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“Actualmente, no existe evidencia de ensayos clinicos aleatorizados que muestren
mejoria en los resultados de ningun farmaco de los utilizados en el abordaje para
el manejo de pacientes con sospecha o infeccion SARS-CoV2 confirmada, o en

tratamiento profilactico”.

Sanders JM et al. JAMA April 13, 2020. doi:10.1001/jama.2020.6019
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Clinical
Symptoms

Time course

ARDS
SIRS/Shock
Cardiac Failure

Mild constitutional symptoms
Fever >99.6°F
Dry Cough, diarrhea, headache

Shortness of Breath
Hypoxia (Pa02/Fi02<300mmHg)

Elevated inflammatory markers
(CRP, LDH, IL-6, D-dimer, ferritin)
Troponin, NT-proBNP elevation

Lymphopenia, increased
prothrombin time, increased D-
Dimer and LDH (mild)

Abnormal chest imaging
Transaminitis
Low-normal procalcitonin

Clinical Signs

Potential ( Remdesivir, chloroquine, hydroxychloroquine, convalescent plasma transfusions ]
Therapies [ Hadlics InmnosUBoression ] ( Corticosteroids, human immunoglobulin, ]
PP IL-6 inhibitors, IL-2 inhibitors, JAK inhibitors
J Heart Transplantat. March 25t 2020. DOI: 10.1016j.healun.2020.03.012
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THE LANCET

World Report I

Flooded by the torrent: the COVID-19 drug pipeline

Theworld is rushing to test potential COVID- 19 treatments. But dowe really need so many

trials? Asher Mullard reports.

The coronavires disease 2019
(COVD-19) crug pipeline s not
grwing at quite the same speed 5 the
pandernic. But s rate of eparsion 5
nevertheless cause for pause. I the
maonths snce COVID-19 has spread,
researchers have Lwnched more
than 180 clinical triais of everything
from repurposed antivirals and
Imemenomoduatorns to unproven cell
therapies and vitamin C. A furthes
150 trials are pregaring to recrut
Patients

For pancesmic peeparedness sxperts,
this begs crclal questions. “Do we
need 300 triais? ks that a good use of
resources™ asks Darded Bausch, director
of the UK Public Health Rapid Support
Team and infectiows disease expert
at the London School of Hyglene &
Tropical Medicine. “I would probably
sywedort”

There are good rexons to befld
up a full pipeline of COVID-19
drugs. Up to 90% of new entramts
into dinical triafs neves make It to
approval, and so Fwvestigators want
to have = many shots on goal as
possible. Sclentific understanding of
COVID-19 Is also changing so quikicly
that 1t makes sense to keep options
open. But other motives, Including
public relations and financial gain,
might ako be In playy. “Duringa criss,
some people will go out of thelr way
tosacrifice their itves, and others wil
hoard medicines and be compiete
Jerics. On Institutional leveds, we have
the same span of good actors and
bad actoes”, says Bausch.

Andin the atvence of compretersie
triad coordiration mechanisms, signs
of dsamay ar emesging. “The scale of
these trias b5 too smal, and thevarition
1 terms of how they are being nn s
toe large”, s3ys john-Ame Rattingen,
chlef exeauthe of the Ressanch Councl
of Norway and peoponest of 2 more

e Selewat oo Yol 395 Apel 18, 2000
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collaborative appeoach. “These triaks
arert realy designed to answer the

that reed to be answered”
Clinkal trial Merstore, moreovet
Is riddied with drugs that looked
promising In small trials only 10 peove
Ineffectve In bigges, more rigorous
sk

“Dowe need 300 trials? Is that a
good use of resources? .*

Merdad Parsey, chief medical oficer
at Gilead, agrees. “We e seeing that
the level of evidence on some of the
therapectics that are out these Is not
great. Cven how broady some of
these agents are being used, this may
impact cur abikty to actually detect
signals with other molecules’, he
explains

The research commenity faces 2
tricky cllemena, with little time for
reflection. “On the one hang wewant
1o be coordinated. On the other hand,
we do't want to spend oo mech
time getting coordinated becauze the
pace of this thing & 50 raphd’, explairs
Parwy. “Everyone’s doing their best’,
heaads.

“The mast Important things 1o get
right are primary outcomes, Indusion
and exchsion criter, and standard of
care’, sys Bin Cag 2 pumonary and
critical care speciaiist at the (hina-
Japan Friencship Hosptal In Beljing
Cac helped to coordnate some of
the fiest trials of COVID-19 drugs In
Chima. Getting the standard of care
right for these trials was particutarly
mportant, he ada, when ysteTewess
overwheimed and 5o Iitie was known
about the clsease.

WHO has now faken steps to
provide greater coordination
theough fts Solidarity trial, a study
of four therapeutic approaches for
haspitalsed patient with confemed

Mullen A. The Lancet. April 18, 2020
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COVID 19 These consist of Glead's
RNA polymerase ichibiior remdesi ¥,
the antimalarials by decgychioeoguine
and chiccoquing, the HV protease
Inhibitors lopinavir and ritorait, and
lopinavir and ritonavir In combénation
with the immunomodulatory agent
Intesfeson beta- L2 Fint results could
be avalladle within 12-16 weeks,
Ireiders sy

Not only wil the umbredia triaf test
multipie drugs at scale, but it ako
seeics 1o algn the research community

y dinkal triad
that can make the meost of Incoming
data. By enroling patients from
aound theworkd the Salldanty trigd
might be able to answer questions
more guickly than stancione triaks
can. Already, 70 countries have
committed to joining up. Countries
with the least developed health-care
can follow 2

protocal, whereas those with better
Gpabiities will Bunch “davghter”
triaks that wil cofiect adcitional data.

“I ¥ke the Solidartty traf, sys
Zhl Hong chief executive officer
of the botech Bl BioSciences and
foemes head of Infections disease
research and dcevelopment at
GixoSmithidine. Athough the trial &
not dovble- linded, that & acceptatle

>

FAL

La investigacion clinica es una prioridac en el ambito

internacional, y los esfuerzos en investigacion se estan
llevando a cabo en red para compartir toda la informacion
relevante y los resultados publicados a este respecto.

AEMPS, 22 Abril, 2020
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ESTUDIO QUINAVID

ENSAYO CLINICO PARA LA EVALUACION DE QUIMIOPROFILAXIS CON
HIDROXICLOROQUINA DE LA COVID-19 EN PROFESIONALES SANITARIOS
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ESTUDIO QUINAYVID

ENSAYO CLINICO PARA LA EVALUACION DE QUIMIOPROFILAXIS CON
HIDROXICLOROQUINA DE LA COVID-19 EN PROFESIONALES SANITARIOS

Ensayo clinico aleatorizado, controlado y abierto para la evaluacion de
la eficacia y seguridad de la quimioprofilaxis

_ 9 centros (3+4 pendlentES) D. carga, 200 mg/24h 1 semana +200 mg/72h

semanas 2,3,4

_ Aleatorizacion a 3 ramas (2:2:1)_>D.carga, 200 mg/48h 1 semana +200 mg/72h

Minimo de 861:861:430, 2163 sujetos en total 4 semanas 2,3,4

Brazo control: sin quimioprofilaxis

Intentar establecer que dosis bajas son
' eficaces en la reduccion de la tasa de infeccion ®

Delgs Clim",cul
el excellence

Together towards
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agencia espafnola de
DEESANA  DESANIDAD medicamentos y
. productos sanitarios

Informacion sobre investigacion clinica sobre la
COVID-19

Fecha de publicacidn: 22 de abril de 2020

La Agencia Espanola de Medicamentos v Productos Sanitarios [AEMPS) ha recibido un gran
numero de solicitudes de diferentes tipos de estudios clinicos. Los ensayos clinicos tienen un
espacio propio en el gue se publican sus caracteristicas, el Registro Espanol de estudios
clinicos, (BEec). Sin embargo, los estudios observacionales no disponen de su espacio propio
y se considera importante que estén accesibles también para establecer colaboraciones vy
sinergias entre grupos de investigacion. Estos estudios son tramitados por la AEMPs de
acuerdo con su normativa propia.

NOTA INFORMATIVA

Ademas de los ensayos clinicos, |la investigacion clinica también se desarrolla a traves de
estudios observacionales con medicamentos es decir, investigaciones en las que se recogen
datos de salud de los pacientes con el fin de analizar el uso, la seguridad o la efectividad de
los medicamentos en el contexto de la asistencia sanitaria real, sin intervenir en la practica
clinica. Esto convierte a ambos metodos en complementarios para extraer mucha
informacion relevante del tratamiento con los diferentes medicamentos.

AEMPS, 22 Abril, 2020

COLABORA:

WIERB™®  INICIATIVAS DE INNOVACIGN EN FH ANTE LA PANDEMIA COVID19



REGISTRO ESPANOL DE RESULTADOS
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