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VacCiencia es una publicacion dirigida a Resumen de la informacion pu-

investigadores y especialistas dedicados a blicada por la OMS sobre los
la vacunologia y temas afines, con el ob- candidatos vacunales en desa-
jetivo de serle util. Usted puede realizar rrollo  contra la COVID-19 a

sugerencias sobre los contenidos y de es- nivel mundial.
ta forma crear una retroalimentacion Noticias mas recientes en |la

que nos permita acercarnos mas a sus Web sobre vacunas.

necesidades de informacion. Articulos cientificos mas recien-

tes de Medline sobre vacunas.

Patentes mas recientes en

USPTO sobre vacunas.
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Resumen de la informacion publicada por la OMS sobre los
candidatos vacunales contra la COVID-19 en desarrollo a nivel
mundial

Ultima actualizacion por la OMS: 16 de marzo de 2021.
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82 candidatos vacunales en evaluacion clinica y 182 en evaluacion preclinica.
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Candidatos vacunales en evaluacion clinica por plataforma

Platform Candidate vaccines (no. and %)
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Candidatos vacunales mas avanzados a nivel global

Desarrollador de la vacunal/fabricante/pais Plataforma de la vacuna | Fase

Sinovac/China Virus Inactivado 4
Wuhan Institute of Biological Products/Sinopharm/China Virus Inactivado 3
Beijing Institute of Biological Products/Sinopharm/China Virus Inactivado 3
University of Oxford/AstraZeneca/Reino Unido Vector viral no replicativo 4
CanSino Biological Inc./Beijing Institute Biotechnology/China Vector viral no replicativo 3
Gamaleya Research Institute/Rusia Vector viral no replicativo 3
Janssen Pharmaceutical Companies/Estados Unidos Vector viral no replicativo 3
Novavax/Estados Unidos Subunidad proteica 3
Moderna/NIAID/Estados Unidos ARN 4
BioNTech/Fosun Pharma/Pfizer/Estados Unidos ARN 4
Anhui Zhifei Longcom Biopharmac./Inst. Microbiology, Chinese Academy Sciences Subunidad proteica 3
CureVac AG/Alemania ARN 3
Institute of Medical Biology/Chinese Academy of Medical Sciences Virus inactivado 3
Research Institute for Biological Safety Problems, Republic of Kazakhstan Virus inactivado 3
Zydus Cadila Healthcare Ltd./India ADN 3
Bharat Biotech/India Virus Inactivado 3
Sanofi Pasteur + GSK/Francia/Gran Bretafa Subunidad proteica 3
Instituto Finlay de Vacunas/Cuba Subunidad proteica 3
Federal Budgetary Research Institution State Research Center of Virology and Bio-

technology "Vector"/Rusia Subunidad proteica 3

Candidatos vacunales mucosales en evaluacion clinica

Desarrollador de la vacunal/fabricante/pais Plataforma de la vacuna |Via de adminsitracion| Fase
Vaxart/Estados Unidos Vector viral no replicativo Oral 1
Univ. Hong Kong, Xiamen Univ./Beiging Wantai Biol. Pharm./China | Vector viral no replicativo Oral 2
Symvivo/Canada Vector viral no replicativo Oral 1
ImmunityBio, Inc./Estados Unidos Vector viral no replicativo Oral 1
Codagenix/Serum Institute of India Virus vivo atenuado Intranasal 1
Center for Genetic Engineering and Biotechnology (CIGB)/Cuba Subunidad proteica Intranasal 112
Altimmune, Inc./Estados Unidos Vector viral no replicativo Intranasal 1
Razi Vaccine and Serum Research Institute Subunidad proteica IMe N 1
Bharat Biotech International Limited/India Vector viral no replicativo Intranasal 1

Cantidad de dosis propuestas para los candidatos vacunales en evaluacién clinica

Number of doses & schedule Candidate vaccines (no. and %)

1 dose 12 15%
Day o 12

2 doses 50 61%
Dayo +14 6
Day 0 + 21 18
Day o + 28 26

3 doses 1 1%
Day o + 28 + 56 1

TBD / No Data (ND) 19 23%
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Noticias en la Web

Cuba’s Contributions in the Fight Against the COVID-19 Pandemic

11 mar. The COVID-19
pandemic has revealed the
failure of most Western capitalist
countries in their public health
policies. Decades of neoliberal
austerity, of cuts in health and
education programs induced by
restructuring programs by the
IMF and the World Bank, are
now showing their results in
alarming numbers of contagion
and deaths spreading
throughout Latin  America,
Europe and the USA.

In the West, Cuba has set an
example of efficiency and shown
that another way is possible in
the fight against the pandemic.
The numbers speak for
themselves; we only need to
compare Cuba with other
countries or even big cities with
similar populations to get a very
clear picture of the difference in
results. With a population of
about 11,350,000, Cuba has
had — as of February 21 -
45,361 cumulative cases of
COVID-19 with 300 deaths. The
Greater New York City area,
with a population of about
18,800,00, has a cumulative
total of 700,815 cases with
28,888 deaths. Switzerland, with
a smaller population than Cuba,
about 8,600,000 people, has
550,224 cumulative cases of
COVID-19 with 9,226 deaths.
How to explain that a country
that has far fewer resources
than a city like New York or a
country like Switzerland can be
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so much more efficient in its fight
against the pandemic?

The answer is simple: the Cuban
Revolution of 1959 focused the
few resources available in the
country on building a healthcare
system that would serve the
needs of the people first, and not
the interests of the various
sectors of privatized medicine,
such as medical insurance plans,
big pharmaceutical companies
and the expensive ‘high-tech’
medicine of which the developed
countries are so proud. After the
Revolution, almost half of the
Cuban doctors left the country,
greatly limiting the new
government's ability to meet the
health needs of its population.
The revolutionary government
decision was to invest in the
training of new health
professionals — in people — and to
expand access to medical care to
the rural population and
especially to black Cubans, who
had hitherto been left out. In this

way, Cuba was able to increase the
number of nurses from 2,500 in 1958
to 4,300 a decade later.

Investment in People

Through its massive vaccination
campaigns, Cuba eliminated polio in
1962, malaria in 1967, neonatal
tetanus in 1972, diphtheria in 1979,
congenital rubella syndrome in 1989,
post-cause meningitis in 1993,
rubella in 1995, and tuberculous
meningitis in 1997. Today, Cuba’s
infant mortality rate is lower than that
of the United States and less than
half that of the black population in
the United States. By 1983, just over
two decades after the Revolution, life
expectancy in Cuba had increased to
73.8 years, when in the previous
period it had been only 58.8 years.

“They have discovered
smart weapons. We
have discovered some-
thing more important:
people think and feel”
Fidel Castro.”
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While many public health
experts often attribute the
chronic shortage of healthcare in
Latin  America to lack of
resources, the Cuban Revolution
has shown that when limited
resources are distributed
equitably and with an emphasis
on people and prevention, public
health outcomes previously
unimaginable can be achieved.
Neoliberalism, imposed by force
in many Southern countries, and
chosen by northern economic
elites as the preferred policy in
their own countries, led to a path
opposite to the Cuban one. And
the COVID-19 pandemic is
showing very clearly which path
was the right one.

In the rich countries of the north,
neoliberal austerity has for
decades caused successive
reductions in health budgets,
with cuts especially in the
number of qualified personnel
available. Cuba, by contrast, has
invested in the training of an
ever-increasing number of
health professionals. When the
pandemic arrived, it was clear
that Cuba already had the
necessary personnel and
resource allocation capacity to
face such a situation. In the
wealthy countries of the north,
by contrast, the lack of
personnel and public
infrastructure was compounded
by an inability to take the right
measures when these conflicted
with established private
interests. Consequently, for the
first time, Cuba was asked to
bring its aid to some rich and
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developed Northern countries,
such as ltaly. Cuban doctors and
other health professionals also
took their aid to Andorra and to
France’s ultra-marine Caribbean
departments of Martinique and
Guadeloupe. One cannot imagine
a greater demonstration of the
bankruptcy of the neoliberal
model.

Internationalism

The Cuban Revolution, from its
very beginning and despite all the
material difficulties faced by the
new government, did everything
possible to help other countries.
In 1963, only four years after the
Revolution, still struggling with
enormous internal problems,
Cuba sent its first medical aid
mission to Algeria, a nation
devastated after decades of a
bloody war of independence
against France. In 1966, with the
help of 200,000 doses of polio
vaccine donated by the Soviet
Union, Cuba and its medical
personnel, in collaboration with
the government of Congo,
coordinated the vaccination of
more than 61,000 children in what
was the first mass vaccination
campaign in Africa. To date,
Cuba has sent some 124,000
health professionals to provide
medical care in more than 154
countries.

Besides this impressive aid
brought by its own medical
personnel to various parts of the
world, another important
contribution of Cuba is the
training of health professionals,
mainly from poor countries, at its
Escuela Latino Americana de
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Medicina (ELAM - Latin American
School of Medicine). Founded in
1999, ELAM trains students
according to the Cuban model of
Medicina General Integral (MGI),
focusing mainly on public health
and primary care, with a holistic
approach to understanding health,
including disciplines such as
biology, sociology, and politics.
ELAM’s foreign students have all
expenses paid by the Cuban state,
except for airfare. By 2020, ELAM
had graduated 30,000 new doctors
from over 100 countries, mainly
from Africa but including from the
poorest areas of the United States.
Many of these students would have
no chance of studying medicine in
their home countries, and upon
their return provide an invaluable

and sometimes previously
unavailable service to their fellow
citizens, including, now, care

related to the pandemic. According
to ELAM, there are about 52,000
health professionals from Cuba
working in 92 countries, which
means that Cuba has more doctors
working abroad than all the health
professional contributions of the G-
8 countries combined.

Owing to their commitment to the
health of people, especially the
poorest and most disadvantaged,
and not to a privatized health
system in which profit determines
where and how to allocate
resources, Cuban doctors are
frequent targets of attacks from the
far right in the countries where they
work. In Brazil, following the coup
d'état against elected president
Dilma Rousseff and the illegal
ascension to power of Jair
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Bolsonaro, Cuban doctors had
to leave the country. The same
occurred in Bolivia after the coup
against President Evo Morales
and in Honduras after the coup
against President Zelaya. In all
these cases, it was the poor who
suffered the most, for Cuban
medical professionals were the
only ones providing care
previously unavailable to them.
In 1979 Cuba sent a medical
mission to Grenada, and by
1982 this country saw a 25%
reduction in its infant mortality
rate, thanks mainly to the work
done by Cuban professionals.
But the United States invaded
Grenada in 1983, and the
Cuban health workers were
expelled.

Regarding

COVID-19,
example that
reveals the
consequences that the
combined effect of sending
away the Cuban doctors and
imposed structural
readjustments can cause in a
country is the case of Ecuador.
Following the election of
President Lenin Moreno in 2017,
the Cuban health professionals
working in this country with the
support of the previous
President Rafael Correa had to
leave, and the International
Monetary Fund recommended a
36% cut in the health budget, a
measure adopted by President
Moreno. These two actions left
the country with virtually no
healthcare system, hence no
defense in the face of the

the pandemic of
however, the
perhaps best
disastrous
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COVID-19 pandemic. As a result,
the city of Guayaquil alone,
Ecuador's largest, with about
2,700 million inhabitants, had an
estimated 7,600 deaths due to
the pandemic, a number more
than 25 times higher than that of
all of Cuba.

The medical brigades and ELAM
have so far been Cuba’s two
greatest contributions in the fight
against the COVID-19 pandemic.
But another extremely important
one is on the way: the Sovereign
[l vaccine, produced by the Finlay
Vaccine Institute in Havana. Cuba
hopes to immunize its entire
population with its own vaccine
later this year. Once again,
Cuba’s socialist approach to
vaccine production differs
radically from that adopted by the
world’s capitalist nations. The
result of Cuba’s international
experience, accumulated through
its many missions conducted in
various parts of the world, the
Cuban vaccine is a hope for the
poor nations since, again, Cuba’s
international solidarity can be
counted on. According to an
article by W. T. Whitney, Jr:

“100 million doses of Sovereign ||
are being prepared, enough to
immunize all 11 million Cubans,
beginning in March or April. The
70 million remaining doses will go
to Vietnam, Iran, Pakistan, India,
Venezuela, Bolivia, and
Nicaragua. Sovereign Il ‘will be
the vaccine of ALBA’ explained
Venezuelan Vice President Delcy
Rodriguez, referring to the
solidarity alliance established in
2004 by Venezuelan President
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Hugo Chavez and Cuba’s Fidel
Castro.”

The article’s author added:

“Cuba’s strategy in commercializing
the vaccine represents a
combination of what's good for
humankind and the impact on world
health. We are not a multinational
where a financial objective comes
first, says Vicente Vérez Bencomo,
director of Cuba’s Finlay Vaccine
Institute. Income generated by
vaccine sales abroad will pay for
healthcare, education, and pensions
in Cuba, just as is the case with
exports of medical services and
medicines.”

In contrast to the Cuban approach,
the author further wrote:

“According to forbes.com in
November 2020, ‘If Moderna’s
[vaccine] can get FDA approval and
can make enough doses, its top line
could be nearly $35-billion higher ...
than ... in the last 12 months.
Another report suggests that, ‘The
companies (Pfizer and Moderna)
stand to earn billions of dollars in
profits from their COVID vaccines
this year [and] there will be more
profits in later years.” The companies
‘claim the rights to vast amounts of
intellectual property’.

“With corporations in charge,
distribution of Covid-19 vaccines is
skewed. As of January 27, ‘some
66.83 million doses have been sent
out, of which 93 percent were
supplied to only 15 countries.” In
Latin America, only Brazil, Argentina,
Mexico, and Chile have secured
purchase contracts adequate for
immunizing entire populations. The
companies’ contracts with African
nations allow for immunization of
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only 30 percent of Africans in
2021. Meaningful immunization
has yet to begin there.

“The wealth divide determines
distribution. Epidemiologists at
Duke University report that,
‘While high-income countries
represent only 16% of the
world’s population, they currently
hold 60% of the vaccines for
COVID-19 that have been

purchased so far. Cuban
journalist Randy Alonso reports
that only ‘27 percent of the total
population of low and middle-
income countries can be

vaccinated this year'.

Since its revolution, Cuba has
been under uninterrupted attack
by the Empire and its
accomplices. Economic sanctions
and blockades make its

Fuente: SP THE BULLET. Disponible en https://cutt.ly/f/xSEx8D

population suffer and harm
considerably Cuba’s capacity to
keep doing the international work.
Even so, this small nation, always
so stubborn and generous
continues to be a source of hope for
the world. Above all, Cuba points
the way forward, with great
firmness, detachment, courage, and
an inexhaustible joy.

European Commission authorises fourth safe and effective
vaccine against COVID-19

11 mar. The European
Commission has granted a con-
ditional marketing authorisation
(CMA) for the COVID-19
vaccine developed by Janssen
Pharmaceutica NV, one of the
Janssen Pharmaceutical Com-
panies of Johnson & Johnson,
and the fourth COVID-19
vaccine authorised in the EU.

This authorisation follows a po-
sitive scientific recommendation
based on a thorough assess-
ment of the safety, effectiveness
and quality of the vaccine by the
European Medicines Agency
(EMA) and is endorsed by the
Member States.

The President of the European
Commission, Ursula von der
Leyen, said: "The Janssen
vaccine is the fourth authorised
vaccine of the EU's portfolio and
will help us enhance the vacci-
nation campaign in the second
quarter of 2021. It only requires
a single dose, which takes us

another step closer to achieving
our collective goal of vaccinating
70% of the adult population by
the end of summer."

Stella Kyriakides, Commissioner
for Health and Food Safety, said:
"Our portfolio now contains four
safe and effective COVID-19
vaccines that we are working tire-
lessly to deliver to citizens in
Europe and beyond as soon as
possible. A single dose vaccine
can make a difference in the
speed of rollout. The entry on the
market of the Janssen vaccine
ensures that we have access to a
total of up to 1.8 billion doses of
approved vaccines from different
technology platforms — this is key
to ensuring access to vaccina-
tions for Europe and our interna-
tional partners. We will continue
to work tirelessly to support
vaccine producers and ensure
they deliver doses, as agreed in
our contracts."

The Janssen vaccine will be
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given in one dose to adults aged 18
years and older for preventing CO-
VID-19. The vaccine is based on an
adenovirus, a harmless virus which
delivers the ‘instructions' from the
virus that causes COVID-19. This
allows the body's own cells to make
the protein unique to the COVID-19
virus. The person's immune system
recognises that this unique protein
should not be in the body and res-
ponds by producing natural defen-
ces against infection by COVID-19.
The adenovirus in the vaccine
cannot reproduce and does not
cause disease.

On the basis of EMA's positive opi-
nion, the Commission has verified
all the elements supporting the mar-
keting authorisation and consulted
Member States before granting the
conditional marketing authorisation.
Next steps

The Commission approved the
contract with Janssen on 8 October
2020. With the conditional market
authorisation, Janssen will be able
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finalizara en agosto de 2021. Se
espera que el tiempo medio de
apariciéon de sintomas
respiratorios con el uso del
CIGB2020 supere al tiempo
medio sin el uso de este en el
grupo control.

Vicente Vérez Bencomo,
director general del Instituto
Finlay de Vacunas, explico que
el CIGB2020 es capaz de
estimular la inmunidad de la
persona a nivel local, donde se

halla la puerta de entrada del
virus al organismo.

De acuerdo con el doctor
Eduardo Martinez Diaz,
presidente del BioCubaFarma, el
farmaco impide que el virus
sobrepase el sistema inmune del
organismo y, a la vez, logra un
equilibrio en la inmunidad natural
0 innata, lo que contribuye a
salvar vidas y otros notables
beneficios en grupos de riesgo.

Fuente: Cubadebate. Disponible en https://cutt.ly/AxGTUJT

Cuba cuenta con cinco
candidatos vacunales ANTI-
COVID-19; ademas,
BioCubaFarma ha trabajado en
16 proyectos con nuevos
tratamientos y tecnologias
médicas para prevenir y
combatir la enfermedad, de los
cuales 11 se encuentran en
estudios clinicos 0 en ensayos
de intervencion en pacientes y
grupos vulnerables.

OPS recomienda que se siga usando vacuna AstraZeneca

18 mar. La Organizacion
Panamericana de la Salud pidi6
el miércoles a los paises de las
Américas que sigan incluyendo
las vacunas AstraZeneca en
sus planes de inmunizacion
contra el coronavirus porque
hasta ahora no esta demostrado
que provoque riesgos de coagu-
lacion en la sangre.
Recientemente varios paises
europeos como Alemania, Fran-
cia, Italia y Espafia suspendie-
ron el uso de ese farmaco por
reportes de que algunas perso-
nas que la recibieron presenta-
ron coagulos. Tanto la compa-
fiila como los reguladores euro-
peos han expresado que por
ahora no hay evidencias de que
la vacuna sea la responsable.
Sylvain Aldighieri, gerente de In-
cidente para COVID-19 de la
OPS, asegur6 en conferencia
de prensa virtual que ya se
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investigan los casos en Europa y
dijo que “no anticipamos un
impacto de este evento en la
distribucion por el mecanismo
COVAX’.

La OPS distribuira mas de 26 mi-
llones de vacunas en Latinoamé-
rica y el Caribe a través del me-
canismo, la mayoria de AstraZe-
neca. Segun Aldighieri, esas do-
sis son producidas en Corea del
Norte e India, mientras que los
dos lotes que se aplicaron en Eu-
ropa y reportaron problemas fue-
ron fabricados en ese continente.

En la ultima semana, los contagios
en las Américas se aceleraron en
casi la mitad de los paises de la
region: cerca de 1,3 millones de
personas se enfermaron y casi
31.000 murieron por COVID-19.

Aunque se han aplicado 138 mi-
llones de dosis en el continente,
so6lo 28 millones han llegado a Lati-
noamérica y el Caribe, dice la OPS.

En Latinoamérica la vacunacion tie-
ne lugar a través de dos vias. Por
un lado esta COVAX, que funciona
como una canasta de vacunas a
la que los suscriptores pueden
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acceder a un mejor precio.

Fue creado por la Organizacion
Mundial de la Salud y otras
instituciones internacionales y
distribuye solo las vacunas que
han sido aprobadas por la OMS,
que son cuatro hasta el
momento, incluyendo a las de
AstraZeneca, y Pfizer. Diez pai-
ses de la region, entre ellos El
Salvador y Honduras, recibiran
las dosis de COVAX gratis, al
ser considerados de escasos
recursos. Por otra parte, algunos
paises han sellado acuerdos
bilaterales con laboratorios para
asegurarse mas vacunas.

La OPS dijo que espera que las
primeras dosis de COVAX en la
region terminen de llegar antes
del 7 de abril. Por ahora solo un
pufiado de los paises ha recibido
vacunas AstraZeneca a través
del mecanismo, entre ellos Gua-
temala y El Salvador, fabricadas

en Corea del Sur. Otros dos pai-
ses, Peru y Colombia, han recibi-
do vacunas Pfizer por ser parte
de un plan piloto de COVAX.

En los préximos dias la OPS es-
pera entregar cerca de 728.000
dosis en cinco paises, aunque no
detallé cuales son. Hasta ahora
ha efectuado pedidos para mas
de 3,4 millones de vacunas.
Aldighieri dijo que la red de vigi-
lancia de vacunacion que existe
en la region “no ha reportado se-
fiales de alarma” con las dosis de
AstraZeneca que ya se han
aplicado en las Américas, y ase-
guréd que “los beneficios de las
vacunas superan sus riesgos”.

El subdirector de la OPS, Jarbas
Barbosa, también recomendd a
los paises que ya han implemen-
tado la primera dosis que prosi-
gan sus planes. “Tenemos buena
informacion de que los paises
pueden dar la segunda dosis’,

Fuente: Washington Hispanic. Disponible en https://cutt.ly/KxG6eAv

dijo. “La vacuna es muy efectiva
después de la primera”.

Después de los reportes en Europa,
la Organizacion Mundial de la Salud
y la Agencia Europea de Medicinas
iniciaron  investigaciones. Ambas
instituciones habian aprobado el
uso de emergencia de la vacuna de
AstraZeneca.

Entre los paises que han firmado
acuerdos bilaterales para recibir ese
farmaco estan Argentina, Bolivia,
Brasil, Colombia, Chile, Ecuador, El
Salvador, México y Panama. En la
gran mayoria de los casos las
vacunas aun no han llegado.

Aunque Venezuela nunca tuvo un
acuerdo bilateral, el gobierno del
presidente Nicolds Maduro descartd
autorizar el uso de la vacuna de As-
traZeneca. Por su parte, Panama
dijo que esta evaluando los reportes
sobre la vacuna y otros paises co-
mo Ecuador y Bolivia no se han pro-
nunciado.

México decomisa 5,700 dosis falsas de la vacuna Sputnik V

18 mar. México decomisd mas
de 5.700 dosis de la vacuna
rusa Sputnik V en una aeronave
privada que estaba en el
aeropuerto de Campeche, en el
sureste del pais, y que se dirigia
a Honduras. Las autoridades
rusas aseguraron el jueves que
se trata de un farmaco falso.

La Administracion General de
Aduanas y el ejército mexicano
detectaron el miércoles por la
noche 1.155 frascos (el
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equivalente a 5.775 dosis) de la
supuesta vacuna rusa entre
refrescos y golosinas en una
hielera que estaba en un avion
privado que se disponia a
trasladarse a la ciudad
hondurefia de San Pedro Sula,

indic6 Aduanas en un
comunicado.
Las autoridades mexicanas

creyeron que las vacunas eran
reales y las resguardaron
convenientemente.

S IESCTIValls

INSTITUTO FINLAY DE VACUNAS

Sin embargo, la entidad publica
rusa encargada del manejo de la
Sputnik V en el extranjero, el Fondo
Ruso de Inversion Directa, indico el
jueves en un comunicado que se
trata de “un lote de falsas vacunas”
contra el coronavirus.

“El andlisis de las fotografias del
lote incautado, incluido el disefio de
los contenedores y sus etiquetas,
sugiere que se trata de wuna
sustancia falsa que nada tiene que
ver con la vacuna original®,
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Comparacion de la vacuna original y la falsa:

ORIGINAL SPUTNIK V VACCINE VS. FAKE

Primary packaging Secondary packaging Transportation

ORIGINAL I

NEED TO CHECK

' Official name - «Mam-KOBW-Baks
v Correct use of Cyrillic script (letter “N"™)
+/ Same font size within 1 word

+/ Standard labeling design (the fake has
mixed design of Generium and BIOCAD
label)

ORIGINAL
- -E’

NEED TO CHECK

' Correct name of manufacturing site
(“BIOCADE™)

+/ Each vial is in individual carton box
+/ Appropriate group packaging

ORIGINAL

NEED TO CHECK

/' Certified and labeled insulated
transportation packaging with frozen
gel-packs and thermo-loggers

Un lote de vacunas falsas Sputnik V fue confiscado en México. Vea esta comparacion del Sputnik V genuino con una version falsa.

(TWITTER / @sputnikvaccine)

sefialaron las autoridades
rusas. “El proceso de envio
también fue una violacién de los
protocolos de embalaje vy
transporte de la vacuna oficial
Sputnik V”.

Rusia recordd que su farmaco
solo se distribuye “a través de
los canales oficiales y se
administra solamente a través
de los programas oficiales de

vacunacion” y explicé que cada
lote tiene un codigo QR que
permite su rastreo.

A juicio de las autoridades rusas,
este caso es un ejemplo de los
ataques en su contra. “El
gobierno de México detuvo y
evito6 esta provocacion
posiblemente dirigida a
desacreditar la vacuna Sputnik
agrego la nota en la que Rusia

Fuente: Chicago Tribune. Disponible en https://cutt.ly/bxHwObl

felicito a los funcionarios mexicanos
por su actuacion y se comprometio
a cooperar en la investigacion de
los hechos.

La tripulacion y los pasajeros de la
aeronave fueron puestos a
disposicion de la fiscalia federal
mexicana. El comunicado no detalld
cuantas personas eran.

Denuncian en Cuba campaina contra vacuna para Covid-19

17 mar. Medios de prensa de
Cuba denunciaron hoy una nue-
va campafia lanzada desde la
ciudad estadounidense de Mia-
mi, esta vez para desacreditar a
la vacuna Soberana 02 contra la
COVID-19.
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De acuerdo con la televisién na-
cional, el youtuber Alexander
Otaola afirmé la pasada semana
que ese candidato vacunal cu-
bano, en fase Il de ensayo clini-
co, estaria causando reacciones
negativas en nifios a quienes,
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supuestamente, se les aplico.

El reporte televisivo recordd que en
Cuba no se vacun6 a menores de
edad en ninguna de las tres fases
de ensayos clinicos de la Soberana
02, ni en ninguna de las fases por
las que ya pasaron los otros
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candidatos, pues no han sido
aprobados para edades pedia-
tricas.

Sobre el tema, Dagmar Garcia,
directora de investigaciones del
Instituto Finlay de Vacunas, afir-
moO a ese espacio que para la
inmunizacién a personas de
edades pediatricas es impres-
cindible demostrar primero la
seguridad e inmunogenicidad
del medicamento en adultos.

Explico Garcia que se disefia
el ensayo clinico en poblacion

pediatrica, que serd sometido a
evaluacion de la entidad regula-
toria nacional en las proximas
semanas.

Detall6, asimismo, que ese ensa-
yo se realizara en nifios de cinco
a 18 afios de edad divididos en
dos grupos etarios, primero los
de 12 a 18, aunque la fecha de
implementacion dependera de la
revision y aprobacion del proto-
colo de investigacion clinica.

La cientifica asegur6 que no seré
preciso esperar a concluir la

Fuente: Prensa Latina. Disponible en https://cutt.ly/8xHjMat

“...en Cuba no se vacunoé
a menores de edad en
ninguna de las tres fases
de ensayos clinicos de la
Soberana 02, ni en
ninguna de las fases por
las que ya pasaron los
otros candidatos, pues no
han sido aprobados para
edades pediatricas. ”

Fase Ill de Soberana 02 para iniciar
procedimientos similares con las
dosis previstas para los menores de
edad, una vez comprobada la
seguridad e inmunogenicidad del
medicamento.

Panel BioMérieux BIOFIRE Respiratory 2.1 (RP2.1) con SARS-
CoV-2, se convierte en la primera prueba diagndstica para la
COVID-19 en obtener la autorizacion De Novo de la FDA

20 mar. BioMérieux (Marcy-
I'Etoile, Francia) recibi¢ la
autorizacion De Novo de la
Administracion de Alimentos y
Medicamentos de EUA (FDA),
para el panel BIOFIRE RP2.1,
lo que lo convierte en la primera
prueba de diagndstico para el
SARS-CoV-2 de cualquier tipo a
la que se le otorga estado De
Novo por la FDA de EUA.

El panel permite la deteccion de
22 patdgenos virales vy
bacterianos responsables de
infecciones respiratorias,
incluido el SARS-CoV-2 (la
causa de la enfermedad COVID
-19). La FDA de EUA le otorgd
al panel el estatus De Novo
después de haber pasado por la
via de revision normal de la
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FDA de EUA por fuera de la via
de Autorizacion de Uso en
Emergencias (AUE). La
autorizacion De Novo sera
simultanea a la revocatoria de la
AUE de la FDA de EUA que se

obtuvo el 1 de mayo de 2020 para
el panel. Los kits BIOFIRE RP2.1

Panel AUE y De Novo, son
idénticos con la excepcién de
cambios en el etiquetado.

El panel BIOFIRE RP2.1 permite a
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los proveedores de atencidn
médica identificar rapidamente
los patogenos respiratorios co-
munes que se encuentran en
pacientes que presentan una in-
feccion aguda del tracto respira-
torio, utilizando una prueba sim-
ple. El panel BIOFIRE RP2.1
produce resultados en aproxi-
madamente 45 minutos utilizan-
do muestras de hisopado naso-
faringeo (NPS) en medio de
transporte o solucidn salina.

Se ejecuta en los sistemas
BIOFIRE FILMARRAY 20 vy
BIOFIRE Torch, totalmente

automatizados, requiriendo solo
dos minutos de tiempo para la
preparacion de la muestra.

La solicitud De Novo fue respal-
dada por un estudio clinico pros-
pectivo multicéntrico en el que se
evalud el desempefio del ensayo
BIOFIRE RP2.1 Panel SARS-
CoV-2, en mas de 500 muestras
frente a una referencia combina-
da de tres ensayos moleculares
independientes de SARS-CoV-2,
cada uno con la designacion
AUE de la FDA de EUA. El ensa-
yo BIOFIRE RP2.1 Panel SARS-
CoV-2 demostrd un porcentaje

Fuente: LabMedica. Disponible en https://cutt.ly/CxHYAOp

de concordancia positivo (PPA) del
98,4% y un porcentaje de con-
cordancia negativo (NPA) del
98,9%.

‘La autorizacion De Novo del Panel
BIOFIRE RP2.1 demuestra cémo
BioFire se dedica a responder a
una pandemia global en rapida evo-
lucion con urgencia y exactitud. Es-
ta es la primera prueba COVID-19
autorizada De Novo por la FDA de
EUA”, dijo Pierre Boulud, director
de operaciones clinicas de
bioMérieux.

Cuba probara la eficacia de la vacuna Soberana 02 en un nuevo

estudio

21 mar. Cuba probara el proxi-
mo lunes la eficacia de la vacu-
na Soberana 02, uno de sus
cinco candidatos anticovid, en
un estudio de intervenciéon con
150.000 voluntarios de La Ha-
bana, anunci6 este sabado el
grupo empresarial biofarmacéu-
tico del pais, BioCubaFarma.

El ensayo, aprobado hoy por el
Centro Estatal para el Control
de Medicamentos y Dispositivos
Médicos, evaluara los efectos
directos e indirectos de la vacu-
nacion en los “cohortes pobla-
cionales” de riesgo de infeccion,
enfermedad y dispersion de la
epidemia.

Este término denomina al grupo
de personas que comparten una
exposicion a la enfermedad y se

observan durante un tiempo,
precisd6 BioCubaFarma en su
cuenta en Twitter.

Los participantes pertenecen al
grupo de riesgo de los trabajado-
res de la salud, del sector farma-
céeutico y biotecnoldgico de la ca-
pital cubana y otros sectores defi-
nidos por el Ministerio de Salud
Publica.

La investigacion se realizara
simultaneamente a la tercera y
ultima fase de ensayos clinicos
de “Soberana 02’, desarrollada
por el Instituto Finlay de Vacunas
(IFV), que comenzo6 a principios
de marzo en la capital cubana
con 44.000 personas.

El otro candidato vacunal que el
lunes estrena la ultima fase de
ensayos clinicos también es

Fuente: HOLA NEWS. Disponible en https://cutt.ly/nxHOmDi

16| Copyright © 2020. Todos los derechos reservados | INSTITUTO FINLAY DE VACUNAS

‘Abdala”, pero en las provincias
orientales de Santiago de Cuba,
Guantanamo y Granma.

El Centro de Ingenieria Génetica y
Biotecnologia (Cigb) es el encarga-
do de producir este proyecto de in-
munizacion.

Cuba atraviesa desde enero una
tercera ola de contagios con 10 de
sus 15 provincias y el municipio es-
pecial Isla de la Juventud en fase
epidémica y un promedio diario de
entre 700 y 900 contagios.
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