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Tuskegee

PETER BUXTUN
DENUNCIA 1 - 1966
DENUNCIA 2 - 1968

| arriba | ‘'escandadl ...

FILTRACIO A JEAN HELLER
WASHINGTON STAR - 1972

TED KENNEDY

€ sanTPAU
”’ Campus Salut
Barcelona

Che New dJork Cimes

Syphilis Victims in U.S. Study
Went Untreated for 40 Years

By JEAN HELLER

TN Associnted Press

WASHINGTON, July 25—For
40 years the United States Pub-
lic Health Service has conduct-
ed a study in which human
beings with syphilis, who were
induced to serve as guinea
pigs, have gone without medi-
cal treatment for the discase
and a few have died of its
late effects, even though an ef-
fective therapy was eventually
discovered.

The study was conducted to
determine from autopsies what
the discase does to the human
hody.

Officials of the health serv-
we who initiated the experi-
ment have long since retired.

Current officials, who say they

— '

have serious doubts about the
morality of the study, also say
that it is too Jate to treat the
syphilis in any surviving
participants.

Doctors in the service say
they are now rendering what-
ever other medical services
they can give to the survivors
while the study of the discase's
effects continues.

Dr. Merlin XK. DuVal, Assist-
ant Secretary of Health, Educa-
tion and Welfare for Health
and Scientific Affairs, ex-
pressed shock on learning of
the study. He said that he was
making an immediate investi-
gation.

The experiment, called the

Tuskegee Study, began in
1832 with about 600 black men,

Hospital de
la Santa Creu i

Sant Pau

Rbelvis@santpau.cat
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The Tuskegee Syphilis Experiment

5 ?\ ."’ The modem classic

= of race and medicine
updated with
an additional chapter
; on the Tuskegee
% = Experments legacy
} E§ inthe age of AIDS

New and Expanded Edition

James H. Jones

399 homes afroamericans infectats per sifilis sense tractament.
128 morts
40 dones infectades
19 nens infectats

“Trabajiabamos para la gloria de la ciencia’
“Le felicito, doctor, por su estilo para escribir cartas engafiosas a los niggers”
“Ellos eran sujetos, no pacientes; eran material clinico, no personas enfermas”

Rbelvis@santpau.cat
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Kranion. 2023;18:XX-XX

Kranion
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Stranger things. Neurocientificos
militares y de la CIA en proyectos
secretos de experimentacion humana
en los Estados Unidos (1945-1975)

Stranger things. Military and CIA
neuroscientists in secret human
experimentation projects in the United
States (1945-1975) intelligence

in neurorehabilitation

Robert Belvis' y David Ezpeleta?

o, Hospital de la Santa Creu | Sant Pau, Barce pana
rologia, Hospital Universitario Quirdnsalud, Ma

Resumen

Cuando todavia estaban en el aire los horrores de la medicina nazi, los gobieros de las potencias ganadoras de la Il Guerra
Mundial se fanzaron a la experimentacion secreta en seres humanos para analizar los efectos de las nuevas armas quimicas,
bioldgicas y nucleares. Los mas conocidos de estos proyectos fueron los realizados por la CIA y el ejército norteamericanos. Se
realizaron exposiciones masivas a radiacién en soldados, en pacientes ingresados y en enfermos mentales; se liberaron en ciuda-
des microorganismos para estudiar su propagacién; se intent manipular la mente mediante técnicas de «lavado de cerebros con
privacién sensorial, LSD y otras drogas, hipnosis, estimulacién cerebral profunda con electrodos implantados, etc. Todo esto se
llevd a cabo en personas no informadas que crefan que recibian oque & un proyec-
to de investigacion médica, desconociendo que los servicios secretos estaban detrés. En ofras ocasiones, los sujetos fueron so-
metidos contra su voluntad. La mayoria de estos experimentos ilegales y antiéticos se hicieron en colectivos desvalidos (enfermos
mentales, afroamericanos, amish, esquimales, etc.) o que deseaban una recompensa (presos, soldados, estudiantes, etc.). Se

*Autor de correspondencia: Fecha de recepcion: 12-04-2023 Disponible en internet: XX-XX-2023
Robert Belvis Fecha de acepfiacién: 19-04-2023 Kranion. 2023;18:XX-XX
E-mail: rbelvis@santpau.cat DOI: 10.24875/KRANION.M23000057 www.kranion.es

1577-8843 / © 2023 Kranion. Publicado por Permanyer. Este es un articulo open access bajo la licencia CC BYNCND
(http://creativecommons.org/licenses/by-nc-nd/4.0/).

MK-ULTRA
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MK-ULTRA ode Bt ) tmit.
CIA: 150 PROJECTES A 80 INSTITUCIONS SANITARIES
EXERCIT: 239 PROJECTES DE GUERRA BIOLOGICA

44 universitats
15 fundacions d’investigacio
12 hospitals o cliniques
3 presons
bases militars
orfanats
Instalacions secretes

- Harold Blauer. Va ingressar al NY State Psychiatric Institute - 1952. Sobredosi de mescalina: psiquiatra Paul Hoch. 1987 — Indemnitzacio:
700.000%.

- Frank Olson, coronel. Los Dr. Lashbrook i Dr. Harold Abramson el tracten x SQZ. “Suicidi”. Indemnitzacio i perdo del presidente US.
- 88 persones irradiades per tumors amb RTx40 (1960-1972): Dr. Eugene Sanger. Hospital de Cincinatti. Tots indemnitzats als anys 80.

- Laura Ckackett, Jean Steel, Gina Blasbalg, Claudia Mullen, Lisa Mc Donald, Velma Orlikow, Esther Schrier, Louis Weinstein, Lana
Ponting... la majoria menors. Totes torturades pel Dr Cameron, McGill University-Montreal 1957-1977. Vérias indemnitzades.

- Operacié Sea-Spray 20-27/9/1950: Un vaixell pulveritza la badia de S. Francisco amb Serratia. Multiples afectats, 11 ingresstas, 1 mort a
|"Hospital de Standford.

- >60 nens (1946-1953) amb malalties mentals alimentados amb cereals amb llet amb Ca radioactius a |'escola Walter E. Fernald, de
Massachussets a canvia dfi entrades pel beisbol. Estudi realitzat per metges Univ. Harvard i MIT publicat a J Clin Invest (1956).
Indemnitzacio: 1,85 milllons de ddlars.

Rbelvis@santpau.cat



MK-ULTRA

| arriba | ‘escandal

Seymour Hersh
The New York Times 1974

€ saNTPAU

"’ Campus Salut
Barcelona
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Panel Fmds CIA Broke Law,D@fends Recm'd

Cl»\ Inflltrated
17 Area Groups,.
Gave Out LSD

Suicide Revealed District the Foeus
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Hospital de
la Santa Creu i
Sant Pau
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S. Gottlieb “El hechicero negro” De D.E. Cameron
Director de MK ULTRA DI,

Pacients enganyats

Administracio de substancies radioactives, injeccions o aerosols de bacteries
Nens orfans.

250-500.000 soldats irradiats

_ _ Presos.
Experiments amb drogues tipos LSD Rodamons.
Hipnosi Malalts mentals.
Deprivacié sensorial Prostitutes.

Drogadictes.

Electrodos cerebrales _ , . . .
.. Ciudadans afroamericans i altres minories.
Torturas psiquicas Soldats

Coma inducido para manipulacion mental Estudiants de Medicina.
Rbelvis@santpau.cat
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Gerarld Ford
Presidente EEUU
1973-1977
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La fi de la impunitat de la CIA
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Neixen els CEI

National Research Act (1974).
National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research
coneguda com la “National Commission”:
Informe Belmont després d una reunid 4 dias en 1976, aprobat al 1978, publica 18/04/1979.

NTSU LI BEPOSITORY

L'INFORME BELMONT

""Principis étics 1 pautes per a la proteccio dels éssers humans a la investigacio”

Rbelvis@santpau.cat
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Barcelona Sant Pau

Dr. Van Rensselaer Potter “Bioethics: bridge to the future” 1971.

TOM L. BEUACHAMP & JAMES F. CHILDRESS
1979

Principles of
Biomedical
Ethics

Tom 1. Beauchamp

James F, Childress

OXFTORD

L' INFORME BELMONT (1979)
NO SERA REGLA COMU FINS 1991

Rbelvis@santpau.cat
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Principios
P Beneficencia

Bioética

No
maleficencia:
“primum non

nocere”

Rbelvis@santpau.cat
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Gran confusio inicial CEA & CEI

UK & HOLANDA
SCANDINAVIA, FRANCA

- Ley 25/1990 del Medicamento:

“Comités anoments per revisar i avaluar el disseny d"un assaitg clinic i el set desenvolupament, assegurant que son atica i metodologicament acceptables i que es realitzen d"acord a les GPG.”

- RD 223/2004.

S’estableixen els requisits per la realitzacié d"assajos clinics amb medicamentes

- Ley 29/2006, de garantias y uso racional de medicamentos y productos sanitarios.

No es podra realitzar cap assaitg clinic sense I'informe previ favorable d"un CEIC.

- Ley de Investigacion Biomeédica 2007.

INICIS
CEA HSJD - 1975
CEIC HSCSP - 1984

ler CEIl acreditat amb la lle1 2007
CEIC HSCSP 2009

Rbelvis@santpau.cat
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MK-ULTRA

“Los experimentos «poco eticos» (1944-1974) se realizaron en 20.000 civiles y unos 500.000 militares

y pido perdon por ello."

Hazel O’Leary
Secretaria de Estado EEUU
1993-1997),

€ sanTPAU

"’ Campus Salut

Barcelona

Perdo6 20 anys després

Miles de experimentos gubemamentales fuvieron Ju-
gar en hospitales, universidades y bases militares de todo
el pals. En demasiados casos no se pidid ningn acuerdo
formal. Ocultamos a los americanos los efeclos de aque-
llo a lo que se sometlan, y mas alla de las propias coba-
yas, ese engaflo tlambién afectd a sus familias y a toda la
nacion. Los experimenfos se mantuvieron en secrefo y
fueron oculfados, no por razones de seguridad, sino por
temor a un escandalo, y eso estuvo mal. Hoy, por lo
tanfo, en nombre de una nueva generacicn de polfticos y
de una nueva generacicn de ciudadanos, Estados Unidos
de América presenia sus mas sinceras disculpas a los
ciudadanos que fueron victimas de esos experimentos, a
sus familias y a sus comunidades. Muchas gracias.

Bill Clinton,
presidente de los Estados Unidos de América
3 de octubre de 1955
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Per que cal que autoritzin I'inici de la meva investigacio?
= Per que va neixer la Bioetica?

-

FUNDACION
TEJERINA
| Unidad Docente]

ula de Estudios Avanzados

“ .= fue una reaccion al dano de practicas abusivas,
en ocasiones rayando lo delictivo, realizadas en aras
del progreso por medicos que se creian intocables ...

Benjamin Herreros & Fernando Bandreés

SANT PAU Hospital de
Campus Salut la Santa Creu 1
. Barcelona Sant Pau



Qui som el CEIm de Sant Pau?
CLAUDIA ERIKA DELGADO

Secretaria del CEIm
SANT PAU Hospital de
Campus Salut 5, laSanta Creu1

. Barcelona



Que es un CEIm?

RD 1090/2015

@ C.E.l. COMITE D'ETICA DE LA INVESTIGACIO:

- ORGAN INDEPENDENT | DE COMPOSICIO MULTIDISCIPLINARIA.
FINALITAT PRINCIPAL:

- VETLLAR PER LA PROTECCIO DELS DRETS, SEGURETAT | BENESTAR DELS
SUBJECTES QUE PARTICIPEN EN PROJECTES D'INVESTIGACIO BIOMEDICA

« OFERIR GARANTIA PUBLICA MITJANCANT UN DICTAMEN SOBRE LA
DOCUMENTACIO CORRESPONENT DEL PROJECTE D'INVESTIGACIO.

- HA DE TENIR EN COMPTE ELS PUNTS DE VISTA DE PERSONES LLEGUES.

@ C.E.l.m. COMITE D'ETICA DE LA INVESTIGACIO AMB MEDICAMENTS:

- CEl QUE A MES ESTA ACREDITAT PER A EMETRE UN DICTAMEN EN UN
ESTUDI CLINIC AMB MEDICAMENTS | AMB PRODUCTES SANITARIS.

SANT PAU Hospital de
‘ Campus Salut la Santa Creu i
Barcelona Sant Pau
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Que es un CEIm?

NORMES DE BONA PRACTICA CLINICA ICH E6 (R3)

@ COMITE D'ETICA DE LA INVESTIGACIO:

- ORGAN INDEPENDENT CONSTITUIT PER PROFESSIONALS MEDICS |
MEMBRES NO MEDICS.

- RESPONSABILITAT: GARANTIR LA PROTECCIO DELS DRETS, LA

SEGURETAT | EL BENESTAR DELS ESSERS HUMANS QUE PARTICIPEN EN
UN ASSAIG.

- REVISIO, APROVACIO O EMISSIO D'UNA OPINIO FAVORABLE SOBRE EL
PROTOCOL DE L'ASSAIG, LA IDONEITAT DE L'INVESTIGADOR O
INVESTIGADORS, LES INSTAL-LACIONS | ELS METODES | MATERIALS QUE
S'UTILITZARAN PER A OBTINDRE | DOCUMENTAR EL CONSENTIMENT
INFORMAT DELS PARTICIPANTS EN L'ASSAIG.
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Campus Salut la Santa Creu1
Barcelona Sant Pau




® sanTrau
Campus Salut

QUé eS Un CEIm? Barcelona

4R .
) COMPOSICIO:

v MINIM 10 MEMBRES: ALMENYS 1 MEMBRE LLEC | ALIE A LA RECERCA BIOMEDICA O A L'ASSISTENCIA CLINICA, QUE
REPRESENTARA ELS INTERESSOS DELS PACIENTS.

v FORMACIO: METGES (FARMACOLEG CLINIC), FARMACEUTIC D'HOSPITAL O D'ATENCIO PRIMARIA, DIPLOMAT O
GRADUAT EN INFERMERIA.

v MEMBRE DE LA COMISSIO DE RECERCA O UN COMITE D'ETICA ASSISTENCIAL (CEA).
vV 2 MEMBRES ALIENS A LA PROFESSIO SANITARIA, 1 DELS QUALS HA DE SER LLICENCIAT/GRADUAT EN DRET.
v MEMBRE AMB FORMACIO EN BIOETICA.

(=) LA COMPOSICIO DEL CEIM HA D'ASSEGURAR LA INDEPENDENCIA DE LES SEVES DECISIONS | LA SEVA COMPETENCIA |
7 EXPERIENCIA

® sanTPAU Hospital de
Campus Salut la Santa Creu1
Barcelona



Qui son els del CEIm Sant Pau?

¢
¢

PRESIDENT

= Robert Belvis. Metge. Neurodleg. Hospital.

VICEPRESIDENTA

= Estela Moreno. Farmacia Hospitalaria. Hospital.

SECRETARIA TECNICA

» Claudia E. Delgado. Metgessa. Farmacologia Clinica. Hospital.

SANT PAU
€ Campus Salut
Barcelona

Hospital de
la Santa Creu1

® sanTPAU
Campus Salut
Barcelona

VOCALS

Nuria Alberich. Jurista i DPD-Delegada Proteccio de Dades. Hospital.
Cristina Arqueros. Metgessa. Oncologia. Hospital.

M. Rosa Ballester. Farmaceéutica. Institut de Recerca.

Ana C. Caballero. Metgessa. Hematologia. Hospital.

Beatriz Fernandez-Montells. Enginyera. Salut Digital. Hospital.
Cristina Galisteo. Filosofia. Hospital.

Enric Garre. Enginyer. Informatic. Hospital.

Ignasi Gich. Metge. Epidemiologia. Hospital

Iria Gonzalez. Unitat Experiéncia Usuari. Hospital.

Marta Leston. Farmacia Asisténcia Primaria. Membre alié.
Laura Lozano. Metgessa. Urgéncies. Hospital.

Laia Matas. Metgessa. Medicina Interna. Hospital.

Indalecio Moran. Metge. Medicina Intensiva. Hospital.
Caridad Pontes. Metgessa. Farmacologia Clinica. Hospital.,
Maria Portella. Psicologa. Institut de Recerca.

Marta Pujol. Membre No Sanitari. Representant pacients.
Maite Ricart. Infermera. Escola Universitaria Infermeria.
Santiago Sanchez. Metge. Cirurgia Digestiva. Hospital.

Jordi Torralbas. Infermer. Hospital.

Cristina Trilla. Metgessa. Ginecologia i Obstetricia. Hospital.
Lucia Vallez. Farmacia Hospitalaria. Hospital.
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Qui ha demanat que el CElm revisi els
meus projectes?

DECLARACIO DE HELSINKI 2024

@ EL PROTOCOL HA D'ENVIAR-SE PER A CONSIDERACIO, COMENTARI,
ORIENTACIO | APROVACIO AL COMITE D'ETICA DE LA INVESTIGACIO
CORRESPONENT ABANS DE COMENCAR LA INVESTIGACIO.

@ EL COMITE HA DE SER TRANSPARENT EN EL SEU FUNCIONAMENT | HA DE
TENIR INDEPENDENCIA | AUTORITAT PER A RESISTIR INFLUENCIES INDEGUDES
DE L'INVESTIGADOR, PATROCINADOR O ALTRES.

’ SANT PAU Hospital de
‘0’ Campus Salut la Santa Creu i
Barcelona Sant Pau




Qui ha demanat que el CElm revisi els
meus projectes?

DECLARACIO DE HELSINKI 2024

EL COMITE TE EL DRET DE MONITORITZAR, RECOMANAR CANVIS, RETIRAR
L'APROVACIO | SUSPENDRE LA INVESTIGACIO EN CURS.

CAP ESMENA AL PROTOCOL HA DE REALITZAR-SE SENSE LA CONSIDERACIO |
APROVACIO DEL COMITE.

DESPRES QUE ACABE LA INVESTIGACIO, ELS INVESTIGADORS HAN DE
PRESENTAR UN INFORME FINAL AL COMITE AMB UN RESUM DELS RESULTATS |
CONCLUSIONS.
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® sanTPAU
© O 9 cCampus Salut

CElm Sant Pau 1 UICEC Sant Pau: es el mateix? Barcelona

NO

TREBALLEM DE FORMA COORDINADA, PERO:

Qué és un promotor?
Individu, empresa, institucio o
organitzacié responsable d'iniciar,
gestionar i organitzar el financament
d’un estudi.

CEIM SANT PAU — INDEPENDENT.

UICEC SANT PAU — DEPEN DEL PROMOTOR (INSTITUT DE RECERCA).
— UNITAT DE SUPORT A LA INVESTIGACIO CLINICA.
— S| EL PROMOTOR ES EL INSTITUT DE RECERCA, EL PROJECTE
HA DE PASSAR PRIMER PER LA UICEC ABANS DE PASSAR AL CEIM.

® santrau Hospital de
”‘ Campus Salut la Santa Creu i
Barcelona Sant Pau
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SANT PAU
Campus Salut
‘ Barcelona

racies

https://www.recercasantpau.cat/investigacio-clinica/ceim/
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