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1.Introduccidn y justificacion

La pandemia de SARS-CoV-2 COVID 19 requirié en forma rapida de la
implementacién de distintas medidas de control. Desde que se conocié la
secuencia genética completa del SARS-CoV-2 se inicio el desarrollo de vacunas
basadas en distintas plataformas, que vienen mostrando buenos perfiles de
eficacia y seguridad , lo que motivé la aprobacidon de emergencia por parte de
organismos internacionales y nacionales, y desde diciembre de 2020 su
aplicacion en varios paises. Este proceso viene siendo seguido de cerca por los

cientificos en Uruguay.
1.1 El grupo ad hoc

Con el objetivo de analizar las vacunas contra SARS Cov 2 en desarrollo de
forma interdisciplinaria, y a instancias de la Unidad de Inmunizaciones del
MSP, se constituyo en agosto de 2020 un grupo ad hoc a la Comisién Nacional

Asesora de Vacunas, integrado por cientificos de la Universidad de la

2
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Republica, del Grupo Asesor Cientifico Honorario y de distintas areas del MSP.
Desde entonces este grupo ha venido analizando en forma permanente e
ininterrumpida, toda la informacién disponible sobre el desarrollo de las
distintas vacunas contra la infeccion por SARS CoV 2. Esto comprende el
estudio de las caracteristicas, las ventajas y desventajas de cada una de las
vacunas con especial énfasis en los aspectos de seguridad, inmunogenicidad y
eficacia, asi como la vigilancia y monitoreo que debera llevarse a cabo una vez

implementadas.
1.2 Metodologia de trabajo

Para el andlisis de las distintas vacunas en desarrollo se han jerarquizado los
datos provenientes de publicaciones cientificas que han sido sometidas a
procesos de revisién independiente realizada por expertos en el tema, los
preprint y cuando esta informacion no esta disponible, se ha complementado
con la informacion en medios de prensa confiables o aportado por la propia
industria, en forma confidencial o no (se hace constar donde corresponde).
Dado que la calidad de la informacién muchas veces es parcial o no es de la
mejor calidad, el analisis de los datos puede verse limitado en profundidad y
calidad. Al analisis critico de toda esta evidencia, con las limitaciones que
puede tener por lo ya expuesto, se complementa con la opinién experta de los

integrantes del grupo.

El grupo ha destacado permanentemente que para que el analisis tenga la
mayor utilidad posible, es fundamental disponer de la mayor cantidad de
evidencia, sobre todo datos completos de los estudios de fase Ill (intermedios

o datos finales) y asi optimizar el analisis y el asesoramiento a brindar.

Este proceso ha estado guiado por la necesidad de ofrecer a la poblacion
vacunas con un perfil de eficacia y seguridad adecuado, acorde a las
necesidades epidemioldgicas del pais, procurando generar confianza en la
poblacidon sobre la vacunacion, teniendo en cuenta su rol para el control de las
otras infecciones inmunoprevenibles incluidas en el esquema regular de

vacunacion desde larguisimo tiempo y de impacto probado.

Dado que este proceso es altamente dinamico, la revisién de la informacién,
evidencia, experiencias y comunicaciones que van surgiendo es constante, se

realizan reuniones periddicas desde agosto. Como producto de este proceso se
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elabora un documento marco y resimenes ejecutivos que se actualizan

periédicamente y se elevan a las autoridades sanitarias.

2.Vacunas contra SARS-CoV-2 COVID 19
2.1 Conceptos generales

Pese al escaso tiempo transcurrido desde que se conociera la secuencia
genética del virus SARS-CoV-2 actualmente se han desarrollado distintas
vacunas que vienen demostrando perfiles de seguridad y eficacia suficientes
como para que algunas hayan sido aprobadas de emergencia por FDA, EMA, y
por distintos Ministerios de Salud y organismos reguladores nacionales (UK,
ANMAT, ANVISA por ejemplo).

Dadas las caracteristicas unicas de la pandemia de SARS-CoV- 2, el objetivo de
las vacunas contra COVID19 es reducir la mortalidad, morbilidad y el impacto
social negativo debido a la transmisién de SARS-CoV2.

Esto implica considerar criterios de asignacion de riesgo que son:

-Riesgo de adquirir la infeccién

-Riesgo de presentar enfermedad mas severa y mayor mortalidad

-Riesgo de transmitir la infeccién a otros

-Impacto social negativo

En Uruguay dada la situacion epidemioldgica actual, con crecimiento sostenido
de los casos, transmision comunitaria del virus y las perspectivas que esto
condiciona, la medida de la vacunacion es una urgencia de salud publicay es
necesario extremar los esfuerzos para iniciar una campana de vacunacioén lo
antes posible.

La recomendacién acerca de qué vacunas utilizar, requiere del continuo y
permanente analisis de todos los aspectos a considerar de las vacunas.

Dada la prioridad de lograr la mayor cobertura de los grupos objetivos, y
considerando que probablemente dado el acceso se deba a recurrir a mas de
un tipo de vacunas, debera considerarse muy especialmente la previsiéon de las
diferentes condiciones de las distintas vacunas para minimizar el riesgo de
errores programaticos.

Debe asegurarse la provision de las dos dosis de la misma vacuna a cada
persona.

Asimismo se debera tener en cuenta estos aspectos a la hora de la
comunicacioén a la poblacion.
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Al considerar mas de una plataforma de vacuna, la seleccidon entre poblacion
objetivo y tipo de vacuna a ofrecer podria estar condicionada por los mejores
resultados de eficacia y seguridad en cada una de estas poblaciones

Por ejemplo: personas de 65 afios y mas, personas con factores de riesgo para
infeccién grave, personas adultas jévenes previamente sanas que pertenezcan
al personal de salud.

No es posible determinar aun si con la vacunacion se podran modificar las
medidas no farmacolégicas de mitigacion aplicadas hasta el momento, ni qué
cobertura vacunal deberia alcanzarse para ello.

En el mejor escenario de todos modos, la campana llevara muchos meses, por
lo que es importante que la poblacién comprenda que para lograr el control de
la epidemia se deberan mantener las medidas no farmacoldgicas.

Al 11 de febrero OMS reportaba 178 vacunas candidatas en fase preclinica, y

69 en fase clinica. Todas las vacunas para la prevencién de la infeccion por
SARS-CoV-2 analizadas son de desarrollo acelerado. Esto ha permitido lograr
disefos de vacunas que han avanzado en las fases de desarrollo clinico (I, Il y
lll) en tan solo 11 meses, después de que la secuencia genética completa del
SARS-CoV-2 se hiciera publica. Esto ha sido posible, como se refieren los
expertos a nivel internacional, “debido a que la vacunologia actual esta
cientificamente mucho mas avanzada, a que el desarrollo no ha partido de cero
(las plataformas tecnoldgicas fueron culminadas previamente exploradas para
los coronavirus del SARS-CoV-1 y MERS), a que grupos de expertos
independientes han evaluado los datos que se generan en tiempo real para
progresar rapidamente en las fases, a que muchas empresas han sido
subsidiadas por gobiernos de paises industrializados, organismos cientificos
(CEPI, GAVI) y fundaciones filantrépicas”. A esto se suma que, a pesar del corto
tiempo de desarrollo, las vacunas mas avanzadas han recogido importante
informacién sobre su seguridad en los estudios de fase lll. Esto se relaciona
con el hecho de que para evaluar la eficacia (proteccién) de la vacuna en un
corto periodo, fue necesario contar con un enorme numero de voluntarios de
modo de acumular un numero representativo de casos positivos confirmados
por RT-PCR. Esto tuvo como efecto adicional el generar una copiosa
informacién sobre la seguridad de la aplicacion de la vacuna en un alto namero

de individuos.

No obstante lo anterior, no todos los grupos de riesgo han estado
representados igualmente en los estudios de fase Il y lll. Uno de los principales

grupos de riesgo son los adultos mayores. Los estudios de fase lll, con los que
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se determina la eficacia en condiciones ideales de investigacion, no tuvieron
como principales variables de estudio la eficacia en la infeccion grave, que es
la que mas afecta a esta poblacién. El porcentaje de adultos mayores incluidos
en estos estudios es escaso, por lo que los datos que surgen de ellos también
deben interpretarse con precaucion y comunicarse adecuadamente a la

poblacion.

La informacién aln es parcial para otros grupos, que han sido parcialmente
representadas o excluidas en los ensayos clinicos (menores de 18 afios,
embarazadas, alérgicos, inmunosuprimidos, etc.) y la recomendacién de

vacunacion depende del balance riesgo beneficio individual.

2.2 Caracteristicas de las vacunas

Las vacunas que estan en proceso de desarrollo y evaluacién pertenecen a
cuatro plataformas: vacunas basadas en acidos nucleicos (ARN o ADN),
vacunas basadas en vectores virales, vacunas de subunidades proteicas (y VLP

virus like protein), y vacunas de virus inactivados.

2.2.1 Vacunas basadas en acidos nucleicos (ARN o ADN)

Son un nuevo tipo de vacunas elaboradas a partir de acidos nucleicos.
Vacunas de ARN

Son elaboradas con nanoparticulas de ARN que tienen informacion para
producir proteina S de SARS-CoV-2; una vez que ingresan a la célula se
comienza a producir la proteina para estimular el sistema inmune. Dado que
se trata de una plataforma nueva para vacunas, se carece de informacion
previa acerca de aplicacion masiva y eventuales efectos inesperados en
personas con condiciones especiales.

Han mostrado muy buena inmunogenicidad, son de mas facil produccién. En
algunos casos requieren mayores exigencias respecto a la cadena de frio (-
70°C en el caso de una de ellas) y sin experiencia de uso en el mercado hasta
diciembre de 2020 que se comenzo6 a aplicar por primera vez en el Reino
Unido y luego se extendié a otros paises, con pocos datos de seguridad en
grandes poblaciones.

Las vacunas analizadas elaboradas con esta plataforma son las vacunas de
Pfizer, Moderna y CureVac.
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Pfizer: el analisis de inmunogenicidad de esta vacuna se basa en la
determinacion de anticuerpos con la proteina S del virus, particularmente
contra la regién de union al receptor (RBD, del inglés Receptor Binding
Domain), los cuales alcanzan titulos superiores a los desarrollados en el curso
de la infeccién con el virus. Estos anticuerpos ademas tienen alto potencial
neutralizante. Es una de las vacunas que tiene un estudio de fase Il finalizado,
mostrando efectividad vacunal alta (95%, IC 95%: 90.3 - 97.6), y que cuenta
con aprobacion de uso de emergencia en varios paises y por la OMS. Para
mayores de 65 afios la eficacia fue de 94.7% (1 vs 19 casos, IC 95%: 66.7 -
99.1), y para mayores de 75 afos corresponden a un bajo nimero de casos,
con una eficacia vacunal de 100% (0 vs 5 casos; IC 95%: -13.1 - 100.0). La
eficacia en infeccion severa fue 66.3% (IC 95%: -125.5 - 96.3). Los datos de
eficacia con o sin infeccion previa a los 7 dias de la 22 dosis son de 94.6%
(98.9-97.3.

Los eventos adversos (EA) tras las dos dosis, en general, ocurrieron en 27% del
grupo vacunado y 12% del grupo control, de los cuales 1.2%y 0.6%
respectivamente fueron graves (grado 3) y 0.1% en cada grupo amenazo la vida
(grado 4) Los efectos adversos locales, a 2 meses de seguimiento, fueron mas
frecuentes en adultos jovenes que en mayores de 55 anos. Los efectos
adversos locales severos luego de la primera y segunda dosis fueron <0.6% y
no hubo reacciones grado 4 (potencial riesgo vital). Los EA vinculados a la
reactogenicidad mas frecuentes fueron: dolor sitio inyeccion (> 80%), fatiga (>
60%), cefalea (> 50%), mialgias y escalofrios (>30%), artralgia (> 20%), pirexia y
endurecimiento sitio inyeccién (> 10%).

Dada la frecuencia de este tipo de EA, en Espafa se ha decidido no vacunar a
los integrantes de un mismo servicio de salud el mismo dia para evitar EA al
mismo tiempo en varias personas. El grupo considera que esta estrategia es
muy oportuna y evita riesgos innecesarios de sobrecarga del sistema de salud.
A esto se suman los riesgos de alergias graves ocurridos en los individuos
vacunados en condiciones reales a los pocos dias de comenzada la vacunacion
en el Reino Unido y Estados Unidos. Dado que son datos de
postcomercializacion, no es posible determinar la magnitud en frecuenciay
comparar con la frecuencia de este evento adverso para otras vacunas. Segun
datos recientes en Estados Unidos, la tasa es de 11 cada millén de dosis
administradas.

La OMS considera como contraindicacién su uso en caso de historia de
reaccién alérgica severa a cualquier componente de la vacuna, y no debe ser
utilizada en personas con historia de alergia severa a polietilenglicol (PEG) o
moléculas relacionadas a éste. Y considera una precaucion el antecedente de
una reaccion alérgica grave a otra vacuna o inyectable.
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El grupo de trabajo entiende que es una de las vacunas que tiene mayor
informacién disponible, con datos promisorios de corto plazo, sobre todo para
eficacia en infeccién sintomatica. Ha sido aprobada para su uso de emergencia
en Estados Unidos, Canada, México, Europa, Chile y Argentina, entre otros. Es
la primera vacuna avalada por la OMS. Esta recomienda la aplicacién de las dos
dosis en un intervalo entre 21 y 28 dias, con un maximo de 42 dias, e insta a
los paises a asegurar recibir la segunda dosis. El grupo considera que este
aspecto es fundamental, que se deben respetar las pautas posoldgicas con las
que fueron aprobadas las vacunas para asegurar el beneficio reportado, y
ademas este aspecto es un componente importante para minimizar los riesgos
de surgimiento de variantes resistentes.

La OMS considera que el uso en algunos grupos de personas donde aun la
informacién sobre la eficacia y/o seguridad es escasa, requiere de algunas
precauciones y consideraciones, y que la vacunacién debe considerarse segun
riesgo de infeccion. Estos grupos son: mayores de 85 afios, menores de 16
anos, embarazadas, mujeres en lactancia, portadores de VIH,
inmunocomprometidos, enfermedades autoinmunes, infeccion SARS CoV 2
previa, personas que recibieron tratamiento para COVID19, personas cursando
la COVID 19, personas portadoras de paralisis de Bell.

Presenta como desventaja la alta exigencia de la cadena de frio (-70°C).

Su aplicacion requiere la implementacion de infraestructura para la cadena de
frio necesaria a nivel nacional para su arribo, almacenamiento y distribucién,
asi como la capacitacion del personal de salud a cargo de la administracion de
la vacuna. Ademas, sera necesario contar con lugares seguros para la
vacunacion, por el riesgo de reacciones alérgicas graves y el mantenerse en el
lugar de vacunacion entre 15 y 30 minutos.

Moderna: induce una fuerte respuesta humoral, definida por altos titulos de
anticuerpos con la proteina S del virus, particularmente contra la RBD, tanto en
adultos jovenes como mayores de 70 anos, los cuales son superiores a los
desarrollados en el curso de la infeccidon con el virus. Estos anticuerpos
ademas tienen alto potencial neutralizante, determinado por diferentes
técnicas. Los niveles de anticuerpos inducidos por la vacunacién se mantienen
altos al menos por 119 dias. Ademas, la formulacién vacunal es capaz de
inducir respuesta celular polarizada hacia un perfil Th1, caracterizada por la
produccién de IFN-g. Ambos componentes inducidos, humoral y celular, estan
fuertemente asociados a una respuesta efectiva contra infecciones virales. El
estudio de fase Ill mostré adecuada eficacia vacunal, 94,1% (89.3a96.8), con
datos promisorios también en mayores de 65 afos (4 vs 129 casos, 86.4%, IC
95%: 61.4 - 95.5) y en los casos severos (indica una eficacia de 100% pero no
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muestra IC). Presentan datos de eficacia en individuos con factores de riesgo
de infeccién grave con buena eficacia pero son datos de fase Ill intermedios.
Los datos en poblacidon ya expuesta a la infeccién aln son limitados.

El perfil de seguridad a 9 semanas muestra una frecuencia de efectos adversos
locales alta (primera dosis: 87.4%, segunda dosis: 90.5%) y sistémicos (primera
dosis: 57%, segunda dosis: 81.9%) alta, con una severidad para los locales de
4%y 7% (primera dosis y segunda dosis respectivamente) y para los sistémicos
de 3.2 y 17.4% respectivamente, mas frecuentes que con la vacuna de Pfizer.
La frecuencia de eventos que amenazan la vida es <0.1% y similar entre vacuna
y placebo.

Presenta como desventaja las exigencias de la cadena de frio, si bien son
menores que para la vacuna de Pfizer (-20°C).

Es una vacuna aprobada para su uso de emergencia en Estados Unidos, Canada
y Europa.

Tras el inicio de la vacunacién en Estados Unidos se conocio por prensa el
primer caso de alergia grave tras la vacunacion.

La contraindicaciéon para recibir la vacuna es la anafilaxia a cualquier
componente de la vacuna.

CureVac: los reportes de estudios de inmunogenicidad con esta vacuna
muestran Para dosis de 12ug (n=11): 90% seroconversion de Ac contra prot S
(dia 43), 100% seroconversion de Ac neutralizantes (dia 43) a los 15 dias de la
segunda dosis. El perfil de seguridad muestra una frecuencia de efectos
adversos locales (mayor a 80 %) y sistémicos (100%) muy alta, con una
severidad para los sistémicos de aproximadamente 13y 35 % para la primera y
segunda dosis, mas frecuentes que con las vacunas de Pfizer y Moderna.

Se conoce el disefio del estudio de fase lll. Fue recientemente presentado ante
la Agencia Europea del Medicamento para su consideracion.

Vacunas de ADN

Al igual que las vacunas a ARN, las vacunas a ADN son plataformas nuevas que
nunca se han aplicado masivamente en humanos. La trayectoria de este tipo de
vacunas es mas extensa que para las vacunas a ARN, ya que existen vacunas a
ADN aprobadas para uso animal. En lo que refiere a humanos, las mismas han

alcanzado evaluaciones clinicas de fase |.
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Inovio: esta vacuna se administra intradermicamente a través de un dispositivo
de electroporaciéon (CELLECTRA 2000), que facilita la entrada del ADN en las
células. Los reportes de estudios de inmunogenicidad con esta vacuna son
completos pero se basan en un nimero de muestras bajo. Con la dosis mas
alta (2 mg) se induce un alto porcentaje de seroconversion de anticuerpos
contra la proteina S (95 %) y de anticuerpos neutralizantes (84%), a las dos
semanas después de la segunda dosis. Ademas, en todos los individuos
vacunados se indujo una respuesta celular polarizada hacia un perfil Th1, con

produccién de IFN-g y TNF-a (y ausencia de inducciéon de produccion de IL-4).

El perfil de seguridad a corto plazo (al igual que las restantes vacunas) muestra
escasos efectos adversos locales (10%) y sistémicos (10%), los cuales fueron en

su totalidad leves (grado 1).
2.2.2.Vacunas basadas en vectores virales

Son plataformas con alguna experiencia de uso no masivo a nivel mundial.
Como por ejemplo las usadas para las vacunas del Ebola. Las de vector viral
humano tienen como riesgo potencial el desarrollo de anticuerpos contra el
vector. En este grupo quedan comprendidas las vacunas de Astra Zeneca,

Janssen, Cansino, Sputnik V.

AstraZeneca: el esquema de dos dosis de la vacuna induce niveles de
anticuerpos contra la proteina S, tanto en adultos jovenes como mayores de 70
anos, similares a los desarrollados durante la infeccion, los cuales se
mantienen al dia 56. Estos anticuerpos presentan capacidad neutralizante
determinada por varias técnicas. Ademas, se ha determinado que la
preparacion vacunal induce respuesta celular polarizada hacia un perfil Th1,
con produccion de IFN-g. Sin embargo, a diferencia de la respuesta humoral, la

respuesta celular no se potencia con una segunda dosis de la vacuna.

Los datos de fase Il y del intermedio de fase Ill muestran efectos adversos
sistémicos sobre todo fiebre en un porcentaje alto de individuos. El perfil de
seguridad muestra una frecuencia de efectos adversos locales (88 %) y
sistémicos (86%) alta para cohorte de 18-55 afios con la primera dosis, con
grado de severidad para los sistémicos de aproximadamente 5 %. A diferencia

de las vacunas a ARN, los efectos adversos son menos frecuentes y severos
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con la segunda dosis. Ademas, la frecuencia de los efectos adversos y su

severidad disminuye a medida que aumenta la edad de los vacunados.

Para la vacuna de AstraZeneca, los datos actuales han determinado su
aprobacion en Reino Unido, Argentina y EMA. A pesar de utilizar mismos
estudios clinicos para la aprobacion, ambas agencias europeas obtienen
valores sutilmente diferentes debido a la poblaciéon que incluyen para los
calculos: la EMA los basa en la poblacién que recibe las dosis en el intervalo
finalmente aprobado entre 4 y 12 semanas (n 10468) y UK en los que la
reciben entre 4 y 26 semanas (n 11636). Estas diferencias determinan
variaciones en los valores de eficacia: 70.42% (58.84-80.63) vs 59.5% (45.8-
69.7) respectivamente. El grupo considera que el valor de EMA es mas acorde
con la forma de uso que tendra la vacuna segun sus caracteristicas de
aprobacion.

De los resultados de un estudio que esta en pre impresién se concluy6 que una
dosis de la vacuna tiene adecuada eficacia y que los intervalos interdosis mas
largos tienen mas beneficio que los mas cortos. Este estudio recoge resultados
de los protocolos que ya habian mostrado los datos intermedios (con 131
casos) y muestra la eficacia vacunal de la combinacion de las dos pautas
posoldgicas con un numero de casos que llega a 332. La eficacia promedio de
ambas pautas fue de 66.7% (57.4-74), levemente por debajo del hallado en el
estudio intermedio anterior. Sin embargo, con ambas dosis estandar en los
que recibieron 2 dosis con un intervalo de 12 semanas la eficacia fue de 82.4%
(62.7-91.7), muy superior a la hallada para intervalos de 6 o0 menos semanas
(54.9%)

Con una dosis estandar unica la eficacia vacunal a los 90 dias fue 76% (59-86).
Los autores creen necesaria una segunda dosis para prolongar la proteccion
dado el correlato de esta con el aumento de los anticuerpos neutralizantes.
Los datos considerando sélo los asintomaticos alin no muestran eficacia
estadisticamente significativa ni con 2 dosis estandar con intervalo 12
semanas ni con una dosis estandar, sin embargo cuando se combinan
pacientes asintomaticos y sintomaticos los valores de eficacia mejoran, lo que
sugiere que podrian tener efecto en la transmision viral, pero esto aiin no es
concluyente. El estudio no muestra datos de eficacia segun severidad ni por
grupo de edad.

Es importante sefalar que a partir de los 14 dias de la primera dosis se
observo una eficacia de 76% (59-86) que se mantuvo por 90 dias, por lo que la
protecciéon vacunal comenzaria desde la primera dosis. El grupo SAGE de la
OMS reunido el 8/2/21 mantuvo como recomendacion no usar limite superior
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de edad basados en datos de inmunogenicidad y seguridad, a pesar de la falta
de evidencia por variables clinicas, y respaldé el intervalo entre 4 y 12
semanas, con preferencia por el intervalo mas largo de 12 semanas.

El grupo considera que se debe utilizar la pauta de dosis estandar y el intervalo
interdosis de 12 semanas. Con los datos de inmunogenicidad y seguridad
actuales, las recomendaciones internacionales y el contexto de disponibilidad
actual de vacunas, el grupo apoya el uso en mayores de 18 afos sin limite
superior de edad.

El perfil de seguridad que se evalud con una cohorte mas grande, que por lo
menos recibié una dosis y es de aproximadamente 12000 individuos presenta
el perfil de riesgo analizado en la tabla de resultados. Se destaca la
importancia de la adecuada monitorizacién de los eventos neurolégicos.

Janssen: la administraciéon de una Unica dosis de vacuna logra 99% de
seroconversion, medida como desarrollo de anticuerpos contra la proteina S al
dia 29. Dichos anticuerpos tienen capacidad de neutralizar al virus, aunque
inferior a los desarrollados durante la infeccion natural. Ademas, se ha
determinado que la vacuna induce una respuesta celular polarizada hacia un
perfil Th1, con aumento de células T CD4+ y CD8+ productoras de IFN-g. La
inmunogenicidad de la vacuna no se ve comprometida en personas mayores a

65 anos, induciendo respuestas humoral y celular comparables.

El perfil de seguridad muestra una frecuencia de efectos adversos locales (59%)
y sistémicos (64%) alta para cohorte de 18-55 anos, con una severidad para los
sistémicos de aproximadamente 11 %. La frecuencia de los efectos adversos y
su severidad disminuyen drasticamente en personas mayores de 65 afios (27 y
36% efectos adversos locales y sistémicos, respectivamente, con solo 1% de

efectos adversos severos).

La principal ventaja de esta vacuna seria su esquema de una sola dosis en
tanto los datos de eficacia que se estan generando en el estudio de fase lll la
avalen. En este estudio también se esta ensayando el esquema de dos dosis. El
vector viral que utilizan es adenovirus humano (Ad26). Los estudios fase I/Il no
incluyen analisis de inmunidad preexistente contra el vector, por lo que se
desconoce el efecto que esto pueda tener sobre el desarrollo de la respuesta
inmune protectiva. No hay resultados de fase lll. Se esperan datos intermedios

de fase Ill para enero. Aln no se encuentra en uso.
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CanSino: la respuesta inmune inducida por esta vacuna esta caracterizada por
una induccién de anticuerpos contra el RBD de la proteina S, con capacidad de
neutralizar al virus. El porcentaje de seroconversion, determinado por
anticuerpos contra el RBD (Receptor Binding Domaine) de la proteina S, es de
96%. Asimismo, la vacuna induce una respuesta celular polarizada hacia un
perfil Th1, con aumento de células T CD4+ y CD8+ productoras de IFN-g. Es la
Unica vacuna para la cual se ha analizado cémo influye la preexistencia de
inmunidad frente al vector en la inmunogenicidad de la vacuna, observandose
una disminucién de la misma. La edad de la persona vacunada también influye
sobre la inmunogenicidad de la vacuna, siendo ésta menor (principalmente en

lo que refiere a anticuerpos neutralizantes) en adultos mayores a 55 anos.

El perfil de seguridad muestra una alta incidencia de efectos adversos (77%),
habiendo una frecuencia de 9% de efectos adversos severos, principalmente
fiebre grado 3 (8%). La tolerabilidad a la vacuna aumenta en adultos mayores a

55 anos.

Al igual que la vacuna de Janssen, la principal ventaja de esta vacuna es su
esquema de una sola dosis. A diferencia de ésta, la vacuna de Cansino utiliza
el adenovirus humano Ad5 como vector viral (uno de los mas prevalentes a
nivel mundial). No se cuenta con estudios de fase lll, pero esta aprobada en

China para uso local.

Sputnik V: esta vacuna combina dos vectores virales (Ad26 y Ad5) en la
primera y segunda dosis, respectivamente, y esta formulada de forma liquida
(pronta para usar) o liofilizada (que facilita su transporte). Ambas
formulaciones inducen niveles de anticuerpos contra el RBD de la proteina S
superiores a los desarrollados durante la infeccién natural. La capacidad
neutralizante de los anticuerpos inducidos es comparable con los presentes en
suero de pacientes convalecientes. Los resultados intermedios de fase lll
demuestran ademas que la vacuna es capaz de inducir respuesta de
anticuerpos en voluntarios mayores de 60 afos, con las mismas caracteristicas
anteriormente mencionadas. Ademas, las preparaciones vacunales generan
células T CD4+ y CD8+ especificas contra el virus, que son capaces de
producir IFN-g. Es de mencionar, que como todas las vacunas a vectores
virales, la vacunacion genera inmunidad frente al vector, poniendo en duda el

potencial de futuras inmunizaciones basadas en el mismo. La diferencia de
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esta vacuna es que utiliza dos subtipos (Ad26 y Ad5), lo que disminuiria el

riesgo de desarrollo de anticuerpo con la segunda dosis.

El perfil de seguridad de la vacuna en su formulacion pronta para usar (liquida)
muestra una alta incidencia de efectos adversos (40% locales, y 95%
sistémicos), fundamentalmente cuando se aplica el componente Ad26 de la
vacuna (77% sistémicos). A diferencia de las vacunas previamente
mencionadas, los efectos adversos son principalmente grado 1, y escasos
grado 2, no reportandose efectos adversos severos. Los efectos adversos son
mas severos con la segunda dosis. En comparacién con la formulacién liquida,
la preparacion liofilizada es mucho menos reactogénica (60% locales, y 30%

sistémicos).

Los datos del estudio de fase lll analizados corresponden al analisis intermedio
de 19866 individuos de 18 afnos o mas (randomizados 3:1 vacunados con la
preparacion liquida : placebo), de los 40000 que tienen pensado incluir en el
estudio final. La variable primaria de eficacia es prevencion de enfermedad
COVID19 PCR+ dentro de los 6 meses de la segunda dosis, pero los
resultados presentados corresponden a esta variable medida a partir de los 21
dias de la randomizacién. Se incluyeron 11% de individuos de 60 afios o mas y
25% con por lo menos una comorbilidad. Se analizaron los datos de 78 casos,
16 de 14964 en el grupo vacunal y 62 de 4902 en el grupo control. Estos
datos demuestran una eficacia de 91,6% (IC 95%: 85,6 - 95,2). La eficacia de la
vacuna es homogénea en los distintos estratos etarios analizados. En los
mayores de 60 afos, se observaron 2 casos de infeccion (en 1611) en el grupo
vacunados, y 8 casos (en 533) en el grupo placebo (eficacia 91,3 IC 95: 67,1 -
98,3). No hay datos de eficacia en mayores de 75 afios. Hubo 20 casos severos
(de los cuales 19 fueron moderados y 1 extremadamente severo), y

pertenecian todos al grupo placebo (Eficacia 100%, IC 95 94,9 - 100).

40% de los vacunados tuvieron algun EA, entre los mas frecuentes: sindrome
tipo influenza, reaccion local, fiebre, astenia, la mayoria leves; hubo 0.3% de
EA grado 3: (igual que en rama placebo), sin diferencias entre los adultos
jovenes y los mayores de 60 afos. Ninguno de los EA serios se vinculé a la
vacunacion. No reportaron eventos de alergia severa. El analisis de la
informacién proporcionada muestra un perfil de eficacia muy bueno y de

seguridad muy aceptable. El grupo considera que los datos comunicados son
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bastantes completos y positivos, aunque resta obtener resultados concretos
con adultos mayores de 75 afnos. A pesar de los datos promisorios con una
dosis, el grupo considera necesario inmunizar con dos dosis hasta tanto no se
obtenga evidencia sélida que sustente esta recomendaciéon. Aprobada para
uso de emergencia en Rusia, Argentina, Argelia, Paraguay, Bolivia, Bielorrusia,
Venezuela, Serbia, y otros paises. La forma liquida requiere conservacion a
-18°C.

2.2.3 Vacunas inactivadas y de subunidades proteicas: se destacan por su
mayor experiencia de uso y buen perfil seguridad. La inmunogenicidad de los
estudios de fase Il muestran resultados menores que los obtenidos con otras
plataformas, y los datos en adultos mayores pueden ser menores que en

adultos jovenes.

Coronavac: induce el desarrollo de anticuerpos contra el RBD de la proteina S,
que tienen potencial neutralizante. Se alcanzan muy altos porcentajes de
seroconversioén, cercanos al 100%, que dependen de la dosis y del esquema de
inmunizacién utilizado. El analisis de la respuesta celular inducida es
preliminar (solo en fase I) y no permite concluir la inducciéon de respuesta tipo
Th1. Este dato es de suma importancia ya que esta vacuna esta formulada con
hidroxido de aluminio como adyuvante. Esta ampliamente reportado que las
vacunas adyuvantizadas con aluminio, en cualquiera de sus presentaciones,
polarizan la respuesta inmune hacia un perfil Th2. Si bien este tipo de
respuesta permite el desarrollo de anticuerpos capaces de neutralizar el virus e
inhibir su entrada a las células, la induccién de células T CD8+ con potencial
de eliminar células ya infectadas por el virus (efectores de respuesta Th1) se ve
comprometida. Por los estudios de fase Il, la respuesta inmunogénica es menor
que para otras plataformas, y no incluyen sueros de pacientes convalecientes

para su comparacion.

El perfil de seguridad muestra escasos efectos adversos locales (10-20%) y

sistémicos (aprox. 10%), los cuales fueron en su totalidad grado 1.

Los datos de fase lll para evaluar su eficacia son parciales, y aln no se cuentan
con los datos definitivos. El dato de eficacia de enfermedad sintomatica global
es de 50,3% (IC 95: 35,26 - 61,98), para Brasil, levemente por encima del 50%,

minimo estipulado por la OMS. En Turquia informan eficacia de 91 %.
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Tiene aprobacién para uso en China, Brasil, Indonesia, Turquia y Chile. En
estos paises, su aprobacién de emergencia esta sujeta al seguimiento continuo

de la informacién que va brindando el laboratorio.

Sinopharm: ambas vacunas, Beijing y Wuhan, presentan similares
caracteristicas que Coronovac. Inducen el desarrollo de anticuerpos contra la
proteina S, con potencial neutralizante, después de la segunda dosis
(aproximadamente 100% de seroconversion). Ademas, la vacuna de Beijing
demostré ser inmunogénica en adultos mayores de 60 afios, aunque la
respuesta inducida presentaba una cinética de desarrollo mas lenta. Ningun
ensayo incluyo sueros de pacientes convalecientes para su comparacion con
los inducidos por la vacunacién. Tampoco se analizo la respuesta celular
inducida por estas vacunas formuladas con hidréxido de aluminio como

adyuvante.

Con respecto al perfil de seguridad, ambas vacunas muestran una baja
frecuencia de efectos adversos locales (16 y 38% para Wuhan y Beijing,
respectivamente) y sistémicos (5 y 8%) para cohorte de 18-55 anos, sin efectos
adversos severos. La frecuencia de los efectos adversos es alin menor en
personas mayores de 65 afios (38 vs 17% y 8 vs 4% efectos adversos locales y

sistémicos, respectivamente).

El estudio de fase Ill en Perd estuvo momentaneamente detenido evaluando
dos casos de Sindrome de Guillain Barré pero ya se retomé. No hay resultados

de estudios de fase lll. Tiene aprobacidn para uso en China.

Barath: la vacuna induce altos niveles de anticuerpos contra la proteina S, su
RBD, asi como contra otras proteinas del virus, superior a los desarrollados en
el curso de la infeccién natural por el virus, los cuales se mantienen elevados al
menos por 104 dias. Estos anticuerpos tienen capacidad neutralizante tanto
contra la cepa de virus vacunal, como contra otras no relacionadas. Asimismo,
la inmunizacién induce una respuesta celular polarizada hacia un perfil
netamente Th1, con induccion de células de memoria.

Esta vacuna presenta escasos efectos adversos (menor a 5% en frecuencia y sin
efectos adversos severos).

No hay resultados aun de los estudios de fase Ill. No esta en uso.

Si se consideran los datos de los andlisis intermedios no publicados,
informados por prensa, y considerando ademas la informacion previa sobre
similares mecanismos de accion y experiencia previa de uso, las vacunas
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inactivadas son las que ofrecen, empiricamente, mas confianza sobre todo en
su perfil de seguridad. Pero no es informacion que surja de los estudios de
fase lll finalizados ni por datos de eficacia. Ninguna de estas vacunas cuenta
con aprobacion por agencias reguladoras de medicamentos a nivel
internacional de las mas reconocidas en nuestro pais como FDA o EMA.

Novavax: esta preparacion a subunidades proteica (proteina S) formulada con
adyuvante Matrix-M1 (basado en saponinas) induce el desarrollo de alto titulos
de anticuerpos contra la proteina S, con capacidad neutralizante, superiores a
los desarrollados durante la infeccion natural por el virus. Ademas, la vacuna
induce una respuesta celular polarizada hacia un perfil Th1, con aumento de
células T CD4+ productoras de IFN-g.

El perfil de seguridad muestra efectos adversos locales (70%) y sistémicos
(45%) altos, principalmente grado 1, con escasos grado 2. Estos se
incrementan en frecuencia (89% y 73%, respectivamente) y severidad (8% grado
3) con la segunda dosis.

No hay aun estudios de fase lll, y la vacuna no esta en uso.

3. Lo que no se sabe sobre las vacunas en fases avanzadas de investigacion

disponibles y de las ya aprobadas:

-Seguridad a mediano y largo plazo

-Eficacia en subgrupos de personas por edad (sobre todo 65 y 75 anos y mas),
comorbilidades, infeccion SARS Cov 2 previa

-Eficacia en asintomaticos (prevenciéon de transmision)

-Eficacia en casos severos, hospitalizaciones, ingreso a CTl, muertes (no hay
estudios aun que muestren datos al respecto como variables primarias de
analisis)

—-Duracién de la inmunidad

-Pauta final de administracion

-Precauciones y contraindicaciones finales para su uso

-Efectividad y seguridad en condiciones reales de uso

-Impacto en la necesidad de mantener las medidas no farmacoldgicas de
contencién aplicadas hasta el momento

-Cobertura vacunal requerida para alcanzar los beneficios esperados.

-Uso concomitante con otras vacunas, por ejemplo antigripal
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-Eficacia comparativa entre diferentes plataformas de vacunas contra SARSCoV
2

-Intercambiabilidad entre vacunas contra SARS Cov-2

-Necesidad de revacunacion

-Cambios en caso que haya mutaciones del virus.

-Prevencién de infeccion en individuos inmunosuprimidos

-Beneficio en menores de 16 anos

-Beneficios y riesgos en mujeres inadvertidamente embarazadas
-Impacto en los individuos que incumplen las medidas de bioseguridad
(mascarillas, distanciamiento fisico,

-Efecto en la carga viral o en la probabilidad de contagiosidad de los
infectados

-Efectividad en reducir los sintomas prolongados o las secuelas

4. Datos disponibles de las vacunas aprobadas de emergencia

Vacuna de Pfizer

El EA mas relevante tras el inicio de su uso ha sido el de alergias, que se han
observado en EEUU en una tasa de 11.1/millon dosis administradas. Por
comunicado de prensa de la MHRA, eventos adversos alérgicos que sumaron
contraindicacion de uso en pacientes con reacciones alérgicas graves y en
EEUU como precaucion. El SAGE de la OMS contraindica su uso en caso de
historia de reaccion alérgica severa a cualquier componente de la vacuna, y no
debe ser utilizada en personas con historia de alergia severa a polietilenglicol
(PEG) o moléculas relacionadas a éste. Y considera una precaucion el
antecedente de una reaccion alérgica grave a otra vacuna o inyectable.
Recomienda que estas personas deban permanecer en el lugar de vacunacion
por 30 minutos, para poder asistir inmediatamente una complicacién de este
tipo.

Dado que las reacciones de anafilaxia también pueden ocurrir en personas sin
el antecedente previo, la OMS recomienda que esta vacuna se administre solo
en lugares donde se pueda tratar a un paciente con anafilaxia y que todos los
vacunados sean observados por 15 minutos luego de la vacunacion.

Al sistema de farmacovigilancia espafiol, entre 27 diciembre y 12 enero 2021,
se notificaron 374 notificaciones que corresponderia a 79 notificaciones por
cada 100.000 personas vacunadas y hasta el 24 de enero asciende a 138
notificaciones por cada 100.000 dosis administradas. El analisis de ESAVI
mostré que los eventos mas frecuentes fueron los trastornos generales como
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fiebre o malestar general, seguidos de los trastornos del sistema nervioso
(mayoritariamente cefaleas y mareos) y gastrointestinal (principalmente
nauseas y diarrea), independientemente del grupo de edad o del sexo de las
personas vacunadas. Hasta el 24 de enero de 2021, se han identificado en
Espafia 8 casos que cumplen criterios de anafilaxia (7,2 por millén de dosis
administradas). La AEMPS recomienda no administrar una segunda dosis de la
vacuna a aquellos pacientes que hayan presentado una reaccion alérgica
clinicamente relevante (anafilaxia, angioedema, urticaria generalizada,
manifestaciones respiratorias como asma o rinitis) tras recibir la primera dosis
y derivar al paciente a un servicio de alergologia para estudio. En 5 de los
casos (63%) constaban antecedentes personales de urticaria o alergia a
medicamentos o alimentos. En el 63% de los casos, los sintomas se iniciaron
en los primeros 30 minutos tras la vacunacién. En el 75% de los casos, se
administro adrenalina como tratamiento y todos los pacientes se recuperaron o
estaban en recuperaciéon en el momento de la notificacion.

El 28 de enero la EMA finalizé la revision del primer informe mensual de
Comirnaty, que analiza los datos de seguridad mundiales del mes de diciembre
de 2020. La evaluacién del PRAC concluye que los datos revisados estan en
linea con lo que se conoce sobre el perfil de seguridad de esta vacuna.

Debido a los casos que se notificaron en Noruega en ancianos fragiles
vacunados con Comirnarty con desenlace mortal, el PRAC ha revisado todas las
notificaciones con este desenlace en personas de cualquier edad a nivel
mundial. Estos casos ocurrieron en pacientes con diversos tratamientos y
enfermedades de base cuya progresion explica el desenlace, sin que pueda
establecerse relacion con la vacuna. El Comité concluy6 que no es necesario
tomar ninguna medida en relacién a las recomendaciones de uso para este
grupo de edad.

Vacuna Moderna

También se han comunicado casos de alergias graves en EEUU y Canada.

En Espafa al 24 enero se habian comunicado 96 ESAVI por cada 100.000 dosis
administradas. Los trastornos generales como fiebre o dolor en la zona de
inyeccion han sido los mas frecuentemente notificados, seguidos de los
trastornos del sistema nervioso (mayoritariamente, cefaleas y mareos) y del
sistema musculoesquelético (principalmente, dolor de la extremidad donde se
administro la vacuna y artralgia).

Vacuna Sputnik V (Informacién de Argentina)

Se cuentan con los informes de Farmacovigilancia del Ministerio de Salud de
Argentina que semanalmente van actualizando el nimero de notificaciones
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espontaneas con respecto al nimero de dosis administradas y el tipo de ESAVI
notificado. El dltimo informe al 9/2 de un total de 16.455

ESAVI tras la aplicacion de 436.269 dosis reportadas en el Registro Federal de
Vacunacion Nominalizado (NoMiVac) registradas hasta la fecha senalada. SIISA.
De los eventos notificados, el 99,5 % fueron leves y moderados, 84
eventos (0,5%) fueron hospitalizados para tratamiento sintomatico con
recuperacion. Los mas frecuentes fueron fiebre, cefalea, mialgias, reacciones
locales, alergia y sintomas gastrointestinales. Los errores programaticos mas
frecuentes fueron la aplicacién de dosis con intervalo menor al
recomendado, administracién de segundo componente como primera
dosis o primer componente como segunda dosis. También se vacunaron
inadvertidamente personas gestantes y en periodo de lactancia, que se
encuentran en seguimiento clinico. Se han notificado dos casos de Sindrome
de Guillen Barre, uno catalogado como indefinidos y otro no concluyente.

5.Sugerencias y recomendaciones

En términos generales las vacunas contra SARS-CoV-2 COVID 19 aprobadas
hasta el momento se muestran con perfiles de eficacia y seguridad adecuados.
Es destacable que se hayan podido desarrollar en forma rapida, constituyendo
una herramienta fundamental para avanzar en el control de la pandemia.
Dada la situacién epidemioldgica, la vacunacion contra COVID es una urgencia
de salud publica.

Es imprescindible establecer un seguimiento y estricta vigilancia de todos los
aspectos (seguridad, inmunogenicidad, impacto, efectividad) una vez iniciada
la campana de vacunacion.

Dado las diferentes plataformas y los distintos procesos de desarrollo de estas
vacunas, la comparacion de eficacia y de seguridad entre vacunas no siempre
puede establecerse y debe analizarse con cautela.

Dado que es prioritario lograr la mayor cobertura de los grupos objetivos, y
considerando que, dados los mecanismos de acceso actual a vacunas, se deba
a recurrir a mas de un tipo de vacunas, debera considerarse muy
especialmente la previsién de las diferentes condiciones de las distintas
vacunas para minimizar el riesgo de errores programaticos y asegurar la
provisiéon de las dos dosis de la misma vacuna a cada persona.

Es fundamental optimizar la comunicacion acerca de todos los aspectos de las
vacunas a la poblacién (incluyendo al personal de salud).

Es clave lograr adherencia y alcanzar buenas coberturas para lograr los
objetivos planteados con la vacunacion.
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AUn en el mejor escenario, lograr la inmunidad en la comunidad sera un
proceso de varios meses, por lo que deberan mantenerse las medidas no
farmacoldgicas de prevencion y control.
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Unaccompanied Children Office of the
Ombuds (UCOO) Statement of
Organization, Functions, and
Delegations of Authority

AGENCY: Administration for Children
and Families, Department of Health and
Human Services (HHS).

ACTION: Notice of reorganization;

Establishment of the Unaccompanied
Children Office of the Ombuds (UCOOQ).

SUMMARY: The Administration for
Children and Families (ACF) has
reorganized to establish the
Unaccompanied Children Office of the
Ombuds (UCOO) within the Immediate
Office of the Assistant Secretary, to be
headed by a Director (“Ombuds”’), who
reports directly to the HHS Assistant
Secretary for Children and Families.

FOR FURTHER INFORMATION CONTACT:
Leah Chavla, Senior Advisor,
Administration for Children and
Families, 330 C Street SW, Washington,
DC 20201, (202) 838-3307.
SUPPLEMENTARY INFORMATION: This
notice amends Part K of the Statement
of Organization, Functions, and
Delegations of Authority of the
Department of Health and Human
Services (HHS), Administration for
Children and Families (ACF), as
follows: Chapter KA, Immediate Office
of the Assistant Secretary as last
amended by 88 FR 17229-17233 dated
March 22, 2023.

I. Amend Chapter K, Administration for
Children and Families, Chapter KA,
Office of the Assistant Secretary for
Children and Families, Subchapter
KA.10 Organization, by Adding

Unaccompanied Children Office of
the Ombuds (KAO)

II. Amend Chapter KA, Office of the
Assistant Secretary for Children and
Families, by Establishing Chapter KAO,
Unaccompanied Children Office of the
Ombuds

KAO.00 Mission. The Mission of the
Unaccompanied Children Office of the
Ombuds (UCOO) is to be an
independent, impartial office with
authority to receive reports, including
confidential and informal reports, of
concerns regarding the care and custody
of unaccompanied children; to
investigate such reports; to work
collaboratively with the Office of
Refugee Resettlement (ORR) to
potentially resolve such reports; issue

its own reports concerning UCOQ’s
efforts; and make recommendations to
ORR regarding UC program policies and
procedures related to protecting
unaccompanied children in the care and
custody of ORR.

KAO.10 Organization. The UCOO is
headed by a Director (“Ombuds”), who
reports directly to the ACF Assistant
Secretary, and consists of:

Immediate Office of the Ombuds for

Unaccompanied Children (KAO1)
Division of Case Management (KAQO2)
Division of Operations (KAO3)

KAO.20 Functions. The UCOO may
engage in activities including, but not
limited to: (1) Receiving reports from
unaccompanied children, potential
sponsors, other stakeholders in a child’s
case, and the public regarding ORR’s
adherence to its regulations and
standards; (2) Investigating
implementation of or adherence to
Federal law and ORR regulations, in
response to reports it receives, and
meeting with interested parties to
receive input on ORR’s compliance with
Federal law and ORR policy; (3)
Requesting and receiving information or
documents, such as the Ombuds deems
relevant, from ORR and ORR care
provider facilities, to determine
implementation of and adherence to
Federal law and ORR policy; (4)
Preparing formal reports and
recommendations on findings to publish
or present, including an annual report
describing activities conducted in the
prior year; (5) Conducting
investigations, interviews, and site visits
at care provider facilities as necessary to
aid in the preparation of reports and
recommendations; (6) Visiting ORR care
providers in which unaccompanied
children are or will be housed; (7)
Reviewing individual circumstances,
including, but not limited to, concerns
about unaccompanied children’s access
to services, ability to communicate with
service providers, parents/legal
guardians of children in ORR custody,
sponsors, and matters related to
transfers within or discharge from ORR
care; (8) Making efforts to resolve
complaints or concerns raised by
interested parties as it relates to ORR’s
implementation or adherence to Federal
law or ORR policy; (9) Hiring and
retaining others, including, but not
limited to, independent experts,
specialists, assistants, interpreters, and
translators to assist the Ombuds in the
performance of their duties; (10) Making
non-binding recommendations to ORR
regarding its policies and procedures,
specific to protecting unaccompanied
children in the care of ORR; (11)
Providing general educational

information about pertinent laws,
regulations, and policies, ORR child
advocates, and legal services as
appropriate; and (12) Advising and
updating the Director of ORR, Assistant
Secretary, and the Secretary, as
appropriate, on the status of ORR’s
implementation and adherence with
Federal law or ORR policy.

The Ombuds shall manage the files,
records, and other information of the
program, regardless of format, and such
files must be maintained in a manner
that preserves the confidentiality of the
records except in instances of imminent
harm or judicial action and is prohibited
from using or sharing information for
any immigration enforcement related
purpose.

III. Continuation of Policy

Except as inconsistent with this
reorganization, all statements of policy
and interpretations with respect to
organizational components affected by
this notice within ACF, heretofore
issued and in effect on this date of this
reorganization are continued in full
force and effect.

IV. Delegation of Authority

All delegations and re-delegations of
authority made to officials and
employees of affected organizational
components will continue in them, or
their successors, pending further re-
delegations, provided they are
consistent with this reorganization.

V. Funds, Personnel, and Equipment

Transfer of organizations and
functions affected by this reorganization
shall be accompanied in each instance
by direct and support funds, positions,
personnel, records, equipment,
supplies, and other resources.

This reorganization will be effective
upon date of signature.

Xavier Becerra,

Secretary, Health and Human Services.
[FR Doc. 2024—29188 Filed 12-9-24; 11:15 am]
BILLING CODE 4184-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

12th Amendment to Declaration Under
the Public Readiness and Emergency
Preparedness Act for Medical
Countermeasures Against COVID-19

ACTION: Notice of amendment.

SUMMARY: The Secretary issues this
amendment pursuant to section 319F-3
of the Public Health Service Act to
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extend the duration of the Declaration to
December 31, 2029, and to republish the
Declaration in full.
DATES: This amendment is effective as
of January 1, 2025.
FOR FURTHER INFORMATION CONTACT: L.
Paige Ezernack, Administration for
Strategic Preparedness and Response,
U.S. Department of Health and Human
Services, 400 7th St. SW, Washington,
DC 20024; 202—-260-0365,
paige.ezernack@hhs.gov.
SUPPLEMENTARY INFORMATION: The
Public Readiness and Emergency
Preparedness (PREP) Act authorizes the
Secretary of Health and Human Services
(the Secretary) to issue a Declaration to
provide liability immunity to certain
individuals and entities (Covered
Persons) against any claim of loss
caused by, arising out of, relating to, or
resulting from the manufacture,
distribution, administration, or use of
medical countermeasures (Covered
Countermeasures), except for claims
involving “willful misconduct” as
defined in the PREP Act. Under the
PREP Act, a Declaration may be
amended as circumstances warrant.
The PREP Act was enacted on
December 30, 2005, as Public Law 109—
148, Division C, section 2. It amended
the Public Health Service (PHS) Act,
adding section 319F-3, which addresses
liability immunity, and section 319F—4,
which creates a compensation program.
These sections are codified at 42 U.S.C.
247d-6d and 42 U.S.C. 247d-6e,
respectively. Section 319F-3 of the PHS
Act has been amended by the Pandemic
and All-Hazards Preparedness
Reauthorization Act (PAHPRA), Public
Law 113-5, enacted on March 13, 2013,
and the Coronavirus Aid, Relief, and
Economic Security (CARES) Act, Public
Law 116-136, enacted on March 27,
2020, to expand Covered
Countermeasures under the PREP Act.
On January 31, 2020, the former
Secretary, Alex M. Azar II, declared a
public health emergency (PHE) pursuant
to section 319 of the PHS Act, 42 U.S.C.
247d, effective January 27, 2020, for the
entire United States to aid in the
response of the nation’s health care
community to the COVID-19 outbreak.
Pursuant to section 319 of the PHS Act,
the declaration was renewed effective
April 26, 2020, July 25, 2020, October
23, 2020, January 21, 2021, April 21,
2021, ]uly 20, 2021, October 15, 2021,
January 14, 2022, April 12, 2022, July
15, 2022, October 13, 2022, January 11,
2023, and February 11, 2023. The PHE
declared under section 319 of the PHS
Act ended on May 11, 2023.
Nonetheless, as stated in section I of this
amended PREP Act Declaration, I have

determined there is a credible risk that
COVID-19 may in the future constitute
such an emergency and am thus
amending this Declaration to prepare for
and mitigate that risk.

On March 10, 2020, former Secretary
Azar issued a Declaration under the
PREP Act for medical countermeasures
against COVID-19 (85 FR 15198, Mar.
17, 2020) (the Declaration). On April 10,
2020, the former Secretary amended the
Declaration under the PREP Act to
extend liability immunity to covered
countermeasures authorized under the
CARES Act (85 FR 21012, Apr. 15,
2020). On June 4, 2020, the former
Secretary amended the Declaration to
clarify that Covered Countermeasures
under the Declaration include qualified
countermeasures that limit the harm
COVID-19 might otherwise cause (85
FR 35100, June 8, 2020). On August 19,
2020, the former Secretary amended the
Declaration to add additional categories
of Qualified Persons and amend the
category of disease, health condition, or
threat for which he recommended the
administration or use of the Covered
Countermeasures. (85 FR 52136, Aug.
24, 2020).

On December 3, 2020, the former
Secretary amended the Declaration to
incorporate Advisory Opinions of the
General Counsel interpreting the PREP
Act and the Secretary’s Declaration and
authorizations issued by the
Department’s Office of the Assistant
Secretary for Health as an Authority
Having Jurisdiction to respond; added
an additional category of qualified
persons under section V of the
Declaration, i.e., healthcare personnel
using telehealth to order or administer
Covered Countermeasures for patients
in a state other than the state where the
healthcare personnel are permitted to
practice; made explicit that the
Declaration covers all qualified
pandemic and epidemic products as
defined under the PREP Act; added a
third method of distribution to provide
liability protections for, among other
things, private distribution channels;
made explicit that there can be
situations where not administering a
covered countermeasure to a particular
individual can fall within the PREP Act
and the Declaration’s liability
protections; made explicit that there are
substantive Federal legal and policy
issues and interests in having a unified
whole-of-nation response to the COVID-
19 pandemic among Federal, state,
local, and private-sector entities; revised
the effective time period of the
Declaration; and republished the
Declaration in full (85 FR 79190, Dec. 9,
2020).

On February 2, 2021, the Acting
Secretary Norris Cochran amended the
Declaration to add additional categories
of Qualified Persons authorized to
prescribe, dispense, and administer
COVID-19 vaccines that are Covered
Countermeasures under the Declaration
(86 FR 7872, Feb. 2, 2021). On February
16, 2021, the Acting Secretary amended
the Declaration to add additional
categories of Qualified Persons
authorized to prescribe, dispense, and
administer COVID—-19 vaccines that are
covered countermeasures under the
Declaration (86 FR 9516, Feb. 16, 2021)
and on February 22, 2021, the
Department filed a notice of correction
to the February 2 and February 16
notices correcting effective dates stated
in the Declaration, and correcting the
description of qualified persons added
by the February 16, 2021, amendment
(86 FR 10588, Feb. 22, 2021). On March
11, 2021, the Acting Secretary amended
the Declaration to add additional
Qualified Persons authorized to
prescribe, dispense, and administer
Covered Countermeasures under the
Declaration (86 FR 14462, Mar. 16,
2021).

On August 4, 2021, I amended the
Declaration to clarify categories of
Qualified Persons and to expand the
scope of authority for certain Qualified
Persons to administer seasonal
influenza vaccines to adults (86 FR
41977, Aug. 4, 2021). On September 14,
2021, I amended the Declaration to
expand the scope of authority for certain
Qualified Persons to administer COVID—
19 therapeutics subcutaneously,
intramuscularly, or orally (86 FR 51160,
Sept. 14, 2021), and on September 30,
2021, the Department filed a notice of
correction to the September 14 notice
clarifying the terms “ACIP
recommendations” and “ACIP’s
standard immunization schedules” (86
FR 54696, Oct. 4, 2021). On January 7,
2022, I amended the Declaration to
expand the scope of authority for
licensed pharmacists to order and
administer and qualified pharmacy
interns to administer seasonal influenza
vaccines (87 FR 982, January 7, 2022).

On May 9, 2023, I amended the
Declaration to update the determination
of a PHE to state that COVID-19
continues to present a credible risk of a
future PHE after the end of the PHE
declared pursuant to section 319 of the
PHS Act; to add a new limitation on
distribution to provide coverage under
the PREP Act Declaration through
December 31, 2024, for manufacturing,
distribution, administration and use of
Covered Countermeasures while they
are authorized for emergency use (EUA)
by the U.S. Food and Drug
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Administration (FDA) pursuant to
section 564 of the Federal Food, Drug &
Cosmetic (FD&C) Act, regardless of any
Federal agreement related to
manufacturing, distribution,
administration or use of the
countermeasures, and regardless of any
Federal, regional, state, or local
emergency Declaration; to add a new
limitation on distribution to provide
coverage under this PREP Act
Declaration through December 31, 2024,
for manufacturing, distribution,
administration and use of Covered
Countermeasures that are COVID-19
vaccines licensed by FDA, and any
FDA-approved or cleared in vitro
diagnostic product or other device used
to treat, diagnose, cure, prevent, or
mitigate COVID-19, or the transmission
of SARS-CoV-2 or a virus mutating
therefrom regardless of any Federal
agreement related to manufacturing,
distribution, administration or use of
the vaccines, and regardless of any
Federal, regional, state, or local
emergency Declaration; to clarify that
the category of disease, health condition
or health threat includes the burden on
healthcare providers caused by
coterminous seasonal influenza
infections and COVID-19 infections; to
extend the time period of PREP Act
coverage through December 31, 2024, to
Qualified Persons who are licensed
pharmacists to order and administer,
and pharmacy interns and qualified
pharmacy technicians to administer,
Covered Countermeasures that are
COVID-19 vaccines, seasonal influenza
vaccines, and COVID-19 tests regardless
of any Federal agreement related to
manufacturing, distribution,
administration or use of these Covered
Countermeasures and regardless of any
Federal, regional, state, or local
emergency Declaration or other
limitations on distribution stated in
section VII of the Declaration; to clarify
the time period of coverage for other
qualified persons authorized under
section V of the Declaration; and to
extend the duration of the Declaration to
December 2024 (88 FR 30769, May 12,
2023).

I am now amending section XII of the
Declaration to extend the time period of
PREP Act coverage through December
31, 2029. COVID-19 continues to
present a credible risk of a future public
health emergency. COVID-19 continues
to cause significant serious illness,
morbidity, and mortality during
outbreaks. The risk of domestic cases is
high due to ongoing outbreaks that
continue domestically and
internationally in the year since the PHE
for COVID-19 ended. Development of

and stockpiling vaccines, therapeutics,
devices, and diagnostics for COVID-19
continues to be needed for U.S.
preparedness against the credible threat
of a public health emergency due to
outbreaks of COVID-19. Continued
coverage under the PREP Act, as
provided in this Declaration, is intended
to prepare for and mitigate the credible
risk presented by COVID-19. This
includes extending the time period for
PREP Act coverage for licensed
pharmacists, pharmacy interns, and
qualified technicians, which allows for
continued access by the recipient
Population to Covered Countermeasures
that are COVID-19 vaccines, seasonal
influenza vaccines and COVID-19 tests.
As stated in prior amendments to this
Declaration, licensed pharmacists,
pharmacy interns and qualified
pharmacy technicians are well
positioned to provide continued access
to Covered Countermeasures,
particularly in certain areas or for
certain populations that have too few
primary-care providers or that are
otherwise medically underserved. As of
2022, nearly 90 percent of Americans
lived within five miles of a community
pharmacy. During the COVID-19
pandemic, the majority of Americans
have received their COVID-19 vaccines
and tests from a pharmacy. In addition,
continued access by the Population to
seasonal influenza vaccines mitigates
risks that seasonal influenza infections,
in conjunction with COVID-19
infections, could overwhelm healthcare
providers.

As qualified persons, these licensed
pharmacists, pharmacy interns, and
qualified pharmacy technicians will be
afforded liability protections in
accordance with the PREP Act and the
terms of this amended Declaration. To
the extent that any State law would
otherwise prohibit these healthcare
professionals who are a “qualified
person’’ from prescribing, dispensing, or
administering Covered Countermeasures
that are COVID-19 vaccines, seasonal
influenza vaccines or COVID-19 tests,
such law is preempted.

Other conforming changes and
technical corrections are made
throughout the Declaration for
consistency and clarity.

Declaration, as Amended, for Public
Readiness and Emergency
Preparedness Act Coverage for Medical
Countermeasures Against COVID-19

To the extent any term previously in
the Declaration, including its
amendments, is inconsistent with any
provision of this Republished
Declaration, the terms of this
Republished Declaration are controlling.

This Declaration must be construed in
accordance with the Advisory Opinions
of the Office of the General Counsel
(Advisory Opinions). I incorporate those
Advisory Opinions as part of this
Declaration. Declaration is a
“requirement”” under the PREP Act.

I. Determination of Public Health
Emergency

42 U.S.C. 247d-6d(b)(1)

I have determined that the spread of
SARS—CoV-2 or a virus mutating
therefrom and the resulting disease
COVID-19 constitutes a credible risk of
a future public health emergency. I have
also determined that use of any
respiratory protective device approved
by the National Institute for
Occupational Safety and Health
(NIOSH) under 42 CFR part 84, or any
successor regulations, was a priority for
use during the public health emergency
that former Secretary Azar declared on
January 31, 2020, under section 319 of
the PHS Act for the entire United States
to aid in the response of the nation’s
healthcare community to the COVID-19
outbreak, and that ended on May 11,
2023.

II. Factors Considered

42 U.S.C. 247d-6d(b)(6)

I have considered the desirability of
encouraging the design, development,
clinical testing, or investigation,
manufacture, labeling, distribution,
formulation, packaging, marketing,
promotion, sale, purchase, donation,
dispensing, prescribing, administration,
licensing, and use of the Covered
Countermeasures.

III. Recommended Activities

42 U.S.C. 247d-6d(b)(1)

I recommend, under the conditions
stated in this Declaration, the
manufacture, testing, development,
distribution, administration, and use of
the Covered Countermeasures.

IV. Liability Protections
42 U.S.C. 247d-6d(a), 247d-6d(b)(1)

Liability protections as prescribed in
the PREP Act and conditions stated in
this Declaration are in effect for the
Recommended Activities described in
Section III.

V. Covered Persons

42 U.S.C. 247d-6d(1)(2), (3), (4), (6),
(8)(A) and (B)

Covered Persons who are afforded
liability immunity under this
Declaration are ‘“manufacturers,”
“distributors,” ““program planners,”
“qualified persons,” and their officials,
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agents, and employees, as those terms
are defined in the PREP Act, and the
United States.

“Order” as used herein and in
guidance issued by the Office of the
Assistant Secretary for Health means a
provider medication order, which
includes prescribing of vaccines, or a
laboratory order, which includes
prescribing laboratory orders, if
required.

“Qualified person” includes (A) a
licensed health professional or other
individual who is authorized to
prescribe, administer, or dispense such
countermeasures under the law of the
State in which the countermeasure was
prescribed, administered, or dispensed;
or (B) ““a person within a category of
persons so identified in a Declaration by
the Secretary”” under subsection (b) of
the PREP Act. 42 U.S.C. 247d-6d(i)(8)

In addition, I have determined that
the following additional persons are
qualified persons:

(a) Any person authorized in
accordance with the public health and
medical emergency response of the
Authority Having Jurisdiction, as
described in Section VII below, to
prescribe, administer, deliver,
distribute, or dispense the Covered
Countermeasures, and their officials,
agents, employees, contractors, and
volunteers, following a Declaration of an
Emergency, as that term is defined in
Section VII of this Declaration;

(b) Any person authorized to
prescribe, administer, or dispense the
Covered Countermeasures or who is
otherwise authorized to perform an
activity under an Emergency Use
Authorization in accordance with
Section 564 of the FD&C Act.

(c) Any person authorized to
prescribe, administer, or dispense
Covered Countermeasures in accordance
with section 564A of the FD&C Act.

(d) A State-licensed pharmacist who
orders and administers, and pharmacy
interns and qualified pharmacy
technicians who administer (if the
pharmacy intern or technician acts
under the supervision of such
pharmacist and the pharmacy intern or
technician is licensed or registered by
his or her State board of pharmacy), (1)
vaccines that the Centers for Disease
Control and Prevention (CDC)/Advisory
Committee on Immunization Practices
(ACIP) recommend to persons ages three
through 18 according to CDC’s/ACIP’s
standard immunization schedule; or (2)
seasonal influenza vaccine administered
by qualified pharmacy technicians and
interns that the CDC/ACIP recommends
to persons aged 19 and older according
to CDC’s/ACIP’s standard immunization
schedule; or (3) FDA-authorized or

FDA-licensed COVID-19 vaccines to
persons ages three or older. Such State-
licensed pharmacists and the State-
licensed or registered interns or
technicians under their supervision are
qualified persons only if the following
requirements are met:

i. The vaccine must be authorized,
approved, or licensed by the FDA;

ii. In the case of a COVID-19 vaccine,
the vaccination must be ordered and
administered according to CDC’s/ACIP’s
COVID-19 vaccine recommendation(s);

iii. In the case of a childhood vaccine,
the vaccination must be ordered and
administered according to CDC’s/ACIP’s
standard immunization schedule;

iv. In the case of seasonal influenza
vaccine administered by qualified
pharmacy technicians and interns, the
vaccination must be ordered and
administered according to CDC’s/ACIP’s
standard immunization schedule;

v. In the case of pharmacy
technicians, the supervising pharmacist
must be readily and immediately
available to the immunizing qualified
pharmacy technician;

vi. The licensed pharmacist must
have completed the immunization
training that the licensing State requires
for pharmacists to order and administer
vaccines. If the State does not specify
training requirements for the licensed
pharmacist to order and administer
vaccines, the licensed pharmacist must
complete a vaccination training program
of at least 20 hours that is approved by
the Accreditation Council for Pharmacy
Education (ACPE) to order and
administer vaccines. Such a training
program must include hands on
injection technique, clinical evaluation
of indications and contraindications of
vaccines, and the recognition and
treatment of emergency reactions to
vaccines;

vii. The licensed or registered
pharmacy intern and qualified
pharmacy technician must complete a
practical training program that is
approved by the ACPE. This training
program must include hands-on
injection technique, clinical evaluation
of indications and contraindications of
vaccines, and the recognition and
treatment of emergency reactions to
vaccines;

viii. The licensed pharmacist,
licensed or registered pharmacy intern,
and qualified pharmacy technician must
have a current certificate in basic
cardiopulmonary resuscitation;

ix. The licensed pharmacist must
complete a minimum of two hours of
ACPE-approved, immunization-related
continuing pharmacy education during
each State licensing period;

x. The licensed pharmacist must
comply with recordkeeping and
reporting requirements of the
jurisdiction in which he or she
administers vaccines, including
informing the patient’s primary care
provider when available, submitting the
required immunization information to
the State or local immunization
information system (vaccine registry),
complying with requirements with
respect to reporting adverse events, and
complying with requirements whereby
the person administering a vaccine must
review the vaccine registry or other
vaccination records prior to
administering a vaccine;

xi. The licensed pharmacist must
inform his or her childhood-vaccination
patients and the adult caregiver
accompanying the child of the
importance of a well-child visit with a
pediatrician or other licensed primary
care provider and refer patients as
appropriate; and

xii. The licensed pharmacist, the
licensed or registered pharmacy intern
and the qualified pharmacy technician
must comply with any applicable
requirements (or conditions of use) as
set forth in the CDC COVID-19
vaccination provider agreement and any
other federal requirements that apply to
the administration of COVID-19
vaccine(s).

(e) Healthcare personnel using
telehealth to order or administer
Covered Countermeasures for patients
in a state other than the state where the
healthcare personnel are licensed or
otherwise permitted to practice. When
ordering and administering Covered
Countermeasures by means of telehealth
to patients in a state where the
healthcare personnel are not already
permitted to practice, the healthcare
personnel must comply with all
requirements for ordering and
administering Covered Countermeasures
to patients by means of telehealth in the
state where the healthcare personnel are
permitted to practice. Any state law that
prohibits or effectively prohibits such a
qualified person from ordering and
administering Covered Countermeasures
by means of telehealth is preempted.
Nothing in this Declaration shall
preempt state laws that permit
additional persons to deliver telehealth
services.

(f) Any healthcare professional or
other individual who holds an active
license or certification permitting the
person to prescribe, dispense, or
administer vaccines under the law of
any State as of the effective date of this
amendment, or a pharmacist or
pharmacy intern as authorized under
the section V(d) of this Declaration, who
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prescribes, dispenses, or administers
COVID-19 vaccines that are Covered
Countermeasures under section VI of
this Declaration in any jurisdiction
where the PREP Act applies, other than
the State in which the license or
certification is held, in association with
a COVID-19 vaccination effort by a
federal, state, local, tribal, or territorial
authority or by an institution in the
State in which the COVID-19 vaccine
Covered Countermeasure is
administered, so long as the license or
certification of the healthcare
professional has not been suspended or
restricted by any licensing authority,
surrendered while under suspension,
discipline or investigation by a licensing
authority or surrendered following an
arrest, and the individual is not on the
List of Excluded Individuals/Entities
maintained by the Office of Inspector
General, subject to Documentation of
completion of the COVID-19 (CDC)
Vaccine Training Modules and, for
healthcare providers who are not
currently practicing, documentation of
an observation period by a currently
practicing healthcare professional
experienced in administering
intramuscular injections, and for whom
administering intramuscular injections
is in their ordinary scope of practice,
who confirms competency of the
healthcare provider in preparation and
administration of the COVID-19
vaccine(s) to be administered.

(g) Any member of a uniformed
service (including members of the
National Guard in a Title 32 duty status)
(hereafter in this paragraph “service
member”’) or federal government,
employee, contractor, or volunteer who
prescribes, administers, delivers,
distributes or dispenses a Covered
Countermeasure. Such federal
government service members,
employees, contractors, or volunteers
are qualified persons if the following
requirement is met: The executive
department or agency by or for which
the federal service member, employee,
contractor, or volunteer is employed,
contracts, or volunteers has authorized
or could authorize that service member,
employee, contractor, or volunteer to
prescribe, administer, deliver,
distribute, or dispense the Covered
Countermeasure as any part of the
duties or responsibilities of that service
member, employee, contractor, or
volunteer, even if those authorized
duties or responsibilities ordinarily
would not extend to members of the
public or otherwise would be more
limited in scope than the activities such
service member, employees, contractors,

or volunteers are authorized to carry out
under this Declaration.

(h) The following healthcare
professionals and students in a
healthcare profession training program
subject to the requirements of this
paragraph:

1. Any midwife, paramedic, advanced
or intermediate emergency medical
technician (EMT), physician assistant,
respiratory therapist, dentist, podiatrist,
optometrist, or veterinarian licensed or
certified to practice under the law of
any state who prescribes, dispenses, or
administers COVID-19 vaccines that are
Covered Countermeasures under section
VI of this Declaration in any jurisdiction
where the PREP Act applies in
association with a COVID-19
vaccination effort by a state, local, tribal
or territorial authority or by an
institution in which the COVID-19
vaccine covered countermeasure is
administered;

2. Any physician, advanced practice
registered nurse, registered nurse,
practical nurse, pharmacist, pharmacy
intern, midwife, paramedic, advanced
or intermediate EMT, respiratory
therapist, dentist, physician assistant,
podiatrist, optometrist, or veterinarian
who has held an active license or
certification under the law of any State
within the last five years, which is
inactive, expired or lapsed, who
prescribes, dispenses, or administers
COVID-19 vaccines that are Covered
Countermeasures under section VI of
this Declaration in any jurisdiction
where the PREP Act applies in
association with a COVID-19
vaccination effort by a state, local, tribal
or territorial authority or by an
institution in which the COVID-19
vaccine Covered Countermeasure is
administered, so long as the license or
certification was active and in good
standing prior to the date it went
inactive, expired or lapsed and was not
revoked by the licensing authority,
surrendered while under suspension,
discipline, or investigation by a
licensing authority or surrendered
following an arrest, and the individual
is not on the List of Excluded
Individuals/Entities maintained by the
Office of Inspector General;

3. Any medical, nursing, pharmacy,
pharmacy intern, midwife, paramedic,
advanced or intermediate EMT,
physician assistant, respiratory therapy,
dental, podiatry, optometry or
veterinary student with appropriate
training in administering vaccines as
determined by his or her school or
training program and supervision by a
currently practicing healthcare
professional experienced in
administering intramuscular injections

who administers COVID-19 vaccines
that are Covered Countermeasures
under section VI of this Declaration in
any jurisdiction where the PREP Act
applies in association with a COVID-19
vaccination effort by a state, local, tribal
or territorial authority or by an
institution in which the COVID-19
vaccine Covered Countermeasure is
administered;

Subject to the following requirements:

i. The vaccine must be authorized,
approved, or licensed by the FDA;

ii. Vaccination must be ordered and
administered according to CDC’s/ACIP’s
COVID-19 vaccine recommendation(s);

iii. The healthcare professionals and
students must have documentation of
completion of the CDC COVID-19
Vaccine Training Modules; and if
applicable, such additional training as
may be required by the state, territory,
locality, or tribal area in which they are
prescribing, dispensing, or
administering COVID-19 vaccines;

iv. The healthcare professionals and
students must have documentation of an
observation period by a currently
practicing healthcare professional
experienced in administering
intramuscular injections, and for whom
administering vaccinations is in their
ordinary scope of practice, who
confirms competency of the healthcare
provider or student in preparation and
administration of the COVID-19
vaccine(s) to be administered and, if
applicable, such additional training as
may be required by the state, territory,
locality, or tribal area in which they are
prescribing, dispensing, or
administering COVID-19 vaccines;

v. The healthcare professionals and
students must have a current certificate
in basic cardiopulmonary resuscitation;

vi. The healthcare professionals and
students must comply with
recordkeeping and reporting
requirements of the jurisdiction in
which he or she administers vaccines,
including informing the patient’s
primary-care provider when available,
submitting the required immunization
information to the state or local
immunization information system
(vaccine registry), complying with
requirements with respect to reporting
adverse events, and complying with
requirements whereby the person
administering a vaccine must review the
vaccine registry or other vaccination
records prior to administering a vaccine;
and

vii. The healthcare professionals and
students comply with any applicable
requirements (or conditions of use) as
set forth in the CDC COVID-19
vaccination provider agreement and any
other federal requirements that apply to
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the administration of COVID-19
vaccine(s).

(i) A State-licensed pharmacist who
orders and administers, and pharmacy
interns and qualified pharmacy
technicians who administer (if the
pharmacy intern or technician acts
under the supervision of such
pharmacist and the pharmacy intern or
technician is licensed or registered by
his or her State board of pharmacy)
FDA-authorized, approved, or licensed
COVID-19 therapeutics. Such State-
licensed pharmacists and the State
licensed or registered interns or
technicians under their supervision are
qualified persons only if the following
requirements are met:

i. The COVID—-19 therapeutic must be
authorized, approved, or licensed by the
FDA;

ii. In the case of a licensed pharmacist
ordering a COVID-19 therapeutic, the
therapeutic must be ordered for
subcutaneous, intramuscular, or oral
administration and in accordance with
the FDA approval, authorization, or
licensing;

iii. In the case of licensed
pharmacists, qualified pharmacy
technicians, and licensed or registered
pharmacy interns administering the
COVID-19 therapeutic, the therapeutic
must be administered subcutaneously,
intramuscularly, or orally in accordance
with the FDA approval, authorization,
or licensing;

iv. In the case of qualified pharmacy
technicians, the supervising pharmacist
must be readily and immediately
available to the qualified pharmacy
technician;

v. In the case of COVID-19
therapeutics administered through
intramuscular or subcutaneous
injections, the licensed pharmacist,
licensed or registered pharmacy intern
and qualified pharmacy technician must
complete a practical training program
that is approved by the ACPE. This
training program must include hands-on
injection technique, clinical evaluation
of indications and contraindications of
COVID-19 therapeutics, the recognition
and treatment of emergency reactions to
COVID-19 therapeutics, and any
additional training required in the FDA
approval, authorization, or licensing;

vi. The licensed pharmacist, licensed
or registered pharmacy intern and
qualified pharmacy technician must
have a current certificate in basic
cardiopulmonary resuscitation;

vii. The licensed pharmacist must
comply with recordkeeping and
reporting requirements of the
jurisdiction in which he or she
administers COVID-19 therapeutics;
including informing the patient’s

primary-care provider when available
and complying with requirements with
respect to reporting adverse events; and

viii. The licensed pharmacist, the
licensed or registered pharmacy intern
and the qualified pharmacy technician
must comply with any applicable
requirements (or conditions of use) that
apply to the administration of COVID—
19 therapeutics.

(j) Any pharmacist who holds an
active license or certification permitting
the person to prescribe, dispense, or
administer vaccines under the law of
any State or who is authorized under
section V(d) of this Declaration who
prescribes, dispenses, or administers
seasonal influenza vaccines, or a
pharmacy intern as authorized under
the section V(d) of this Declaration who
administers seasonal influenza vaccines,
in any jurisdiction where the PREP Act
applies, other than the State in which
the license or certification is held, so
long as the license or certification of the
pharmacist or pharmacy intern has not
been suspended or restricted by any
licensing authority, surrendered while
under suspension, discipline or
investigation by a licensing authority or
surrendered following an arrest, and the
individual is not on the List of Excluded
Individuals/Entities maintained by the
Office of Inspector General.

Nothing in this Declaration shall be
construed to affect the National Vaccine
Injury Compensation Program,
including an injured party’s ability to
obtain compensation under that
program. Covered countermeasures that
are subject to the National Vaccine
Injury Compensation Program
authorized under 42 U.S.C. 300aa—10 et
seq. are covered under this Declaration
for the purposes of liability immunity
and injury compensation only to the
extent that injury compensation is not
provided under that Program. All other
terms and conditions of the Declaration
apply to such covered countermeasures.

VI. Covered Countermeasures

42 U.S.C. 247d-6b(c)(1)(B), 42 U.S.C.
247d-6d(i)(1) and (7)

Covered Countermeasures are:

(a) Any antiviral, any drug, any
biologic, any diagnostic, any other
device, any respiratory protective
device, or any vaccine manufactured,
used, designed, developed, modified,
licensed, or procured:

i. To diagnose, mitigate, prevent, treat,
or cure COVID-19, or the transmission
of SARS—CoV-2 or a virus mutating
therefrom; or

ii. to limit the harm that COVID-19,
or the transmission of SARS—CoV-2 or

a virus mutating therefrom, might
otherwise cause;

(b) a product manufactured, used,
designed, developed, modified,
licensed, or procured to diagnose,
mitigate, prevent, treat, or cure a serious
or life-threatening disease or condition
caused by a product described in
paragraph (a) above;

(c) a product or technology intended
to enhance the use or effect of a product
described in paragraph (a) or (b) above;
or

(d) any device used in the
administration of any such product, and
all components and constituent
materials of any such product.

To be a Covered Countermeasure
under the Declaration, a product must
also meet 42 U.S.C. 247d-6d(i)(1)’s
definition of “Covered
Countermeasure.”

VII. Limitations on Distribution

42 U.S.C. 247d-6d(a)(5) and (b)(2)(E)

I have determined that liability
protections are afforded to Covered
Persons only for Recommended
Activities involving:

(a) Covered Countermeasures that are
related to present or future federal
contracts, cooperative agreements,
grants, other transactions, interagency
agreements, memoranda of
understanding, or other federal
agreements;

(b) Covered Countermeasures that are
related to activities authorized in
accordance with the public health and
medical response of the Authority
Having Jurisdiction to prescribe,
administer, deliver, distribute or
dispense the Covered Countermeasures
following a Declaration of Emergency;

(c) Covered Countermeasures other
than licensed COVID—-19 vaccines that
are:

i. Licensed, approved, or cleared by
the FDA (or that are permitted to be
used under an Investigational New Drug
Application or an Investigational Device
Exemption) under the FD&C Act or PHS
Act to treat, diagnose, cure, prevent,
mitigate, or limit the harm from COVID-
19, or the transmission of SARS-CoV-
2 or a virus mutating therefrom; or

ii. A respiratory protective device
approved by NIOSH under 42 CFR part
84, or any successor regulations, that the
Secretary determines to be a priority for
use during a public health emergency
declared under section 319 of the PHS
Act to prevent, mitigate, or limit the
harm from COVID-19, or the
transmission of SARS—-CoV-2 or a virus
mutating therefrom.

To qualify for this third distribution
channel, a Covered Person must
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manufacture, test, develop, distribute,
administer, or use the Covered
Countermeasure pursuant to the FDA
licensure, approval, or clearance (or
pursuant to an Investigational New Drug
Application or Investigational Device
Exemption), or the NIOSH approval;

(d) Covered Countermeasures that are
authorized by the FDA under section
564 of the FD&C Act to treat, diagnose,
cure, prevent, mitigate, or limit the
harm from COVID-19, or the
transmission of SARS—-CoV-2 or a virus
mutating therefrom. To qualify for this
fourth distribution channel, a Covered
Person must manufacture, test, develop,
distribute, administer, or use the
Covered Countermeasure pursuant to
the FDA authorization; or

(e) Covered Countermeasures that are
COVID-19 vaccines licensed by the
FDA to prevent, mitigate, or limit the
harm from COVID-19, or the
transmission of SARS—-CoV-2 or a virus
mutating therefrom and any approved or
cleared in vitro diagnostic product or
other device used to treat, diagnose,
cure, prevent, or mitigate COVID-19, or
the transmission of SARS-CoV-2 or a
virus mutating therefrom. To qualify for
this fifth distribution channel, a
Covered Person must manufacture, test,
develop, distribute, administer, or use
the Covered Countermeasure pursuant
to the FDA license, clearance, or
approval.

As used in this Declaration, the terms
“Authority Having Jurisdiction” and
“Declaration of Emergency’” have the
following meanings:

(i) The Authority Having Jurisdiction
means the public agency or its delegate
that has legal responsibility and
authority for responding to an incident,
based on political or geographical (e.g.,
city, county, tribal, state, or federal
boundary lines) or functional (e.g., law
enforcement, public health) range or
sphere of authority.

(ii) A Declaration of Emergency means
any declaration by any authorized local,
regional, state, or federal official of an
emergency specific to events that
indicate an immediate need to
administer and use the Covered
Countermeasures, with the exception of
a federal declaration in support of an
Emergency Use Authorization under
section 564 of the FD&C Act unless such
declaration specifies otherwise.

I have also determined that, for
governmental program planners only,
liability protections are afforded only to
the extent such program planners obtain
Covered Countermeasures through
voluntary means, such as (a) donation;
(b) commercial sale; (c) deployment of
Covered Countermeasures from federal
stockpiles; or (d) deployment of

donated, purchased, or otherwise
voluntarily obtained Covered
Countermeasures from state, local, or
private stockpiles.

VIII. Category of Disease, Health
Condition, or Threat

42 U.S.C. 247d-6d(b)(2)(A)

The category of disease, health
condition, or threat for which I
recommend the administration or use of
the Covered Countermeasures is not
only COVID-19 caused by SARS—CoV—
2, or a virus mutating therefrom, but
also other diseases, health conditions, or
threats that may have been caused by
COVID-19, SARS—CoV-2, or a virus
mutating therefrom, including the threat
of increased burden on the healthcare
system due to seasonal influenza
infections occurring at the same time as
COVID-19 infections, which will lead to
an increase in the rate of infectious
diseases.

IX. Administration of Covered
Countermeasures

42 U.S.C. 247d-6d(a)(2)(B)

Administration of the Covered
Countermeasure means physical
provision of the countermeasures to
recipients, or activities and decisions
directly relating to public and private
delivery, distribution and dispensing of
the countermeasures to recipients,
management and operation of
countermeasure programs, or
management and operation of locations
for the purpose of distributing and
dispensing countermeasures. Where
there are limited Covered
Countermeasures, not administering a
Covered Countermeasure to one
individual in order to administer it to
another individual can constitute
“relating to . . . the administration to

. . an individual” under 42 U.S.C.
247d-6d. For example, consider a
situation where there is only one dose
of a COVID-19 vaccine, and a person in
a vulnerable population and a person in
a less vulnerable population both
request it from a healthcare
professional. In that situation, the
healthcare professional administers the
one dose to the person who is more
vulnerable to COVID-19. In that
circumstance, the failure to administer
the COVID-19 vaccine to the person in
a less-vulnerable population ‘“relat[es]
to. . .the administration to” the
person in a vulnerable population. The
person in the vulnerable population was
able to receive the vaccine only because
it was not administered to the person in
the less-vulnerable population.
Prioritization or purposeful allocation of
a Covered Countermeasure, particularly

if done in accordance with a public
health authority’s directive, can fall
within the PREP Act and this
Declaration’s liability protections.

X. Population

42 U.S.C. 247d-6d(a)(4), 247d-
6d(b)(2)(C)

The populations of individuals to
whom the liability protections of this
Declaration extend include any
individual who uses or is administered
the Covered Countermeasures in
accordance with this Declaration.

Liability protections are afforded to
manufacturers and distributors without
regard to whether the countermeasure is
used by or administered to this
population; liability protections are
afforded to program planners and
qualified persons when the
countermeasure is used by or
administered to this population, or the
program planner or qualified person
reasonably could have believed the
recipient was in this population.

XI. Geographic Area

42 U.S.C. 247d-6d(a)(4), 247d~
6d(b)(2)(D)

Liability protections are afforded for
the administration or use of a Covered
Countermeasure without geographic
limitation.

Liability protections are afforded to
manufacturers and distributors without
regard to whether the Covered
Countermeasure is used by or
administered in any designated
geographic area; liability protections are
afforded to program planners and
qualified persons when the
countermeasure is used by or
administered in any designated
geographic area, or the program planner
or qualified person reasonably could
have believed the recipient was in that
geographic area.

COVID-19 is a global challenge that
requires a whole-of-nation response.
There are substantial federal legal and
policy issues, and substantial federal
legal and policy interests within the
meaning of Grable & Sons Metal
Products, Inc. v. Darue Eng’g. & Mf’g.,
545 U.S. 308 (2005), in having a unified,
whole-of-nation response to the COVID-
19 pandemic among federal, state, local,
and private-sector entities. The world
faced an unprecedented pandemic. To
effectively respond, there needed to be
a more consistent pathway for Covered
Persons to manufacture, distribute,
administer or use Covered
Countermeasures across the nation and
the world. Thus, there are substantial
federal legal and policy issues, and
substantial federal legal and policy
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interests within the meaning of Grable
& Sons Metal Products, Inc. v. Darue
Eng’g. & Mf’g., 545 U.S. 308 (2005), in
having a uniform interpretation of the
PREP Act. Under the PREP Act, the sole
exception to the immunity from suit and
liability of covered persons under the
PREP Act is an exclusive federal cause
of action against a covered person for
death or serious physical injury
proximately caused by willful
misconduct by such covered person. In
all other cases, an injured party’s
exclusive remedy is an administrative
remedy under section 319F—4 of the
PHS Act. Through the PREP Act,
Congress delegated to me the authority
to strike the appropriate federal-state
balance with respect to Covered
Countermeasures through PREP Act
Declarations.

XII. Effective Time Period

42 U.S.C. 247d-6d(b)(2)(B)

The effective time period for Covered
Countermeasures and Covered Persons
depends on the means of distribution
identified in Section VII of this
Declaration as applied to categories of
Countermeasures and Qualified Persons:

(a) Liability protections for any
respiratory protective device approved
by NIOSH under 42 CFR part 84, or any
successor regulations, through the
means of distribution identified in
section VII(a) of this Declaration, begin
on March 27, 2020, and extend through
December 31, 2029.

(b) Liability protections for all other
Covered Countermeasures identified in
section VI of this Declaration, through
means of distribution identified in
section VII(a) of this Declaration, begin
on February 4, 2020, and extend
through December 31, 2029.

(c) Liability protections for all
Covered Countermeasures administered
and used in accordance with the public
health and medical response of the
Authority Having Jurisdiction, as
identified in section VII(b) of this
Declaration, begin with a Declaration of
Emergency as that term is defined in
section VII (except that, with respect to
qualified persons who order or
administer a routine childhood
vaccination that CDC/ACIP recommends
to persons ages three through 18
according to CDC’s/ACIP’s standard
immunization schedule, liability
protections began on August 24, 2020),
and last through (a) the final day the
Declaration of Emergency is in effect, or
(b) December 31, 2029, whichever
occurs first.

(d) Liability protections for all
Covered Countermeasures identified in
section VII(c)(i) of this Declaration begin

on December 9, 2020, and last through
the final day the Declaration of
Emergency is in effect or December 31,
2029, whichever occurs first. Liability
protections for all Covered
Countermeasures identified in section
VII(c)(ii) of this Declaration last for the
time period stated in section (a) of this
section XII if applicable, or otherwise
December 31, 2024.

(e) Liability protections for all
Covered Countermeasures identified in
section VII(d) of this Declaration begin
on December 9, 2020, and last until
December 31, 2029, regardless of any
Declaration of Emergency that might
otherwise terminate the time period of
coverage under paragraphs (c) or (d) of
this section XII.

(f) Liability protections for all Covered
Countermeasures identified in section
VII(e) of this Declaration begin on
December 9, 2020, and last until
December 31, 2029, regardless of any
Declaration of Emergency that might
otherwise terminate the time period of
coverage under paragraphs (c) or (d) of
this section XII.

(g) Liability protections for
Manufacturers, Distributors, and
Program Planners, as defined at 42
U.S.C. 247d-6d(i), begin on February 4,
2020, and last through the time periods
stated in paragraphs (a)—(f) of this
section XII.

(h) Liability protections for Qualified
Persons who are a licensed health
professional or other individual who is
authorized to prescribe, administer, or
dispense such countermeasures under
the law of the State in which the
countermeasure was prescribed,
administered, or dispensed begin on
February 4, 2020, and last through the
time periods stated in paragraphs (a)—(f)
of this section XII.

(i) Liability protections for Additional
Qualified Persons identified under
section V of the Declaration and in
Guidance implementing section V of the
Declaration begin on the dates listed
below, and last through the time periods
stated in paragraphs (a)—(d) of this
section XII of the Declaration, unless
otherwise stated in this paragraph (i).

i. Liability protections for Qualified
Persons under section V(d) of the
Declaration who are licensed
pharmacists to order and administer,
and licensed or registered pharmacy
interns and qualified pharmacy
technicians to administer CDC/ACIP
recommended vaccines for persons aged
three through 18 (other than seasonal
influenza vaccines and COVID-19
vaccines) begins on August 24, 2020.

ii. Liability protections for Qualified
Persons under section V(d) of the
Declaration who are licensed

pharmacists to order and administer,
and licensed or registered pharmacy
interns and qualified pharmacy
technicians to administer CDC/ACIP
recommended seasonal influenza
vaccines for persons aged three through
18 begins on August 24, 2020, and lasts
through December 31, 2029, regardless
of the time periods stated in paragraphs
(c)—(d) of this section XII or limitations
on distribution stated in section VII (a)—
(b) of this Declaration.

iii. Liability protections for Qualified
Persons under section V(d) of the
Declaration who are licensed
pharmacists to order and administer,
and pharmacy interns and qualified
pharmacy technicians to administer,
COVID-19 vaccines to individuals aged
three and above begins on February 4,
2020, and lasts through December 31,
2029, regardless of the time periods
stated in paragraphs (c)—(d) of this
section XII or limitations on distribution
stated in section VII (a)—(b) of this
Declaration.

iv. Liability protections for Qualified
Persons under section V(d) of the
Declaration who are licensed
pharmacists to order and administer,
and pharmacy interns and qualified
pharmacy technicians to administer,
seasonal influenza vaccines to
individuals aged nineteen and above
begins on August 4, 2021, and lasts
through December 31, 2029, regardless
of the time periods stated in paragraphs
(c)—(d) of this section XII or limitations
on distribution stated in section VII (a)—
(b) of this Declaration.

v. Liability protections for Qualified
Persons under section V(e) of the
Declaration begin on February 4, 2020.

vi. Liability protections for Qualified
Persons under section V(f) of the
Declaration begin on February 2, 2021.

vii. Liability protections for Qualified
Persons under section V(g) of the
Declaration begin on February 16, 2021,
and last through December 31, 2029.

viii. Liability protections for Qualified
Persons who are physicians, advanced
practice registered nurses, registered
nurses, or practical nurses under section
V(h) of the Declaration begin on
February 2, 2021, with additional
conditions effective as of March 11,
2021, and liability protections for all
other Qualified persons under section
V(h) begin on March 11, 2021.

ix. Liability protections for Qualified
Persons under section V(i) of the
Declaration who are licensed
pharmacists to order and administer and
qualified pharmacy technicians and
licensed or registered pharmacy interns
to administer COVID-19 therapeutics
identified in section VII(d) of the
Declaration begin on September 9, 2021,
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and last through December 31, 2029,
regardless of time periods stated in
paragraphs (c)—(d) of this section or
limitations on distribution stated in
section VII (a)—(b) of this Declaration.

x. Liability protections for Qualified
Persons under section V(i) of the
Declaration who are licensed
pharmacists to order and administer and
qualified pharmacy technicians and
licensed or registered pharmacy interns
to administer COVID-19 therapeutics
identified in section VII(c) of the
Declaration begin on September 9, 2021.

xi. Liability protections for Qualified
Persons under section V(j) of the
Declaration begin on December 30,
2021.

xii. Liability protections for Qualified
Persons authorized under Guidance
issued by this Department as an
Authority Having Jurisdiction to
respond to a declared emergency,
incorporated into this Declaration by
reference, to administer COVID—-19 tests
who are licensed pharmacists begin
April 8, 2020, and last until December
31, 2029, regardless of any limitations
stated in paragraphs (c)—(d) of this
section XII or limitations on distribution
stated in section VII (a)—(b) of this
Declaration.

xiii. Liability protections for Qualified
Persons authorized under Guidance
issued by this Department as an
Authority Having Jurisdiction to
respond to a declared emergency,
incorporated into this Declaration by
reference, to administer COVID-19 tests
who are licensed or registered pharmacy
interns or qualified pharmacy
technicians begin October 20, 2020, and
last until December 31, 2029, regardless
of any limitations stated in paragraphs
(c)—(d) of this section XII or limitations
on distribution stated in section VII (a)—
(b) of this Declaration.

xiv. Liability protections for Qualified
Persons authorized under Guidance
issued by this Department as an
Authority Having Jurisdiction to
respond to a declared emergency,
incorporated into this Declaration by
reference, who are pharmacies when
their staff pharmacists order and
administer, or their pharmacy interns
and pharmacy technicians administer
COVID-19 vaccines to individuals aged
three and above, seasonal influenza
vaccines to individuals aged three
through eighteen, seasonal influenza
vaccines to individuals aged nineteen
and above, COVID-19 tests, and
COVID-19 therapeutics identified in
section VII(d) of the Declaration begin
October 29, 2020, and last until
December 31, 2029, regardless of any
limitations stated in paragraphs (c)—(d)
of this section XII or limitations on

distribution stated in section VII (a)—(b)
of this Declaration.

xv. Liability protections for Qualified
Persons authorized under Guidance
issued by this Department as an
Authority Having Jurisdiction to
respond to a declared emergency,
incorporated into this Declaration by
reference, who are pharmacies when
their staff pharmacists order and
administer, or their pharmacy interns
and pharmacy technicians administer
CDC/ACIP recommended vaccines for
persons aged three through 18 (other
than seasonal influenza vaccines and
COVID-19 vaccines) and
countermeasures identified in section
VII(c) of the Declaration begin October
29, 2020.

xvi. Liability protections for Qualified
Persons authorized under Guidance
issued by this Department as an
Authority Having Jurisdiction to
respond to a declared emergency,
incorporated into this Declaration by
reference to prescribe or administer
point-of-care COVID-19 tests, using
anterior nares specimen collection or
self-collection, for screening in
congregate facilities across the Nation
who are licensed healthcare
practitioners begin August 31, 2020, and
last until December 31, 2029, regardless
of any limitations stated in paragraphs
(c)—(d) of this section XII or limitations
on distribution stated in section VII (a)-
(b) of this Declaration.

XIII. Additional Time Period of
Coverage

42 U.S.C. 247d-6d(b)(3)(B) and (C)

I have determined that an additional
12 months of liability protection is
reasonable to allow for the
manufacturer(s) to arrange for
disposition of the Covered
Countermeasure, including return of the
Covered Countermeasures to the
manufacturer, and for Covered Persons
to take such other actions as are
appropriate to limit the administration
or use of the Covered Countermeasures.

Covered Countermeasures obtained
for the Strategic National Stockpile
(SNS) during the effective period of this
Declaration are covered through the date
of administration or use pursuant to a
distribution or release from the SNS,
including NIOSH Approved® respirators
that have been rescinded or are beyond
their manufacturers’ declared shelf life.

XIV. Countermeasures Injury
Compensation Program
42 U.S.C 247d-6e

The PREP Act authorizes the
Countermeasures Injury Compensation
Program (CICP) to provide benefits to

certain individuals or estates of
individuals who sustain a covered
serious physical injury as the direct
result of the administration or use of the
Covered Countermeasures, and benefits
to certain survivors of individuals who
die as a direct result of the
administration or use of the Covered
Countermeasures. The causal
connection between the countermeasure
and the serious physical injury must be
supported by compelling, reliable, valid,
medical, and scientific evidence in
order for the individual to be considered
for compensation. The CICP is
administered by the Health Resources
and Services Administration, within the
U.S. Department of Health and Human
Services. Information about the CICP is
available at the toll-free number 1-855—
266-2427 or http://www.hrsa.gov/cicp/.

XV. Amendments

42 U.S.C. 247d-6d(b)(4)

Amendments to this Declaration will
be published in the Federal Register, as
warranted.

Authority: 42 U.S.C. 247d-6d.

Dated: December 6, 2024.

Xavier Becerra,

Secretary, U.S. Department of Health and
Human Services.

[FR Doc. 2024-29108 Filed 12-10-24; 8:45 am]|
BILLING CODE 4150-37-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Request for Public Comments on the
Scientific Report of the 2025 Dietary
Guidelines Advisory Committee

AGENCY: Office of Disease Prevention
and Health Promotion, Office of the
Assistant Secretary for Health (OASH),
U.S. Department of Health and Human
Services (HHS); Food, Nutrition, and
Consumer Services (FNCS), U.S.
Department of Agriculture (USDA).
ACTION: Notice and request for public
comments on the Scientific Report of
the 2025 Dietary Guidelines Advisory
Committee (Scientific Report).

SUMMARY: The Departments of Health
and Human Services and Agriculture
invite the public to provide written
comments and virtual oral comments on
the Scientific Report.

DATES: The written and oral comment
collection dates are scheduled as
follows:

e Once the Scientific Report is
published online, the public will have
60 days to provide written comments to
HHS and USDA; this public comment
period closes on the 60th calendar day
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MANUFACTURING AND SUPPLY AGREEMENT
BETWEEN
PFIZER LABORATORIES PROPRIETARY LIMITED
AND

THE GOVERNMENT OF THE REPUBLIC OF SOUTH AFRICA ACTING THROUGH
THE NATIONAL DEPARTMENT OF HEALTH OF SOUTH AFRICA ( “NDOH” )

DATED AS OF

30 March 2021
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MANUFACTURING AND SUPPLY AGREEMENT

THIS MANUFACTURING AND SUPPLY AGREEMENT dated as of 30 March 2021 (the
“Effective Date”) is made by and between PFIZER LABORATORIES (PROPRIETARY)
LIMITED with offices at 85 Bute Lane, Sandton, Johannesburg, South Africa (hereinafter
“Pfizer”) and the Government of the Republic of South Africa acting through the National
Department of Health of South Africa (“NDOH”), with offices at Dr AB Xuma Building, 1112
Voortrekker Rd, Pretoria Townlands 351-JR, Pretoria, 0187 (hereinafter “Purchaser”).
Purchaser and Pfizer may be referred to herein individually as a “Party” or collectively as the
“Parties”.

WHEREAS, Pfizer Inc. (“Pfizer US”) and BioNTech SE, a company organized and
existing under the laws of Germany (“BioNTech”), are collaborating to develop a vaccine to
address the global COVID-19 pandemic;

WHEREAS, subject to clinical success, Pfizer US and BioNTech shall be responsible for
all requirements of the processes of approval of the clinical trials and the marketing authorization
of the Product;

WHEREAS, Purchaser desires to purchase the Product for use in South Africa (the
“Territory”), and subject to clinical success and regulatory approval, Pfizer desires to
manufacture and supply such Product to Purchaser; and

WHEREAS, the Parties are willing to carry out the foregoing pursuant to the terms and
conditions set forth in this Agreement,

NOW, THEREFORE, in consideration of these premises and the covenants and agreements
set forth herein, the sufficiency of which is hereby acknowledged and agreed, and intending to be
legally bound thereby, the Parties hereby agree as follows:

I DEFINITIONS.
As used in this Agreement, the following terms shall have the meanings set forth below.
1.1 “Adjusted Delivery Schedule” shall have the meaning set forth in Section 2.4(e).

= 1.2 *“Advance Payment” shall have the meaning set forth in Section Error! Reference source
not found..

1.3 “Affiliate(s)” means, with respect to each Party or, if applicable, BioNTech, any
corporation, firm, partnership or other entity or Person which directly or indirectly controls
or is controlled by or is under common control with the named Party, including without
limitation Pfizer US, or, if applicable, BioNTech. For purposes of this definition, “control”
(including, with correlative meaning, the terms “controlled by” and “under common
control with”) shall be presumed to exist if one of the following conditions is met: (a) in
the case of corporate entities, direct or indirect ownership of at least fifty percent (50%) of
the stock or shares having the right to vote for the election of directors of such corporate
entity or any direct or indirect parent of such corporate entity, and (b) in the case of non-
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1.4

| 7
1.6
1.7

1.8

1.10

L1

142

1.13

CONFIDENTIAL

corporate entities, direct or indirect ownership of at least fifty percent (50%) of the equity
interest with the power to direct the management and policies of such non-corporate
entities.

“Agreement” means this Manufacturing and Supply Agreement and all Attachments
hereto as the same may be amended, amended and restated, supplemented or otherwise
replaced from time to time.

“Allocation” shall have the meaning set forth in Section 2.5(a).
“Authorization” means the Conditional Approval or Marketing Authorization.
“Batch” shall have the meaning set forth in Attachment B.

“BioNTech” shall have the meaning set forth in the recitals.

“Binding Term Sheet” means the binding term sheet entered into by and between the
Parties on 15 January 2021.

“Business Day” means any day other than Saturday, Sunday or a public holiday in New
York, New York or Johannesburg.

“Commercially Reasonable Efforts” means with respect to the efforts to be expended by
Pfizer to achieve the relevant objective, the activities and degree of effort that a similarly
situated party (with respect to size, resources and assets) in the pharmaceutical industry
would use to accomplish a similar objective in its own commercial interests under similar
circumstances and considering the relevant risks, uncertainties, limitations and challenges
of the development, manufacture, commercialization and distribution of a novel COVID-
19 vaccine product, taking into account the following factors: actual and potential issues
of safety and efficacy, novelty, product profile, the proprietary position, the then current
competitive environment for such Product, the likely timing of the Product’s entry into the
market, the regulatory environment and status of the Product, compliance with Laws, past
performance of the Product and other similar products, the ability to produce or obtain
adequate supply of the Product or any components or materials used in the manufacture of
the Product and other relevant scientific, technical, operational and commercial factors, in
each case as measured by the facts and circumstances at the time such efforts are due.

“Conditional Approval” means a conditional marketing authorization for the Product
granted by the South African Health Products Regulatory Authority (“SAHPRA™) and
agreed with Pfizer, that permits the supply of the Product in South Africa.

“Confidential Information” means all confidential or proprietary information, other than
Exempt Information, in any form, directly or indirectly disclosed to Recipient or its
Representatives by or on behalf of the Disclosing Party pursuant to this Agreement,
regardless of the manner in which such information is disclosed, delivered, furnished,
learned, or observed, either marked “Confidential” or, if oral, declared to be confidential
when disclosed and confirmed in writing within thirty (30) days of disclosure. Confidential
[nformation includes, without limitation, the terms and conditions of this Agreement.

Page 3 of 46
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CONFIDENTIAL

Failure to mark Confidential Information disclosed in writing hereunder as “Confidential”
shall not cause the information to be considered non-confidential, with the burden on the
Disclosing Party to prove such information clearly should have been known by a
reasonable person with expertise on the subject matter, based on the nature of the
information and the circumstances of its disclosure, to be Confidential Information,
provided that the Disclosing Party has otherwise made good faith efforts to clearly mark
Confidential Information as such.

1.14  “Contracted Doses” shall have the meaning set forth in Section 2.3(a).

1.15  “Covax Facility” means the global procurement mechanism for the procurement and
delivery of doses of approved vaccine for COVID-19.

116  “Current Good Manufacturing Practices” or “cGMP” means applicable Good
Manufacturing Practices as specified in the United States Code of Federal Regulations
and/or the EU Good Manufacturing Guidelines, and any successor legislation from time to
time, prevailing at the time of the manufacture of the Product.

L.17  “Delivery Price” shall have the meaning set forth in Section 3.2(a).
1.18  “Delivery Specifications™ shall have the meaning set forth in Section 2.4(d).

1.19  “Disclosing Party” means the Party or any of its Affiliates that discloses, or causes to be
disclosed, Confidential Information to the other Party or any of its Affiliates.

1.20  “Effective Date” shall have the meaning set forth in the preamble.

1.21  “Exempt Information” means information that: (a) the Recipient or any of its
Representatives lawfully possessed, as demonstrated by competent proof, before the
Disclosing Party disclosed such information under this Agreement; or (b) was already
generally available and in the public domain at the time of disclosure, or becomes public
(other than as a result of breach of this Agreement by the Recipient or its Representatives);
(c) the Recipient or any of its Representatives lawfully obtains from a Person not in breach
of any confidentiality obligation (or other prohibition from disclosing the information) to
the Disclosing Party with respect to such information (and Recipient has made reasonable
enquiry with respect thereto); or (d) the Recipient evidences to the reasonable satisfaction
of the Disclosing Party is independently developed by or on behalf of the Recipient or its
Representatives without the use of, reference to, aid from, or reliance on, the Confidential
Information. In clarification of the foregoing, a general disclosure in the public domain
will not cause more specific (but related) information to be deemed Exempt Information
under one of the above exceptions; similarly, a combination of several pieces of
information, which individually would be deemed Exempt Information, will not be deemed
Exempt Information unless the combination itself is in the public domain, independently
developed by the Recipient or its Representatives or otherwise lawfully in the possession
of the Recipient or any of its Representatives.
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“Facilities” means Pfizer’s manufacturing sites in Kalamazoo (Michigan) and Puurs,
Belgium and BioNTech’s two manufacturing sites, in Mainz and Idar Oberstein in
Germany or such other manufacturing site used in connection with the manufacture of the
Product supplied by Pfizer hereunder.

“Force Majeure Event” shall have the meaning set forth in Section 12.8.
“Forms” shall have the meaning set forth in Section 12.12.

“Government” means all levels and subdivisions of government (i.e., local, regional,
national, provincial, federal, administrative, legislative, or executive) of South Africa.

“ICC” shall have the meaning set forth in Section 12.2.

“Indemnified Claims” shall have the meaning set forth in Section 8.2.
“Indemnitees” shall have the meaning set forth in Section 8.1.

“Interim Delivery Schedule” shall have the meaning set forth in Section 2.4(d).

“Intellectual Property” means (a) any processes, trade secrets, inventions, industrial
models, designs, methodologies, drawings, discoveries, result, materials, formulae,
procedures, techniques, clinical data or technical or other information or data,
manufacturing, engineering and technical drawings, including proprietary rights in any of
the foregoing, and (b) registered trademarks, trade mark applications, unregistered marks,
trade dress, copyrights, know-how, patents, patent applications, and any and all
provisionals, divisions, continuations, continuations in part, extensions, substitutions,
renewals, registrations, revalidations, reissues or additions, including certificates of
supplementary protection, of or to any of the aforesaid patents and patent applications, and
all foreign counterparts of any, or to any, of the aforesaid patents and patent applications.

“Labelling and Packaging Specifications” shall have the meaning set forth in Section
2.4(e).

“Latent Defect” means a defect causing the Product to not conform to the applicable
Specifications that Purchaser can show was present at the time of Pfizer’s delivery of the
Product to Purchaser and which could not have been detected by Purchaser, its designee,
or their Personnel at delivery through diligent inspection.

“Law/s” means, collectively, all applicable national and local laws, common laws, statutes,
ordinances, codes, rules, regulations, orders, decrees or other pronouncements of any
government, administrative or judicial authority having the effect of law.

“Losses” shall have the meaning set forth in Section 8.1.

“Marketing Authorization” means the marketing authorization or such other permission
having similar effect, in respect of the Product, granted by the South African Health
Products Regulatory Authority, as amended or varied by the South African Health Products
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CONFIDENTIAL

Regulatory Authority from time to time, and which is acceptable to Pfizer; that allows the
Product to be placed on the market in South Africa according to Law.

.36 “Non-Complying Product” shall have the meaning set forth in Section 4.4(a).
1.37  “Party” or “Parties” shall have the meaning set forth in the preamble.

1.38  “Person” means any natural person, entity, corporation, general partnership, limited
partnership, limited liability partnership, joint venture or similar entity or organization,
joint stock company, proprietorship, other business organization, trust, union, association
or Government.

1.39  “Personnel” means all Affiliates, subcontractors, or other third parties, and employees and
agents of each of them, used by either Party in the performance of services or obligations
or in connection with this Agreement.

- 1,40 “Pfizer” shall have the meaning set forth in the preamble.
1.41  “Pfizer US” shall have the meaning set forth in the preamble.
1.42 “Price” shall have the meaning set forth in Section 3.1.

1.43  “Privileges and Immunities” means any privileges, immunities, or legislation in the
Republic of South Africa, including, without limitation, no-fault vaccine compensation
programs, pandemic insurance programs, immunities from suit or liability, or any
protections, defenses, or limitations-of-liability (whether statutory, regulatory, common
law or otherwise), existing or future, that may separately protect Indemnitees from Losses.

1.44  “Product” means the medicinal product being BNTI162b2, a nucleoside-modified
messenger RNA (mRNA) vaccine that encodes an optimised SARS-CoV-2 full length
spike glycoprotein (S) in an unpreserved frozen multi-dose vial that must be diluted, for
which Authorisation has been granted or is being sought, for the prevention of COVID-1 9,
including any subsequent non-material variations as reasonably determined by Pfizer and
approved by the relevant regulatory authority. For the avoidance of doubt, changes to the
active substance or antigenic characteristics of BNT162b2 encoding a variant or new strain

& of SARS-CoV-2 as well as any new formulation of BNT162b2 are explicitly excluded from

the scope of the “Product” as defined here, as are any other significant product changes as

Pfizer may reasonably determine.

.45 “Product Materials” means all packaging materials and components needed for delivery
of the Product.

1.46  “Purchase Order” means a written or electronic order form submitted by Purchaser to
Pfizer in accordance with the terms of this Agreement authorizing the manufacture and
supply of the Product, in substantially the form attached as Attachment G (as may be
updated from time to time by Pfizer upon notice to Purchaser).

1.47  “Purchaser” shall have the meaning set forth in the preamble.
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“Recipient” means the Party who receives Confidential Information from the other Party.

“Records” means books, documents, and other data, of all matters relating to performance
of obligations under this Agreement.

“Representatives” means, with respect to Recipient, its Affiliates and its and their
respective directors, officers, and employees, agents, contractors, consultants, advisors and
representatives who (a) are subject to an obligation of confidentiality protecting the
Confidential Information on terms no less restrictive than those contained in this
Agreement; and (b) have a need to know the Confidential Information in connection with
this Agreement.

“Specifications” means the material specifications for the manufacture, processing,
packaging, labeling, testing and testing procedures, shipping, storage and supply of the
Product as will be set out in Attachment A following the Effective Date (and in any event
before supply in accordance with the agreed Interim Delivery Schedule), and as such
specifications may be amended, supplemented or otherwise modified by Pfizer and
communicated to Purchaser.

“Taxes” shall have the meaning set forth in Section 3.4.
“Term”, with respect to this Agreement, shall have the meaning set forth in Section 6.1.

“Third Party Beneficiary” or “Third Party Beneficiaries” shall have the meaning set
forth in Section 12.5(a).

“USD” means the lawful currency of the United States of America.

“Vaccine” shall include (a) all vaccines manufactured, in whole or in part, or supplied,
directly or indirectly, by or on behalf of Pfizer or BioNTech or any of their Affiliates that
are intended for the prevention of the human disease COVID-19 or any other human
disease, in each case which is caused by any of the virus SARS-CoV-2, and/or any or all
related strains, mutations, modifications or derivatives of the foregoing that are procured
by Purchaser, its Affiliates or agents by any means (whether pursuant to the Agreement or
by way of any purchase or donation from any third party or otherwise, whether or not
authorized pursuant to Section 2.1) or that are administered within the Territory, and
whether procured or administered prior to or following execution of this Agreement, (b)
any device, technology, or product used in the administration of or to enhance the use or
effect of, such vaccine, (c) any component or constituent material of (a) or (b), or (d) any
use or application of any product referred to in (a)-(b).

“VAT” means Value Added Tax.

Except where the context expressly requires otherwise, (a) the use of any gender herein
shall be deemed to encompass references to either or both genders, and the use of the
singular shall be deemed to include the plural (and vice versa), (b) the words “include”,
“includes” and “including” shall be deemed to be followed by the phrase “without
limitation”, (c) the word “will” shall be construed to have the same meaning and effect as
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the word “shall”, (d) any definition of or reference to any agreement, instrument or other
document herein shall be construed as referring to such agreement, instrument or other
document as from time to time amended, supplemented or otherwise modified (subject to
any restrictions on such amendments, supplements or modifications set forth herein), (e)
any reference herein to any person shall be construed to include the person’s successors
and assigns, (f) the words “herein”, “hereof” and “hereunder”, and words of similar import,
shall be construed to refer to this Agreement in its entirety and not to any particular
provision hereof, (g) all references herein to Sections or Attachments shall be construed to
refer to Sections or Attachments of this Agreement, and references to this Agreement
include all Attachments hereto, (h) the word “notice” means notice in writing (whether or
not specifically stated) and shall include notices, consents, approvals and other written
communications contemplated under this Agreement, (i) references to any specific law,
rule or regulation, or article, section or other division thereof, shall be deemed to include
the then-current amendments thereto or any replacement or successor law, rule or
regulation thereofand (j) the term “or” shall be interpreted in the inclusive sense commonly
associated with the term “and/or”,

2. SUPPLY OF PRODUCT.

2.1 Agreement to Supply.

(@) During the Term, Pfizer shall use Commercially Reasonable Efforts to supply or
have supplied the Product to Purchaser, and Purchaser shall purchase the Product,
subject to and in accordance with the terms and conditions of this Agreement.

(b) Purchaser acknowledges and agrees that (i) Pfizer's efforts to develop and
manufacture the Product are aspirational in nature and subject to significant risks
and uncertainties, and (ii) the fact that any other drug or vaccine to prevent, treat or
cure COVID-19 infection is successfully developed or granted authorization earlier
than the granting of Authorization for the Product shall not change the current
situation of urgent needs for prevention of the spread of the COVID-19 infection
that poses serious threats to and harmful effects on the lives and health of the
general public.

o (c) Notwithstanding the efforts and any estimated dates set forth in the Interim
Delivery Schedule, the Parties recognize that the Product has completed Phase 2b/3
clinical trials and that, despite the efforts of Pfizer in research, and development
and manufacturing, the Product may not be successful due to technical, clinical,
regulatory, manufacturing, shipping, storage, or other challenges or failures.

(d) Accordingly, Pfizer and its Affiliates shall have no liability for any failure by Pfizer
or its Affiliates to develop or obtain Authorization of the Product in accordance
with the estimated dates described in this Agreement. Even if the Product is
successfully developed and obtains Authorization, Pfizer shall have no liability for
any failure to deliver doses in accordance with any estimated delivery dates set
forth herein (other than as expressly set out in this Agreement), nor shall any such
failure give Purchaser any right to cancel orders for any quantities of Product.
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Further, Pfizer shall have no obligation to deliver the Product to Purchaser unless
and until the Indemnification Agreement is executed between the Parties in
accordance with Section 8 (Indemnification).

Pfizer shall keep Purchaser apprised of the progress of the material development of
the Product and shall provide Purchaser with such information regarding that
development as Purchaser reasonably requests.

Purchaser, including any related Person or any agents of Purchaser, covenants to
exclusively obtain all of its supply of any vaccine of Pfizer, BioNTech or their
respective Affiliates intended for the prevention of the human disease COVID-19
(including the Product) either (i) directly from Pfizer or from Pfizer through the
COVAX Facility, or (ii) from a Third Party, whether by donation, resale or
otherwise, only if Purchaser has obtained Pfizer’s prior written consent. Any
breach of this Section 2.1(f) shall be deemed an uncurable material breach of this
Agreement, and Pfizer may immediately terminate this Agreement pursuant to
Section 6.2. For clarity, nothing in this Section 2.1(f) shall prevent Purchaser from
purchasing competing vaccine products of any Third Party.

Capacity.

Pfizer shall use Commercially Reasonable Efforts to build or obtain manufacturing
capacity to be capable of manufacturing and supplying the Product to Purchaser in
accordance with the provisions of this Agreement.

Purchase Orders.

(@)

(b)

(©)

On the Effective Date, Purchaser shall submit to Pfizer a legally binding and
irrevocable Purchase Order(s) for Twenty million one thousand one hundred fifty
(20,001,150) doses (“Contracted Doses”) of the Product. Subject to Section 2.4(c)
of this Agreement, Pfizer shall have the right, at its sole discretion, to update the
Contracted Doses to the nearest possible number that is divisible by the Minimum
Order Quantity.

The Purchase Order shall be provided together with Purchaser’s order number,
VAT number, and invoice address. Pfizer shall accept the Purchase Order
conforming to the terms set forth in this Agreement in writing, and the confirmed
Purchase Order shall be binding upon the Parties and subject to the terms and
conditions set out in this Agreement.

The Purchaser may request additional doses during the Term of the Agreement
through a legally binding and irrevocable Purchase Order(s), but only upon being
advised that: (i) Pfizer has availability of supply of such additional requested doses
(the “Additional Order”) and (ii) Pfizer agrees, in its sole discretion, to allocate
such Additional Order to Purchaser. Each Additional Order will be subject to the
same terms and conditions set forth in the Agreement (and any subsequent
amendments thereto), as applicable; provided such Additional Order must be
placed during the Term of the Agreement. In such event, the doses subject to the
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accepted Additional Order shall be Contracted Doses. After submission to, and
acceptance by, Pfizer of an Additional Order, Purchaser shall pay Pfizer such
additional advance payment within thirty (30) days of the purchase order of such
Additional Order in accordance with the terms of Section 3.2 (“Additional
Advance Payment”). Purchaser shall pay such Additional Advance Payment, and
Pfizer shall provide an updated Attachment B to reflect such Additional Order. Full
payment of the Additional Advance Payment is a condition to supply any doses
subject to the Additional Order. If any failure by Purchaser to pay Pfizer for the
Additional Advance Payment results in a delay in delivery, the undelivered doses
will be at the sole risk of Purchaser, and Pfizer shall have no liability to Purchaser
regarding such delay or further inability to supply by Pfizer.

2.4 Delivery Schedule.

(a) Pfizer shall deliver the Product Delivery at Place (“DAP”) Incoterms 2020.

™S (b) The Parties shall reasonably agree, in writing, on the location(s) (including number
of locations) for delivery of shipments of Product (“Place(s) of Destination”)
within five (5) Business Days from the Effective Date for the first expected
shipment of Product, and for any subsequent delivery, at least eight (8) weeks prior
to shipment of the Product; provided that, in each case: (i) each Place of Destination
meets the requirements set forth in Attachment D, and (ii) the Place(s) of
Destination are serviced by a contracted transportation carrier of Pfizer, and (iii)
each Place of Destination is an authorized location to receive the Product, evidence
of which shall be presented to Pfizer on Purchaser’s official letterhead and
Purchaser shall provide any additional information, as reasonably requested by
Pfizer in advance of delivery, to verify such authorization (“Shipping Agent”).
Pfizer shall have the ability, acting reasonably, to restrict the number of Places of
Destination where shipments of Product shall be delivered. However, the Parties
agree that Purchaser shall have full liability and responsibility for any further
transportation and distribution following delivery to Place of Destination that is not
a point of use of the Product, including but not limited to ensuring compliance with
Attachment D. For the purposes of this Section 2.4(b), Pfizer agrees that it shall
provide the Purchaser with such information as Pfizer considers necessary for the
—_ Purchaser to comply with the provisions of this section, to the extent in Pfizer’s
control and/or possession at the time, including details on the proposed Shipping
Agent as part of Pfizer’s logistics planning information.

(c) All shipment of Product shall be comprised of quantity of Product in increments of
195 vials/1170 doses (“Minimum Order Quantity™). Pfizer shall have the right
to update such Minimum Order Quantity at its sole discretion from time to time
upon notice to Purchaser.

(d) Pfizer may deliver the Product by separate installments and shall use Commercially
Reasonable Efforts to meet the estimated delivery schedule set out in Attachment B
(the “Interim Delivery Schedule”), provided that no Product shall be shipped until
Authorization is received and Purchaser is compliant, in Pfizer’s discretion, with
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the terms and conditions of this Agreement. All deliveries shall be accompanied by
the documentation specified in Attachment C (which may be updated from time to
time by Pfizer upon notice to Purchaser), and shall be in accordance with, and
subject to, the delivery specifications to be set forth in Attachment D (as may be
updated from time fo time by Pfizer upon notice to Purchaser) (“Delivery
Specifications™).

The Product shall be labelled and packaged in accordance with the packaging
specifications to be set forth in Attachment E (which shall be populated following
the Effective Date, but in any event before supply in line with the agreed Interim
Delivery Schedule, and as may be updated from time to time by Pfizer upon notice
to Purchaser) (“Labelling and Packaging Specifications”).

If an Authorization is granted after 15 February 2021 but before
30 September 2021, then the Interim Delivery Schedule will be revised to add the
period of time between 15 February 2021 and the date of the Authorization
(“Adjusted Delivery Schedule”). In the event that the Authorization is granted
prior to 15 February 2021, Pfizer has no obligation to accelerate shipment of
Product.

[f Authorization is received by 30 September 2021, but Pfizer is unable to deliver
any Contracted Doses for technical or other reasons from the Facilities intended to
produce the Contracted Doses under this Agreement, Pfizer agrees to use
Commercially Reasonable Efforts to obtain supply of the Product from another
location, subject to availability of supply.

If  Authorization is received by 30 September 2021, but by
31 March 2022 Pfizer is unable to manufacture or deliver any Contracted Doses for
technical or other reasons from any Facilities, Pfizer will have no obligation to
deliver against the Interim Delivery Schedule, Adjusted Delivery Schedule or a
Purchase Order.

Product Shortages.

(a)

If Authorization is received but there is insufficient supply to deliver the full
number of Contracted Doses on the Interim Delivery Schedule (including the
Adjusted Delivery Schedule), including to the extent any shortage is due to a
requirement of Pfizer to divert available supply of the Product to another market,
Pfizer shall work collaboratively to provide notice (and manage any
communications associated with any Product shortages). Following receipt of such
notification, Purchaser shall execute any instructions set out in the notice in a timely
fashion (and in no event longer than 24 hours). Subject to the foregoing, including
any requirement by Pfizer to divert Product to another market, Pfizer shall decide
on necessary adjustments to the number of Contracted Doses and Interim Delivery
Schedule due to the Purchaser to reflect such shortages based on principles to be
determined by Pfizer under the then existing circumstances (“Allocation™) which
shall be set out in such notice. Purchaser shall be deemed to agree to any revision.

Page 11 of 46

sss&



1080

CAMARA DE REPRESENTANTES Martes 8 de abril de 2025

2.6

27

CONFIDENTIAL

(b) Purchaser hereby waives all rights and remedies that it may have at Law, in equity
or otherwise, arising from or relating to: (i) any failure by Pfizer to develop or
obtain Authorization of the Product in accordance with the estimated dates
described in this Agreement; or (ii) any failure by Pfizer to deliver the Contracted
Doses in accordance with the Interim Delivery Schedule. In the event of an
inconsistency between the provisions of this Section 2.5 (Product Shortages) and
those of other sections of this Agreement, the provisions of this Section 2.5 (Product
Shortages) shall control and supersede over those of other sections of this
Agreement to the extent of such inconsistency.

Delivery Delays.
Under no circumstances will Pfizer be subject to or liable for any late delivery penalties.

Product Handling.

(a) Pfizer shall use Commercially Reasonable Efforts to assure the Product is
manufactured in accordance with material Specifications and cGMP.

(b)  Upon delivery of Product to Purchaser at the Place(s) of Destination and, to the
extent applicable, for any onward distribution and/or transportation to a Place of
Destination that is not a point of use of the Product, Purchaser shall store and handle
the Product in the manner set forth in the Specifications, instructions on Attachment
D and the instructions provided by Pfizer to ensure stability and integrity of the
Product.

(c) For the avoidance of doubt, Purchaser shall bear all expenses for use of the Product
upon delivery by Pfizer at the Place(s) of Destination, including, but not limited to,
those for storage of the Product and distribution and administration of the Product
(if applicable) in South Africa.

(d) Purchaser shall be solely responsible and liable for the proper storage, handling,
distribution, transportation, administration, use and disposal of the Product in South
Africa following delivery of the Product to Purchaser or its designee at the Place(s)
of Destination. Without prejudice to the generality of the foregoing, Purchaser shall
ensure that: (a) recipients of the Product shall follow the return and disposal
instructions in Attachment F (which may be updated from time to time by Pfizer
upon notice to Purchaser) when disposing of open and unused Product and its
packaging components; and (b) such return and disposal complies with Laws
regarding pharmaceutical waste, medical waste, or hazardous waste, as appropriate.
Attachment F provides the ability for Pfizer to charge Purchaser for the cost of such
packaging components, without limiting any other remedies available to Pfizer, in
the event that Purchaser fails to comply with the return requirement set forth in
Attachment F.

(e) Purchaser shall be responsible for and shall ensure that any equipment used to
deliver the Product, for example the shipper(s) and monitoring device(s), are stored

in an appropriate clean and secure location to protect and maintain the functionality
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of such equipment (in controlled conditions, with no exposure to weather or pests,
etc.). Within thirty (30) days of delivery of the Product at the Place(s) of
Destination, subject to Section 4.4(b), Purchaser shall organize safe return of all
such equipment, including the shipper and monitoring device, in accordance with
Attachment F.

Pfizer may provide Safety Data Sheets and other information to Purchaser to assist
Purchaser to develop processes and procedures, including training, to handle the
Product and Product Materials in a safe manner and in compliance with Laws,
including occupational health and safety Laws. Purchaser represents and warrants
that Purchaser has and shall ensure that all recipients of the Product and Product
Materials have the requisite expertise to develop and implement appropriate
procedures and training programs to enable proper handling of the Product and
Product Materials in a safe and lawful manner.

2.8 Title to Product, Risk of Loss.

(@

(b)

(©

Title to the Product, and risk of loss or damage shall pass to Purchaser at the
Place(s) of Destination in accordance with Section 2.4(b). Pfizer reserves the right
to change any supply point (being the point from which Pfizer shall supply the
Product) by giving Purchaser adequate notice as acceptable under the Laws. Prices
are quoted on DAP Place(s) of Destination basis in effect at the time and Place(s)
of Destination. For purposes of this Agreement, the terms DAP shall have the
meaning ascribed thereto in INCOTERMS 2020 as published by the ICC, Paris,
France.

Pfizer shall be the importer of the Product in front of the relevant customs
authorities in the Territory (“Importer of Record”) and shall be responsible to
obtain, where applicable, any import license or other official authorization and to
carry out all customs formalities for the import of the Product in South Africa.
Pfizer shall also be responsible to pay, where applicable, all duties, taxes and other
charges, as well as the costs of carrying out customs formalities payable upon
import of the Products. Given the nature of the Product, Purchaser undertakes to
support Pfizer and its appointed Shipping Agent to swiftly clear the Product from
the relevant customs authorities within twenty four (24) hours from the arrival of
the Product at the customs authorities, and to obtain any waivers required; and
Purchaser acknowledges that any delay in such clearance process might affect the
overall shelf-life of the Products. Both Parties confirm that the required documents
for customs clearance of the Product are indicated in Attachment H of this
Agreement. Without prejudice to the generality of the foregoing, Purchaser
undertakes to take appropriate measures and exercise its reasonable efforts to
ensure the smooth and efficient passage of the Product through the port of entry in
accordance with applicable Laws of South Africa.

Purchaser shall be responsible for the unloading of such Product from the

transportation carrier. For the sake of clarity, Purchaser shall be responsible for
unloading the Product from the transportation carrier and Pfizer’s liability shall
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cease, and risk of loss or damage shall transfer, upon carrier’s arrival at the Place(s)
of Destination and immediately prior to the unloading of the Product. Without
prejudice to the generality of the foregoing, following delivery of the Product to
Purchaser, Purchaser shall be fully responsible for and liable in relation to any
Product wastage, and for ensuring appropriate disposal in accordance with Sections
2.7(d) and 2.7(e). Pfizer will not be liable for any risks of loss or damage to the
Product after delivering the Product at the Place(s) of Destination, ‘including
without limitation, temperature excursions, theft, or damages of any kind to the
Product.

(d)  Without prejudice to Section Error! Reference source not found., Purchaser
acknowledges that Pfizer will not, in any circumstances, accept any returns of
Product (or any dose). In particular, following receipt of the Product in accordance
with this Section 2.8, no Product returns may take place under any circumstances
(inclusive of future changes in stock, expired Products, changes in Product
allocation, delivery, demand or new product launch).

PRICE AND PAYMENT.
Purchase Price.

Purchaser shall purchase the Product from Pfizer at the price per dose set out in Attachment
B, excluding VAT (the “Price”) and in accordance with the terms of this Agreement. The
Price shall include all of Pfizer’s internal costs associated with the manufacturing and
delivery of the Product to the Place(s) of Destination in accordance with this Agreement.
The Price shall be firm for the Term.

Invoices and Payment.

(a) In partial consideration of the Contracted Doses, on the Effective Date, Pfizer shall
invoice Purchaser, and Purchaser shall pay, an upfront payment of Forty Million
two thousand three hundred US Dollars (USD 40,002,300) (calculated as two (2)
USD per dose multiplied by the Contracted Doses) (the “Advance Payment”).
Purchaser shall pay the Advance Payment within thirty (30) days from the Effective
Date; provided, however, that Pfizer shall have no obligation to deliver any Product
until receipt of the Advance Payment by Pfizer. All amounts due hereunder shall
be converted to South African Rand which shall be determined based on the
exchange rate used by Bloomberg BFIX at the close of business on the day prior to
the invoice date 4:00 pm London time.

(b) Pfizer shall invoice Purchaser for the remainder of the Price for the Contracted
Doses (the “Delivery Price”) in advance of each calendar quarter during the Term.
Purchaser shall pay all undisputed (in good faith) amounts on the first (1%*) Business
Day of the first (1) month of each calendar quarter for the Batch of Contracted
Doses to be delivered in such calendar quarter, or in the case of Batch 1, within
five (5) Business Days of the issuance of Conditional Approval. All such amounts
shall be due prior to delivery of the volume of anticipated doses to be delivered in
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such delivery, which Delivery Price shall be equal to the difference of the Price for
the number of the Contracted Doses being delivered in such delivery and an
apportionment of the Advance Payment based on the number of Contracted Doses
in such delivery. Full payment of each prior shipment is a condition to Pfizer’s
obligation to supply any future shipment. If any failure by Purchaser to pay Pfizer
for the Contracted Doses results in a delay in delivery, the undelivered doses will
be at the sole risk of Purchaser, and Pfizer shall have no liability to Purchaser
regarding such delay or further inability to supply by Pfizer.

(c) Invoices shall be provided to the Purchaser at the address set forth in the preamble
of this Agreement. Pfizer shall include the following information on all invoices:
the Purchase Order number and billing address; and shall also include, where
applicable, the type description, part number (if any) and number of Contracted
Doses delivered; the delivery date; the actual date of shipment; the Price; any
applicable taxes or other charges provided for in the Purchase Order; and the ship-
to destination.

33 Method of Payment.

(a) All amounts due under this Agreement shall be paid by the Purchaser to Pfizer in
accordance with the provisions of Section 3.2(a) and 3.2(b). Payment shall be
remitted by wire transfer in immediately available funds to the Pfizer bank account
indicated below. Any payment which falls due on a date which is not a Business
Day may be made on the next succeeding Business Day. Any dispute by Purchaser
of an invoice shall be provided to Pfizer in writing (along with substantiating
documentation and a reasonably detailed description of the dispute) within five (5)
Business Days from the date of such invoice. Purchaser will be deemed to have
accepted all invoices for which Pfizer does not receive timely notification of
disputes, and shall pay all undisputed amounts due under such invoices within the
period set forth in this Section 3.3(a). The Parties shall seek to resolve all such
disputes expeditiously and in good faith.

BANK NAME: Citibank
BRANCH: Johannesburg

_ BRANCH NUMBER: 350005 4Res‘la‘;t§82b3y .
CURRENCY: ZAR P
ACCOUNT NUMBER:
SWIFT CODE: CITIZAJX

(b)  Any amount required to be paid by a Party hereunder which is not paid on the date
due shall bear interest, to the extent permitted by law, at five percent (5%) above
South African Reserve Bank Repo Rate (or any successor to such rate) effective for
the date such payment was due,as reported in the Wall Street Journal
(https://www.wsj.com/market-data/bonds). Such interest shall be computed on the
basis of a year of three hundred sixty (360) days for the actual number of days
payment is delinquent. In addition to all other remedies available under this
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Agreement or at Law, if Purchaser fails to pay any undisputed amounts when due
under this Agreement, Pfizer may (i) suspend the delivery of the Product or (ii)
terminate this Agreement.

(c) Purchaser shall not, and acknowledges that it will have no right, under this
Agreement, any Purchase Order, any other agreement, document or Law, to
withhold, offset, recoup or debit any amounts owed (or to become due and owing)
to Pfizer, whether under this Agreement or otherwise, against any other amount
owed (or to become due and owing) to it by Pfizer or a Pfizer Affiliate.

3.4 Taxes.

It is understood and agreed between the Parties that any payments made and other
consideration provided under this Agreement are exclusive of any VAT or similar tax and
all other taxes which are incurred as a result of manufacturing and supplying the Product
(including, without limitation, custom duties, levies and charges and all local taxes)
(“Taxes”), which shall be added thereon as applicable. Where Taxes are properly
chargeable on a payment made or consideration provided under this Agreement, the Party
making the payment or providing the consideration will pay the amount of Taxes in
accordance with the laws and regulations of the country in which the Taxes are chargeable.

In the event any payments made pursuant to this Agreement become subject to withholding
taxes under the laws or regulation of any jurisdiction, the Party making such payment shall
deduct and withhold the amount of such taxes for the account of the payee to the extent
required by Law and such amounts payable to the payee shall be reduced by the amount of
taxes deducted and withheld. Any such withholding taxes required under Law to be paid
or withheld shall be an expense of, and borne solely by, the payee.

4. MANUFACTURING STANDARDS AND QUALITY ASSURANCE.

4.1 Manufacturing Standards.

Pfizer shall manufacture and supply the Product in material accordance with the
Specifications and cGMP. Such Specifications may be revised through written notification
by Pfizer to Purchaser to conform to the Authorization or changes to the manufacturing or
distribution of the Product.

4.2 Legal and Regulatory Filings and Requests.

(a) Pfizer shall (a) comply with all regulatory or government licenses and permits, and
(b) comply with all ¢cGMP with respect to its manufacturing and packaging
processes, the Facilities or otherwise, to permit the performance of its obligations
hereunder.

(b) Pfizer shall ensure that all Product is properly labelled and packaged in accordance
with the applicable Authorization, Specifications and material cGMP standards.
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(c) Prior to delivery, Pfizer shall comply with all conditions (in the relevant timescales)
set out in the Authorization; provided, however, that Purchaser shall grant, or obtain
on Pfizer’s behalf, all exemptions, exceptions, and waivers of country specific
requirements for the Product granted or permitted by the Government authority
(including but not limited to serialization, applicable laboratory or quality testing
and/or marketing information form submission and approval), which requirements,
absent an exemption, exception or waiver, would prevent Pfizer from supplying
and releasing the Product in South Africa upon receipt of the Authorization.
Purchaser acknowledges the Product will be supplied without
serialization. Purchaser agrees to exercise its best efforts to cause the relevant
Government authorities to facilitate the issuance of appropriate waivers and/or
approvals in case of active serialization, track & trace, and/or 2D coding mandates
within 24 hours. In order to maintain an efficient supply chain for the manufacture,
release and supply of the Product, Pfizer will be solely responsible for
determination of manufacturing and testing locations and will conduct testing in
accordance with the Authorization. The Parties have agreed that Pfizer will not be
required to respond to, or provide Product or method transfer in connection with,
requests for local testing, requests for lot release protocols or requests for
registration samples in this Agreement or in subsequent amendments or extensions
of this Agreement.

(d) Due to the current pandemic situation and the fact that any anticipated
Authorization will be initially under a Conditional Approval in conjunction with
the agreement that Pfizer will only supply the Purchaser directly, the Purchaser
agrees to the below conditions as a condition precedent to supply of the Product.
Purchaser will issue, or make any other Government authority to issue, any
necessary approvals to ensure enforceability of the same:

i. During the Term, Pfizer will not be required by the Purchaser or any other
Government authority to appoint a local agent or distributor, including
without limitation, for purposes of selling or supplying the Product or
applying for the Authorization, unless Pfizer, in its discretion during the
Term, appoints a local agent or distributor. For the avoidance of doubt,
Purchaser also agrees that as of the Effective Date (1) Pfizer or any of its
. Affiliates will be the entity applying and submitting any regulatory files
required for issuance of the Conditional Approval; and (2) the Conditional
Approval will be issued under Pfizer’s or any of its Affiliates name.

ii. During the Term, Pfizer will not be required by the Purchaser or any other
Government authority to submit a price reference certificate for purposes of
applying for the Conditional Approval or otherwise.

iii. In the event that during the Term a third party is the applicant or holder of
the Authorization, any obligation on Pfizer under this Agreement shall be
taken as a requirement on Pfizer to use Commercially Reasonable Efforts
to procure the compliance of such third party Authorization applicant or
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holder with such obligations to the extent necessary to ensure the relevant
obligation is fully met.

43 Quality Tests and Checks.

Pfizer shall perform all bulk holding stability, manufacturing trials, validation (including,
but not limited to, method, process and equipment cleaning validation), raw material, in-
process, bulk finished product and stability (chemical or microbial) tests or checks required
to assure the quality of the Product and tests or checks required by the Specifications and
cGMP.

4.4 Rejection of Product; Disposal of Rejected Shipments.

(a) Purchaser may reject any Product that does not materially conform to Specifications
or cGMP (“Non-Complying Product”) by providing written notice of rejection to
Pfizer and setting out detailed reasons for such rejection: (i) immediately (and in
no event more than 24 hours) upon delivery of such Non-Complying Product to
Purchaser; or (ii) immediately and in no event more than 24 hours upon its first
knowledge of a Latent Defect. Pfizer shall respond to any rejection and notice of
Non-Complying Product from Purchaser in a timely manner. For clarity, Purchaser
shall not be entitled to reject any Product based on service complaints unless a
Product does not materially conform to Specifications or cGMP.

(b)  Pfizer shall conduct an analysis of the causes of any such quality-related complaint,
and shall report to Purchaser on any corrective action taken. If Pfizer’s inspection
and testing reveals, to Pfizer’s reasonable satisfaction, that such items of the
Product are Non-Complying Product and that any such non-conformity or defect
has not been caused or contributed to by any abuse, misuse, neglect, negligence,
accident, improper testing, improper storage, improper handling, abnormal physical
stress, abnormal environmental conditions or use contrary to any instructions issued
by Pfizer, Pfizer shall use Commercially Reasonable Efforts to replace such Non-
Complying Product as soon as practicable at no additional charge to Purchaser. In
such circumstances, Pfizer will further arrange for reverse logistics for Product
collection and manage the destruction of the Non-Complying Product. Until
collection, Purchaser shall store and maintain the relevant Non-Complying Product
in appropriately secure locations and in accordance with the manufacturers’
specifications. Notwithstanding any other provision of this Agreement, this Section
4.4(b) contains Purchaser’s sole and exclusive remedy for Non-Complying
Product. The provisions of this Section 4.4 (Rejection of Product; Disposal of
Rejected Shipments) shall survive termination or expiration of this Agreement.

4.5 Maintenance and Retention of Records.

(a)  Each Party shall maintain detailed Records with respect to its activities under this
Agreement as required by Laws.

(b) Purchaser will maintain a quality system for receipt, inspection, storage,
traceability to further delivery points, and recall activities. If Purchaser does not
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have a quality system for the activities defined, Pfizer may share details of a
proposed quality system for Purchaser’s compliance.

Diversion Issues.

All Product delivered to Purchaser shall be: (a) stored securely by Purchaser; and (b)
distributed by Purchaser only in South Africa in a secure manner appropriate to the
transportation route and destination, in each case (a) and (b) to guard against and deter
theft, diversion, tampering, substitution (with, for example, counterfeits) resale or export
out of South Africa, and to protect and preserve the integrity and efficacy of the Product,
Purchaser shall promptly notify Pfizer Quality Department
ProductComplaintsZAF@pfizer.com and Pfizer Adverse Events Reporting by email
ZAF.AEReporting@pfizer.comwithin forty-eight (48) hours (with follow up in writing in
line with the notice provisions of this Agreement) if at any time Purchaser believes that
any of the Product has been stolen, diverted, tampered with, substituted, or otherwise
subjected to abuse, misuse, neglect, negligence, accident, improper testing, improper
storage, improper handling, abnormal physical stress, abnormal environmental conditions
or use contrary to any instructions issued by Pfizer. The notice shall provide all information
relating to the Product diversion, including, but not limited to, detailed information
including the date, time, location, number, batch number(s), expiration
date, circumstances, and contact person(s) information. Purchaser shall cooperate with
Pfizer or its designee, upon Pfizer’s request, to cooperate in connection with such Product
diversion. Purchaser shall not directly or indirectly resell, export, transfer, donate, or
otherwise distribute Product outside of the Territory without Pfizer’s prior written consent.

Recalls.

Purchaser shall be responsible for all costs of any recall or market withdrawal of the
Product in South Africa, including, without limitation, reasonable costs incurred by or on
behalf of Pfizer and its Affiliates or BioNTech and its Affiliates, except to the extent that
such recall or market withdrawal results from willful misconduct (being a wrongful act,
willingly and knowingly committed without legal or factual justification, with the intent to
cause the harmful effects) on the part of, Pfizer or any of its Affiliates or any of their
respective Personnel, in which event Pfizer will be responsible solely for: (a) any
reasonable and documented out of pocket expenses directly incurred by Purchaser to third
parties in implementing such recall or market withdrawal; and (b) replacing, at Pfizer’s
expense, the Product which has to be recalled.

REPRESENTATIONS & WARRANTIES.

Mutual Representations and Warranties. Pfizer and Purchaser each represents and warrants
to each other the following:

(a) Organization and Authority. It has full right, power and authority to enter into this
Agreement and to perform its respective obligations under this Agreement,
including, in the case of Purchaser, that all necessary authorizations and approvals
have been obtained by Purchaser to authorize its performance of all of its
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obligations contained herein, that Purchaser has the authority to bind the Republic
of South Africa and that Purchaser has exercised that authority to bind the Republic
of South Africa as to each of the provisions and terms and conditions set forth in
this Agreement;

b) No Conflicts or Violations. The execution and delivery of this Agreement by such
Party and the performance of such Party’s obligations hereunder (i) do not conflict
with or violate any Laws existing as of the Effective Date and applicable to such
Party and (ii) do not conflict with, violate, breach or constitute a default under, and
are not prohibited or materially restricted by, any contractual obligations of such
Party existing as of the Effective Date; and

(c) Valid Execution. Such Party is duly authorized to execute and deliver this
Agreement, and the Person executing this Agreement on behalf of such Party is
duly authorized to execute and bind such Party to the terms set forth herein.

Warranties of Pfizer.

Pfizer warrants to Purchaser that:

(a) At the time of delivery, the Product (except for any non-compliance or failure to
meet the relevant standard or requirement that could not be reasonably discovered
given the state of medical, scientific or technical knowledge at the time when Pfizer
delivered the Product):

(i) complies in a material manner with the relevant Specifications; and

(i)  has been manufactured in material accordance with current Good
Manufacturing Practices.

(b) Subject to Pfizer’s disclaimer of non-infringement of Intellectual Property rights of
a third party (at Section 5.4(a) and (b) below), it has good title to the Product
delivered to Purchaser pursuant to this Agreement and shall pass such title to
Purchaser free and clear of any security interests, liens, or other encumbrances.

(c) The execution, delivery and performance of this Agreement by Pfizer will not
violate any agreement or instrument to which Pfizer is a party.

Anti-Bribery/Anti-Corruption and Global Trade Controls.

(a) The Parties represent and warrant that, beyond the mutual consideration set forth in
this Agreement, neither they nor their agents have provided or requested, or will
provide or request, any additional incentive or benefit to or from the other Party or
its agents to induce either Party to enter this Agreement or perform any part of this
Agreement.

(b) Pfizer has not made, and will not make, in the performance of this Agreement
directly or indirectly any payment, offer, promise, or authorization of payment of
money or anything of value to a Government official, political party, candidate for
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political office, or any other Person, and has not sought and will not seek
improperly or corruptly to influence any Government official, political party,
candidate for political office, or any other Person, in order to gain an improper
business advantage.

(©) The Parties will comply with applicable economic sanctions, import, and export
control laws, regulations, and orders in the performance of this Agreement.

(d)  Activities performed under this Agreement will not involve Restricted Parties
(defined as the list of sanctioned parties maintained by the United Nations; the
Specially Designated Nationals List and the Sectoral Sanctions Identifications List,
as administered by the U.S. Department of the Treasury Office of Foreign Assets
Control; the U.S. Denied Persons List, the U.S. Entity List, and the U.S. Unverified
List, all administered by the U.S. Department of Commerce; the entities subject to
restrictive measures and the Consolidated List of Persons, Groups and Entities
Subject to E.U. Financial Sanctions, as implemented by the E.U. Common Foreign
& Security Policy; and similar lists of restricted parties maintained by relevant
governmental entities).

(e) Notwithstanding any other provision of this Agreement, Pfizer shall not be required
to take or refrain from taking any action prohibited or penalized under the laws of
the United States or any applicable non-United States jurisdiction, including,
without limitation, the antiboycott laws administered by the U.S. Commerce and
Treasury Departments.

No Other Warranty.

Except to the extent set out expressly in this Agreement, all conditions, warranties or other
terms which might have effect between the Parties or be implied or incorporated into this
Agreement (whether by statute, common law or otherwise) are hereby excluded to the
fullest extent permitted by Laws. Without prejudice to the general nature of the previous
sentence, unless this Agreement specifically states otherwise and to the maximum extent
permitted by Law, Pfizer expressly disclaims any representations or warranties with respect
to the Product, including, but not limited to, any representation, warranties or undertaking
as to (a) non-infringement of Intellectual Property rights of any third party, (b) that there
is no requirement to obtain a license of third party Intellectual Property rights to enable the
use or receipt of the Product, (¢) merchantability, or (d) fitness for a particular purpose.

Purchaser Acknowledgement.

Purchaser acknowledges that the Vaccine and materials related to the Vaccine, and their
components and constituent materials are being rapidly developed due to the emergency
circumstances of the COVID-19 pandemic and will continue to be studied after provision
of the Vaccine to Purchaser under this Agreement. Purchaser further acknowledges that
the long-term effects and efficacy of the Vaccine are not currently known and that there
may be adverse effects of the Vaccine that are not currently known. Further, to the extent
applicable, Purchaser acknowledges that the Product shall not be serialized.
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6. TERM; TERMINATION.

6.1 Term of Agreement.

This Agreement shall commence on the Effective Date and shall continue until the later of
(a) delivery of the Contracted Doses of the Product under the accepted Purchase Order
submitted on the Effective Date, and (b) twenty-four (24) months from the Effective Date,
unless extended or terminated pursuant to this Section 6 (Term; Termination) or the mutual
written agreement of the Parties (“Term”).

6.2 Termination for Cause.

Either Party may terminate this Agreement immediately upon written notice to the other
Party in the event of a material breach by the other Party of any term of this Agreement,
which breach remains uncured for thirty (30) days following written notice to the other
Party of such material breach. Notwithstanding the foregoing, if such material breach, by
its nature, cannot be cured, the terminating Party may terminate this Agreement
immediately upon written notice to the other Party. In the event that this Agreement is
terminated by Pfizer under this Section 6.2, Purchaser shall pay within thirty (30) days of
the date of notice of termination of this Agreement the full Price for all Contracted Doses
less amounts already paid to Pfizer as of such date.

6.3 Mutual Termination Rights.

(a) In the event: (i) the Authorization has not been obtained in the Territory by
30 September 2021 (except in a case where such event is mainly or solely
attributable to Purchaser or any ministry or secretary of the Government of the
Republic of South Africa) Pfizer has supplied to Purchaser no doses of Product by
30 September 2021, subject to the extensions set forth in Section 2.4 (Delivery
Schedule), or (ii) Pfizer is unable to supply all of the Contracted Doses by
December 31, 2022, then either Party may terminate this Agreement upon written
notice to the other Party. Purchaser may invoice Pfizer for a refund of fifty percent
(50%) of the Advance Payment for the Contracted Doses not delivered (as
determined ratably for the doses not delivered) except for cases where the cause of
the termination is mainly or solely attributable to Purchaser. In the event this
Agreement is terminated pursuant to this Section 6.3, the return of fifty percent
(50%) Advance Payment shall be Purchaser’s sole and exclusive remedy for the
failure to deliver any Contracted Doses.

6.4 Termination in Event of Insolvency.

In the event that Pfizer: (a) becomes insolvent, or institutes or has instituted against it a
petition for bankruptcy or is adjudicated bankrupt; or (b) executes a bill of sale, deed of
trust, or a general assignment for the benefit of creditors; or (c) is dissolved or transfers a
substantial portion of its assets to a third party (excluding any of Pfizer’s Affiliates); or (d)
has a receiver appointed for the benefit of its creditors, or has a receiver appointed on
account of insolvency; then Pfizer shall immediately notify Purchaser of such event and
Purchaser shall be entitled to terminate this Agreement.
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Effect of Termination.
(a) Upon expiry or termination of this Agreement for any reason:
(i) Purchaser shall pay any sums owed to Pfizer pursuant to this Agreement

within thirty (30) days of the date of invoice for the same; and

(i)  each Party shall use Commercially Reasonable Efforts to mitigate both (1)
the damages that would otherwise be recoverable from the other pursuant
to this Agreement, and (2) any costs, fees, expenses or losses that may be
incurred by a Party, or for which a Party may be responsible, under this
Agreement, by taking appropriate and reasonable actions to reduce or limit
the amount of such damages, costs, fees, expenses or losses.

(b)  The termination or expiration of this Agreement shall not affect the survival and
continuing validity of Sections 1, 2.1(b)-(d), 2.5(b), 2.6, 2.7(b)-(e), 2.8, 3.1, 3.3,
3.4,44,45,4.6,4.7,54, 5.5, 6.2 (final sentence), 6.5, 7, 8,9.2,9.3,9.4, 9.5, 9.6,
10, 11, 12 or of any other provision which is expressly or by implication intended
to continue in force after such termination or expiration.

(c) Expiry or termination of this Agreement for any reason shall be without prejudice
to either Party’s other rights and remedies or to any accrued rights and liabilities as
the date of such expiry or termination; provided that (i) Pfizer shall have no liability
for any failure by Pfizer to develop or obtain Authorization of the Product in
accordance with the estimated dates described in this Agreement and (ii) even if the
Product is successfully developed and Pfizer obtains Authorization, Pfizer shall
have no liability for any failure to deliver Contracted Doses in accordance with any
estimated delivery dates set forth herein.

INTELLECTUAL PROPERTY.

Pfizer US will be the sole owner of all Intellectual Property it generates during the
development, manufacture, and supply of the Product or otherwise related to the Product.
Neither Party will gain any rights of ownership to or use of any property or Intellectual
Property owned by the other (whether by virtue of this Agreement, by implication or
otherwise).

INDEMNIFICATION.

Indemnification by Purchaser. Purchaser hereby agrees to indemnify, defend and hold
harmless Pfizer, BioNTech, each of their Affiliates, contractors, sub-contractors, licensors,
licensees, sub-licensees, distributors, contract manufacturers, services providers, clinical
trial researchers, third parties to whom Pfizer or BioNTech or any of their respective
Affiliates may directly or indirectly owe an indemnity based on the research, development,
manufacture, distribution, commercialization or use of the Vaccine, and each of the
officers, directors, employees and other agents and representatives, and the respective
predecessors, successors and assigns of any of the foregoing (“Indemnitees”), from and
against any and all suits, claims, actions, demands, losses, damages, liabilities, settlements,
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penalties, fines, costs and expenses (including, without limitation, reasonable attorneys’
and other counsels’ fees and other expenses of an investigation or litigation), whether
sounding in contract, tort (delict), intellectual property, or any other theory, and whether
legal, statutory, equitable or otherwise by any natural or legal person (collectively,
“Losses”) caused by, arising out of, relating to, or resulting from the Vaccine, including
but not limited to any stage of design, development, investigation, formulation, testing,
clinical testing, manufacture, labeling, packaging, transport, storage, distribution,
marketing, promotion, sale, purchase, licensing, donation, dispensing, prescribing,
administration, provision, or use of the Vaccine, any information, instructions, advice or
guidance provided by Pfizer, or BioNTech or any of their respective Affiliates and relating
to the use of the Vaccine, or any processing or transfer of anyone’s personal information
processed and transferred by Purchaser to the Indemnitees (“Covered Activities™).

8.2  Assumption of Defense by Purchaser. The Indemnitee(s) shall notify Purchaser of Losses
for which it is seeking indemnification pursuant hereto (“Indemnified Claims™). Upon
such notification, the Indemnitee(s) shall have the option to conduct and control the defense
or to require Purchaser to promptly assume conduct and control of the defense of such
Indemnified Claims with counsel acceptable to Indemnitee(s), whether or not the
Indemnified Claim is rightfully brought; provided, however, that Purchaser shall provide
advance notice in writing of any proposed compromise or settlement of any Indemnified
Claim and in no event may Purchaser compromise or settle any Indemnified Claim without
Indemnitee(s)’s prior written consent, such consent not to be unreasonably withheld.
Indemnitee(s) shall reasonably cooperate with Purchaser in the defense of any Indemnified
Claims conducted and controlled by Purchaser.

8.3  Participation Rights. Each Indemnitee shall have the right to retain its own counsel and to
participate in Purchaser’s defense of any Indemnified Claim, at its own cost and expense
except as set forth below. A failure by the Indemnitee(s) to give notice of Indemnified
Claims or to offer to tender the defense of the action or suit pursuant to this Section 8.3
(Participation Rights) shall not limit the obligation of Purchaser under this Section 8
(Indemnification), except and only to the extent Purchaser is actually prejudiced thereby.

8.4  Assumption of Defense. Notwithstanding the foregoing and without prejudice to Section

12.5, Pfizer, directly or through any of its Affiliates or through BioNTech, may elect to
- assume control of the defense of an Indemnified Claim (a) within thirty (30) days of
Indemnitee’s notice to Purchaser of the Indemnified Claim or (b) at any time if, in Pfizer’s
sole discretion: (i) Purchaser fails to timely assume the defense of or reasonably defend
such Indemnified Claim(s) in good faith to the satisfaction of Pfizer (or Pfizer’s Affiliates
and BioNTech); or (ii) Pfizer believes (or any of Pfizer’s Affiliates or BioNTech believe)
in good faith that a bona fide conflict exists between Indemnitee(s) and Purchaser with
respect to an Indemnified Claim hereunder. Upon written notice of such election, Pfizer
shall have the right to assume control of such defense (directly or through either one of its
Affiliates or BioNTech), and Purchaser shall pay (as incurred and on demand), all Losses,
including, without limitation, the reasonable attorneys’ fees and other expenses incurred
by Indemnitee(s), in connection with the Indemnified Claim. In all events, Purchaser shall
cooperate with Indemnitee(s) in the defense, settlement or compromise of the Indemnified
Claim.
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Privileges and Immunities. Purchaser acknowledges that its indemnification obligations
under this Agreement are (a) expressly in addition to, and not limited by, any Privileges
and Immunities, and (b) do not waive or relinquish Indemnitees’ rights to any Privileges
and Immunities.

Costs. Costs and expenses, including, without limitation, fees and disbursements of
counsel, incurred by the Indemnitee(s) in connection with any Indemnified Claim shall be
reimbursed on a quarterly basis by Purchaser, without prejudice to Purchaser’s right to
refund in the event that Purchaser is ultimately held in a final, non-appealable judgment or
award to be not obligated to indemnify the Indemnitee(s).

INSURANCE AND LIABILITY.

Insurance.

During the Term, Pfizer or its Affiliates shall self-insure or procure and maintain such types
and amounts of general liability insurance to cover liabilities related to its activities under
this Agreement as is normal and customary in the pharmaceutical industry generally for
companies that are similarly situated and providing similar manufacturing and supply
services. For absolute clarity, this shall not include, nor constitute, product liability
insurance to cover any third party/patients claims and such general liability insurance shall
be without prejudice to Purchaser’s indemnification obligation as set out in this Agreement.

Limits on Liability.

(a) Subject to the exclusions set forth in Section 9.3, in no circumstances shall (i) either
Party be liable to the other Party or its Affiliates, whether arising in tort (including,
without limitation, negligence), contract or otherwise, for any indirect, special,
consequential, incidental or punitive damages, whether in contract, warranty, tort,
negligence, strict liability or otherwise arising out of or relating to this Agreement,
the transactions contemplated therein or any breach thereof (whether or not
reasonably foreseeable and even if the first Party had been advised of the possibility
of the other Party incurring such loss or type of loss), and (ii) in the case of Pfizer
and its Affiliates, in no event shall Pfizer be liable to Purchaser for any direct
damages except to the extent such direct damages were a result of a material breach
of a representation or warranty by Pfizer under this Agreement that directly and
solely caused the damage. In no instance shall Pfizer and its Affiliates be liable to
Purchaser (whether arising in warranty, tort (including, without limitation,
negligence), contract, strict liability or otherwise) for any liabilities of Purchaser to
any third party, including, without limitation, through contribution, indemnity, or
for any claim for which Purchaser would have to indemnify Pfizer if that claim
were brought directly against Pfizer.

(b)  The aggregate liability of Pfizer and its Affiliates (whether arising in warranty, tort
(including, without limitation, negligence, contract, strict liability or otherwise)

arising out of, under or in connection with this Agreement shall not exceed a sum
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equivalent to one hundred percent (100%) of the total Price actually received by
Pfizer under this Agreement for the Contracted Doses.

9.3 Excluded Liability.

Nothing in this Agreement excludes or limits the liability of either Party for:
(i) fraud or fraudulent misrepresentation;
(i)  any breach of Section 10 (Confidential Information);

(iii) in the case of Purchaser, the indemnity given by it under Section 8
(Indemnification); or

(iv)  in the case of Purchaser, failure to pay the Price for the Product or any other
sums properly owing to Pfizer under this Agreement.

9.4 Waiver of Sovereign Immunity. Purchaser, on behalf of itself and the Republic of South
Africa, expressly and irrevocably waives any right of immunity which either it or its assets
may have or acquire in the future (whether characterized as sovereign immunity or any
other type of immunity), including any assets controlled by any agency, instrumentality,
central bank, or monetary authority of the Republic of South Africa as specified by 28
U.S.C. § 1611 in respect of any arbitration pursuant to Section 12.2 (Arbitration) or any
other legal procedure initiated to confirm or enforce any arbitral decision, order or award,
or any settlement in connection with any arbitration pursuant to Section 12.2 (Arbitration),
whether in the Republic of South Africa or any other foreign jurisdiction, including but not
limited to immunity against service of process, immunity of jurisdiction, immunity against
any judgment rendered by a court or tribunal (including any interim award or decision),
immunity against any order to enforce the judgment, and immunity against precautionary
seizure of any of its assets. Purchaser, on behalf of itself and the Republic of South Africa,
further covenants and agrees not to assert any such immunity in any proceeding in
connection with this Agreement. Purchaser, on behalf of itself and the Republic of South
Africa expressly and irrevocably submits to the jurisdiction of the courts of New York, or
any other court of competent jurisdiction, for the purposes of enforcing any arbitral
decision, order or award, or any settlement in connection with any arbitration pursuant to
Section 12.2 and represents and warrants that the person signing this Agreement on its
behalf has actual authority to submit to such jurisdiction. Purchaser also expressly and
irrevocably waives the application of any Law in any jurisdiction that may otherwise limit
or cap its obligation to pay damages arising from or in connection with any Indemnified
Claims. Purchaser represents and warrants that the person signing this Agreement on its
behalf has actual authority to waive such immunity and bind Purchaser and the Republic
of South Africa to the limitations of liability and liability waivers set forth herein.

9.5  Vaccine Compensation Program. Purchaser covenants and agrees that Purchaser shall, by
no later than April 30, 2021, create, dedicate, and maintain a no-fault compensation fund
sufficient to undertake and completely fulfil the indemnification obligations in the
Definitive Agreement (the “Dedicated Fund”). Purchaser shall provide that any claim for
damage, injury, or harm arising out of, relating to, or resulting from the development,
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administration, or use of the Vaccine in the Territory or supplied under this Definitive
Agreement - whether occurring before or after the creation of the Dedicated Fund - shall
be within the scope of, and eligible for compensation under, the Dedicated Fund.

Conditions Precedent to Supply.

(a)

(b)

(©)

Purchaser represents that it has and will continue to have adequate statutory or
regulatory authority and adequate funding appropriation to undertake and
completely fulfil the indemnification obligations and provide adequate protection
to Pfizer and all Indemnitees from liability for claims and all Losses arising out of
or in connection with the Vaccine or its use.

Purchaser hereby covenants, acknowledges, and agrees that the following are
conditions precedent to supply of the Vaccine:

() Purchaser shall implement and maintain in effect such statutory or
regulatory requirements or funding appropriation sufficient to meet its
obligations in this Agreement prior to supply of the Product by Pfizer and
thereafter shall maintain such statutory and regulatory requirement and
funding appropriation, each as applicable, for so long as necessary to meet
all of Purchaser’s obligations under this Agreement, including, without
limitation, any such obligations that, pursuant to Section 6.5, survive
expiration or termination of this Agreement;

(i)  Purchaser shall implement and maintain the Dedicated Fund pursuant to
Section 9.5 of this Agreement; and

(iif)  Purchaser must demonstrate, in a manner satisfactory to Pfizer, that Pfizer
and its affiliates will have adequate protection, as determined in Pfizer’s
sole discretion, from liability for claims arising out of or in connection with
the Vaccine or its use, including but not limited to, that the Republic of
South Africa will continue funding the Dedicated Fund to meet any and all
indemnification obligations, and will provide as a condition precedent to the
signing of this Agreement and supply of doses, documentation showing
authorization for the indemnification obligations.

Purchaser acknowledges that (a) Pfizer’s supply of Product hereunder is in reliance
(without any duty of investigation or confirmation by or on behalf of Pfizer or its
Affiliates), inter alia, on Purchaser’s representations and covenants under this
Section 9.6, Purchaser implementing and maintaining in effect the requirements
and funding appropriation described in this Section 9.6 and the other
representations and warranties made by Purchaser under this Agreement, and (b) in
assessing the cost and pricing of the Vaccine pursuant to this Agreement, Pfizer
took into account the above-mentioned indemnity and liability protections and
accordingly consider such indemnity and liability protection as fundamental
elements of this Agreement.
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(d) For the avoidance of doubt, each of the requirements under this Section 9.6 must
be satisfied before supply or continued supply of the Vaccine. The satisfaction of
all such conditions precedent shall be determined by Pfizer, at its sole discretion.
If any condition precedent is not satisfied, Pfizer may nonetheless elect to supply
doses, at its sole discretion. Pfizer’s partial performance under this Agreement,
including any elective supply under this Section 9.6(d) shall not constitute waiver.
If Pfizer determines in its sole discretion that fulfilment of any condition under this
Section 9.6 lapses or otherwise becomes unsatisfactory, then Pfizer shall not be
obligated to supply any further Vaccine

10. CONFIDENTIAL INFORMATION.

10.1 Non-Use and Non-Disclosure.

Each Recipient shall, and shall cause its Representatives which have access to the
Disclosing Party’s Confidential Information to, maintain in strict confidence, and shall not
disclose to any third party, all Confidential Information observed by or disclosed to it by
or on behalf of the Disclosing Party pursuant to this Agreement. Each Recipient shall not
use or disclose such Confidential Information except as permitted by this Agreement. Each
Recipient shall safeguard the confidential and proprietary nature of the Disclosing Party’s
Confidential Information with at least the same degree of care as it holds its own
confidential or proprietary information of like kind, which shall be no less than a reasonable
degree of care. The Recipient and its Representatives may use, copy, and make extracts of
the Disclosing Party’s Confidential Information only in connection with fulfilling its
obligations under this Agreement and, without limiting the foregoing, shall not use the
Confidential Information for the benefit of the Recipient or any of its Representatives, or
for the benefit of any other Person. In the event that Recipient becomes aware of any
breach of the obligations contained in this Section 10 (Confidential Information) by it or
its Representatives, Recipient shall promptly notify the Disclosing Party in writing of such
breach and all facts known to Recipient regarding same. In addition, if Recipient is
required to disclose the Disclosing Party’s Confidential Information in connection with any
court order, statute or Government directive or requirement under any Law, Recipient shall
give the Disclosing Party notice of such request, as soon as practicable, before such
Confidential Information is disclosed so that the Disclosing Party may seek an appropriate
— protective order or other remedy, or waive compliance with the relevant provisions of this
Agreement. If the Disclosing Party seeks a protective order or other remedy, Recipient
shall promptly cooperate with and reasonably assist the Disclosing Party (at the Disclosing
Party’s cost) in such efforts. If the Disclosing Party fails to obtain a protective order or
waives compliance with the relevant provisions of this Agreement, Recipient shall disclose
only that portion of Confidential Information which its legal counsel determines it is
required to disclose. Neither this Agreement nor the performance by either Party hereunder
shall transfer to the Recipient any proprietary right, title, interest or claim in or to any of
the Disclosing Party’s Confidential Information (including, but not limited to, any
Intellectual Property rights subsisting therein) or be construed as granting a license in its
Confidential Information. Notwithstanding the foregoing, in all cases, (a) Purchaser may
not disclose any of the financial or indemnification provisions contained in this Agreement,
including, without limitation, the price per dose of Product or refundability of the Advance
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Payment or any information that could reasonably ascertain the price per dose of Product,
without the prior written consent of Pfizer, and (b) Pfizer may disclose (i) Confidential
Information to its Affiliates and BioNTech without prior written consent of Purchaser, and
(ii) upon foreign government request, financial information relating to this Agreement,
including cost per dose.

Recipient Precautions.

In order to comply with the obligations contained in this Section 10 (Confidential
Information), Recipient shall take at least the following precautions: (a) Recipient shall
exercise all reasonable efforts to prevent unauthorized employees and unauthorized third
parties from gaining access to Confidential Information (and in no event less than
reasonable care); (b) Recipient shall disclose Confidential Information only to such of its
Representatives who have a need to know such Confidential Information to fulfill its
obligations under this Agreement; provided, however, before any disclosure of
Confidential Information, Recipient shall bind its Representatives receiving such
Confidential Information to a written agreement of confidentiality at least as restrictive as
this Agreement; and (c) prior to any disclosure, Recipient shall instruct its Representatives
of the confidential nature of, and to maintain the confidentiality of, the Confidential
Information. Recipient shall be responsible for all actions of its Representatives, including,
without limitation, any breach of the terms hereof, regardless of whether or not such
Representatives remain employed or in contractual privity with the Recipient.

Return of Confidential Information.

Upon the written request of the Disclosing Party, Recipient shall promptly return or, at the
Recipient’s option, delete or destroy all Confidential Information of the Disclosing Party
(including, without limitation, all copies in whatever medium provided to, or made by,
such recipient); provided, however, that, subject to the terms of this Agreement, (i)
Recipient shall be entitled to retain one archival copy of such Confidential Information for
purposes of determining its obligations under this Agreement; and (ii) Recipient shall not
be required to destroy any computer files stored securely by the Recipients or its Affiliates
that are created during automatic system back up, or retained for legal purposes by the legal
division of the Recipient and its Affiliates, provided that such retained Confidential
Information shall remain subject to the terms of this Agreement. Notwithstanding
Recipient’s return or destruction of Confidential Information, Recipient shall continue to
be bound by its obligation of confidentiality and non-use under this Agreement.

Survival.

The provisions of this Section 10 (Confidential Information) shall survive the termination
or expiration of the this Agreement for a period of ten (10) years, except with respect to
any information that constitutes a trade secret (as defined under Law), in which case the
recipient of such information will continue to be bound by its obligations under this Section
10 (Confidential Information) for so long as such information continues to constitute a

trade secret, but in no event for a period of less than the ten (10)-year period specified
above.
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Any notice required to be given hereunder shall be in writing and deemed to have been sufficiently
given, (a) when delivered in person, (b) on the next Business Day after mailing by overnight
courier service, or, where overnight courier service is unavailable, by other expedited delivery
provided by a recognized express courier, or (¢) when delivered via e-mail, provided the original
is delivered via one of the preceding methods on or prior to the fifth (5th) Business Day after
transmission of the e-mail, to the addresses specified below. Each notice shall specify the name
and date of and parties to this Agreement.

If to Purchaser:

Dr AB Xuma Building

1112 Voortrekker Rd

Pretoria Townlands 351-JR
Pretoria

0187

Attention: The Director General

(As at the Effective Date, being:
Dr SSS Buthelezi

Redacted by HJI
4 Sept 2023

If to Pfizer;

Pfizer Laboratories (Pty) Ltd
85 Bute Lane

Sandton

Johannesburg

South Africa

2196

Attention: Country Manager

With a copy (which shall not constitute
notice) to:

Dr AB Xuma Building

1112 Voortrekker Rd

Pretoria Townlands 351-JR

Pretoria

0187

Attention: Director, Affordable Medicines

(As at the Effective Date, being:
Khadija Jamaloodien

With a copy (which shall not constitute
notice) to:

Pfizer Laboratories (Pty) Ltd
85 Bute Lane

Sandton

Johannesburg

South Africa

2196

Attention: Legal Director

Either Party may, by notice to the other Party, change the addresses and names given above.

12.

12.1

MISCELLANEQUS.

Negotiations of Dispute.

Prior to commencing any arbitration with respect to any controversy, claim, counterclaim,
dispute, difference or misunderstanding arising out of or relating to the interpretation or
application of any term or provisions of this Agreement, a Party shall provide written notice
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to the other Party of the existence of such dispute. The Parties shall for a period of thirty
(30) days following such notice enter into good faith discussions and negotiations in an
attempt to resolve such dispute. If, by the end of such thirty (30) day period, unless such
period is extended by mutual written agreement of the Parties, the Parties have been unable
to resolve such dispute, either Party may initiate arbitration in accordance with the
procedures set forth in Section 12.2 (Arbitration). The procedures specified in this Section
12.1 (Negotiations of Dispute) are a precondition to the initiation of arbitration by a Party,
in connection with disputes between the Parties arising from or related to this Agreement
or a Purchase Order; provided, however, that a Party may seek a preliminary injunction or
other preliminary judicial relief, without attempting to resolve such dispute as provided in
this Section 12.1 (Negotiations of Dispute), if in its judgment such action is necessary to
avoid irreparable harm. The Parties expressly and irrevocably submit to the jurisdiction of
the courts of New York, New York, U.S.A- for any such injunctive relief. Further, the
requirement to attempt to resolve a dispute in accordance with this Section 12.1
(Negotiations of Dispute) does not affect a Party’s right to terminate this Agreement as
provided in Section 6 hereof, and neither Party shall be required to follow these procedures
prior to terminating the Agreement. The failure of either Party to participate in good faith
discussions and negotiations in an attempt to resolve such dispute shall not delay the date
by which the other Party may initiate arbitration under this Section 12.1 (Negotiations of
Dispute).

Arbitration.

Any dispute, controversy, or claim arising out of, relating to, or in connection with this
Agreement, including with respect to the formation, applicability, breach, termination,
validity or enforceability thereof, or relating to arbitrability or the scope and application of
this Section 12.2 (Arbitration), shall be finally resolved by arbitration. The arbitration shall
be conducted by three arbitrators, in accordance with the Rules of Arbitration of the
International Chamber of Commerce (“ICC”). The claimant shall nominate an arbitrator
in its request for arbitration. The respondent shall nominate an arbitrator within thirty (30)
days of the receipt of the request for arbitration. The two (2) arbitrators nominated by the
Parties shall nominate a third arbitrator, in consultation with the Parties, within thirty (30)
days after the confirmation of the later-nominated arbitrator. The third arbitrator shall act
as chair of the tribunal. If any of the three (3) arbitrators are not nominated within the time
prescribed above, then the ICC shall appoint the arbitrator(s). The seat of the arbitration
shall be New York, New York, U.S.A. and it shall be conducted in the English language.
The Parties undertake to maintain confidentiality as to all aspects of the arbitration,
including its existence, content and result, and as to all submissions, correspondence and
evidence relating to the arbitration proceedings. The foregoing sentence shall survive the
termination of the arbitral proceedings. Notwithstanding the foregoing, a Party may
disclose information relating to the arbitration proceedings to the extent that disclosure is
required to protect or pursue a legal right related to the arbitration; enforce or challenge an
award in bona fide legal proceedings; respond to a bona fide compulsory order or request
for information of a governmental or regulatory body; make a disclosure required by
securities laws, rules of a securities exchange, or other similar laws, regulations, or rules;
or seek legal, accounting, or other professional services. The costs of the arbitration,
including, without limitation, the Parties’ reasonable legal fees, shall be borne by the
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unsuccessful Party or Parties. However, the arbitral tribunal may apportion such costs
between the Parties if it determines that apportionment is reasonable, taking into account
the circumstances of the case. The arbitration award shall be final and binding on the
Parties, and the parties undertake to carry out any award without delay. Judgment upon
the award may be entered by any court having jurisdiction of the award or having
Jjurisdiction over the relevant party or its assets.

12.3  Publicity.

A Party shall not use the name, trade name, service marks, trademarks, trade dress or logos
of the other Party in publicity releases, advertising or any other publication, without the
other Party’s prior written consent in each instance.

12.4  Governing Law.

All disputes shall be governed by the Laws of the State of New York, USA, without regard
= to conflict of Law principles other than Section 5-1401 of the New York General
Obligations Law, except that any dispute regarding the arbitrability or the scope and
application of this Section shall be governed by the Federal Arbitration Act of the United
States.

12.5 Third Party Rights.

(a) Purchaser agrees the applicable rights granted or provided to Pfizer under this
Agreement are also granted or provided to Pfizer’s Affiliates or to BioNTech to the
extent that those rights relate to such Affiliates or BioNTech, including but not
limited to the indemnification in Section 8(a) (each a “Third Party Beneficiary”
and together the “Third Party Beneficiaries”). Each Third Party Beneficiary shall
be entitled to enforce the terms of this Agreement; provided that, to the extent
permissible by Law and where reasonably practicable, any claims, demands or
actions from any Third Party Beneficiary shall be brought by Pfizer itself on behalf
of the relevant Third Party Beneficiary.

(b) Any Losses suffered by a Third Party Beneficiary will not be treated as being
indirect solely because it has been suffered by a Third Party Beneficiary and not by
Pfizer directly.

12.6  Relationship of the Parties.

The relationship hereby established between Purchaser and Pfizer is solely that of
independent contractors. Neither Party has authority to act or make any agreements or
representations on behalf of the other Party. This Agreement is not intended to create, and
shall not be construed as creating, between Pfizer and Purchaser, the relationship of
principal and agent, employer and employee, joint venturers, co-partners, or any other such
relationship, the existence of which is expressly denied.
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Assignment; Binding Effect.

Neither Purchaser nor Pfizer shall assign any of its rights or delegate or subcontract any of
its duties and obligations under this Agreement without the prior written consent of the
other Party, which may be withheld at such Party’s discretion, provided that Pfizer, without
Purchaser’s consent, may assign, delegate or subcontract any of its duties and obligations
under this Agreement to an Affiliate of Pfizer, BioNTech or an Affiliate of BioNTech. Any
such attempted assignment of rights or delegation or subcontracting of duties without the
required prior written consent of the other Party shall be void and ineffective. Any such
assignment, delegation or subcontracting consented to by a Party in writing shall not relieve
the other Party of its responsibilities and liabilities hereunder and such assi gning Party shall
remain liable to other Party for the conduct and performance of each permitted assignee,
delegate and subcontractor hereunder. This Agreement shall apply to, inure to the benefit
of and be binding upon the Parties hereto and their respective successors and permitted
assigns. The Parties agree that this Agreement is not intended by either Party to give any
benefits, rights, privileges, actions or remedies to any Person or entity, partnership, firm or
corporation as a third party beneficiary or otherwise under any theory of Law.

Force Majeure.

Neither Party shall be liable for any failure to perform or any delays in performance, and
neither Party shall be deemed to be in breach or default of its obligations set forth in this
Agreement, if, to the extent and for so long as, such failure or delay is due to any causes
that are beyond its reasonable control and not to its acts or omissions, including, without
limitation, such causes as acts of God, natural disasters, flood, severe storm, earthquake,
civil disturbance, lockout, riot, order of any court or administrative body, embargo, acts of
Government (other than Purchaser), war (whether or not declared), acts of terrorism, the
impact on a Party of an outbreak of any disease or an epidemic or pandemic or other similar
causes (“Force Majeure Event”). Failure or inability to pay shall not be a basis for a Force
Majeure Event under this Agreement. In the event of a Force Majeure Event, the Party
prevented from or delayed in performing shall promptly give notice to the other Party and
shall use Commercially Reasonable Efforts to avoid or minimize the delay.

Severability.

If and solely to the extent that any court or tribunal of competent jurisdiction holds any
provision of this Agreement to be unenforceable in a final non-appealable order, such
unenforceable provision shall be stricken and the remainder of this Agreement shall not be
affected thereby. In such event, the Parties shall in good faith attempt to replace any
unenforceable provision of this Agreement with a provision that is enforceable and that
comes as close as possible to expressing the intention of the original provision.

Non-Waiver: Remedies.

A waiver by any Party of any term or condition of this Agreement in any instance shall not
be deemed or construed to be a waiver of such term or condition for the future, or of any
subsequent breach thereof. All remedies specified in this Agreement shall be cumulative
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and in addition to any other remedies provided at Law or in equity.

12.11 Further Documents.

Each Party hereto agrees to execute such further documents and take such further steps as
may be reasonably necessary or desirable to effectuate the purposes of this Agreement.

12.12 Forms.

The Parties recognize that, during the Term, a Purchase Order acknowledgment form or
similar routine document (collectively, “Forms™) may be used to implement or administer
provisions of this Agreement. The Parties agree that the terms of this Agreement shall
prevail in the event of any conflict between terms of this Agreement and the terms of such
Forms, and any additional or different terms contained in such Forms shall not apply to
this Agreement.

—_ 12.13 Headings.

Headings of Sections or other parts of this Agreement are included herein for convenience
of reference only and shall not constitute a part of this Agreement or change the meaning
of this Agreement.

12.14 Counterparts.

This Agreement may be executed in two or more counterparts, each of which shall
constitute an original and all of which together shall constitute one and the same agreement,
and shall become effective when signed by each of the Parties hereto and delivered to the
other Party in accordance with the means set forth in Section 11 (Notices) or by reliable
electronic means (with receipt electronically confirmed).

12.15 Electronic Delivery and Storage.

Delivery of a signed Agreement by reliable electronic means, including facsimile or email
(with receipt electronically confirmed), shall be an effective method of delivery of the
executed Agreement. This Agreement may be stored by electronic means and either an
- original or an electronically stored copy of this Agreement can be used for all purposes,
including in any proceeding to enforce the rights or obligations of the Parties to this
Agreement.

12.16 Entire Agreement: Amendments.

This Agreement, together with any attachments and amendments (and as such attachments
may be amended, amended and restated or replaced from time to time), which are hereby
incorporated by reference, constitute the entire agreement of the Parties with respect to its
subject matter and merges and supersedes all prior discussions and writings with respect to
thereto, including the Binding Term Sheet. Except as otherwise set out herein; no
modification or alteration of this Agreement shall be binding upon the Parties unless
contained in a writing signed by a duly authorized agent for each respective Party and
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specifically referring hereto or thereto.

Rule of Construction.

The Parties have participated jointly in the negotiation and drafting of this Agreement. In
the event that an ambiguity or question of intent or interpretation arises, this Agreement
shall be construed as if drafted jointly by the Parties and no presumption or burden of proof
shall arise favoring or disfavoring any Party by virtue of the authorship of any of the
provisions of this Agreement.

English Language.

This Agreement shall be written and executed in, and all other communications under or
in connection with this Agreement shall be in, the English language. Any translation into
any other language shall not be an official version thereof, and in the event of any conflict
in interpretation between the English version and such translation, the English version shall
control.

Legal Costs.

Each Party will bear its own legal costs in preparing and concluding this Agreement.

[signature on following page]
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IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be duly executed and
delivered as of the date first written above.

PFIZER LABORATORIES THE GOVERNMENT OF THE
(PROPRIETARY) LIMITED REPUBLIC OF SOUTH AFRICA
ACTING THROUGH THE NATIONAL
Redacted by HJI DEPARTMENT OF HEALTH OF
4 Sept 2023 SOUTH AFRICA

B

01-04-2021

Name: Rhulani Nhlaniki Name: Dr. Sandile S.S. Buthelézi

Title: Cluster Lead: SSA and Country Title: Director General of Health
Manager: South Africa
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Attachment A - Specifications

To be inserted following the Effective Date
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Attachment B - Interim Delivery Schedule and Price
Quarter Q2 2021 Q32021 Q42021 Total
Batch 1 Batch 2 Batch 3
Doses 4,484,610 8,519,940 6,996,600 20,001,150
Price per dose $10 $10 $10 $200,011,500
Page 38 of 46

SIS



Martes 8 de abril de 2025 CAMARA DE REPRESENTANTES 1107

Attachment C - Delivery Documentation

Documentation and Delivery Notes

Thermal Shipper Documentation

[t is currently envisaged that the following will be provided with each shipment of the Products:
1. Fact Sheets/Leaflets — Five (5) fact sheets folded 3x2” in a plastic bag

2. Pfizer Brochure — One (1) per thermal shipper container containing product storage and handling
information including:
- Dry Ice Handling Insert
- Safety Data Sheet (SDS) for Dry lce
- Return instructions for GPS loggers and thermal shipping system
- Astand-alone SDS for Dry Ice
- Blank label — purpose of the blank label: for carriers to mark out the dry ice label to

indicate that the thermal shipper containers are empty (not containing dry ice)
3. Return Shipping Label — One (1)
4. Outbound Shipping Label — One (1), standard label on thermal shipper
5. Contents Label — One (1) label on inside flap, picking label details how many carton trays are in
thermal shipper
Proof of Delivery Documentation
Currently, Pfizer intends to use the carrier delivery signal as proof of delivery.
Proof of delivery document that can be accessed online based on track and trace number. See
UPS example* below:
—
ups) G St 1
Quick Start  Tracking  Shipping  Services {
:::t:nn Mumber: 173?9537135\18:5; -
Alternate Tracking Humber: G
Deliverad To: %;&Egggmﬂ ::plﬂ,ﬂm:a:::lm cop,

*The above proof of delivery image is an example only.
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Attachment D - Delivery Specification
Product Delivery, Storage & Handling Specifications

Shipments will arrive in a long-distance thermal shipping container as provided by Pfizer in
accordance with the Labelling and Packaging Specifications set forth in Attachment E (“Thermal
Shipper”). At this time, the minimum package in any shipment shall be one (1) tray with 195
vials/1170 doses of Product.

Purchaser ensures that at the expected time of arrival at the Place(s) of Destination a dedicated
person will be available to receive the Product, sign acceptance for delivery, and, immediately, no
later than 24 hours of delivery, switch off the temperature logger located in the Thermal Shipper,
and:

(a) transfer the Product to:
(i) a-75 °C (+/- 15 °C) ultra-low temperature (“ULT”) freezer; or

— (ii) a 2-8 °C refrigerator; or

(b)  maintain the Product with sufficient supply of dry ice in accordance with the
protocols for re-icing set forth below with such initial re-icing to occur no later than
24 hours from signature of acceptance of delivery.

Purchaser acknowledges the following stability timelines as of the Effective Date:

e The Product has a shelf-life of up to 6 months when stored at a constant-75 °C (+/- 15°C)

® The Thermal Shipper can be used as temporary storage for up to 30 days, as long as dry
ice is replenished upon receipt and at least every five (5) days per Pfizer’s guidelines.

* The Product has an effective life of up to 5 days when stored at refrigerator temperatures
2-8°C

®  Once the Product is defrosted and reconstituted it can be retained for up to 6 hours at
standard ambient room temperatures (2-25°C)

Any further shipment or distribution of the Product by Purchaser from the Place(s) of Destination
shall be through a certified shipping service, or use of its own logistics system, that will ensure
next day delivery from the Place(s) of Destination to point of use of the Product; and Purchaser

= shall be liable for ensuring continual compliance with the Good Distribution Practices (“GDP”)
including cold chain requirements for any further distribution following delivery to a Place of
Destination that is not a point of use of the Product. In all cases, Purchaser shall ensure that all
Product is transported via a GDP qualified shipping system. Purchaser acknowledges that the
Thermal Shipper (including Pfizer temperature monitoring devices) shall not be utilized for any
in-market transportation and/or distribution by the Purchaser and shall be returned to Pfizer in
accordance with Attachment F — Return and Disposal of Product Materials of this Agreement.
Subject to the terms of the Agreement, all costs associated with receiving, handling, storing and
further delivery of the Product shall be the responsibility of Purchaser, and Purchaser shall ensure
that all locations where any Product is delivered by, or on behalf of Purchaser, shall comply with
the requirements set forth in this Attachment D and shall meet the standards set forth herein.
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Protocols for Unpacking Product and Re-icing: See Exhibits 1 and 2 of Attachment D
Requirements of Delivery Location:

1. Marketing Authorization and/or Conditional approval, pre-approval, post-approval
vaccination points with -75 °C (+/- 15°C) ULT freezer

2. Marketing Authorisation and/or Conditional Approval, pre-approval, post-approval
vaccination points with sufficient access and supply of dry-ice

3. Marketing Authorization and/or Conditional Approval, pre-approval, post-approval
vaccination points with 2-8°C refrigerator

Attachment D — Delivery Specification
Exhibit 1 — Unpacking and Re-icing: Thermal Shipper A

Shipper Apdf

Attachment D — Delivery Specification
Exhibit 2 — Unpacking and Re-icing: Thermal Shipper B

Shipper B.pdf

Vaccine Preparation & Administration Instructions

Removing the Vials to Thaw

* From storage, remove 1 vial for every 6 recipients according to planned vaccinations schedule.
— » Vials may be stored in the refrigerator for 5 days (120 hours).

Diluting the Vaccine

* Obtain 0.9% Sodium Chloride Injection, for use as a diluent. Do not use any alternate diluents.
e Dilute the thawed vial by adding 1.8 mL of 0.9% Sodium Chloride Injection into the vial.

* Ensure vial pressure is equalized by withdrawing 1.8 mL air into the empty diluent syringe before
removing the needle from the vial.
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Preparing the Dose

e Draw up 0.3 mL of the dilufed dosing solution into a new sterile dosing syringe with a needle
appropriate for intramuscular injection.

e  For each additional dose, use a new sterile syringe and needle and ensure the vial stopper is cleansed
with antiseptic before each withdrawal.

Vaccine Administration

e Diluted vials must be used within 6 hours from the time of dilution and stored between 2-25 °C
(35-77°F).

e Asingle 30 meg/0.3 mL dose is followed by a second dose 21 days later.
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Attachment E - Labelling and Packaging Specifications

Product Labelling Specifications

Product labels for primary, secondary and tertiary packaging will be shared closer to country
regulatory filings.

It is currently envisaged that the following will be part of the initial product artwork:
Primary Packaging (Vial):

» Linear barcode: Scans as the Global Trade Item Number (GTIN) that includes the human-
readable National Drug Code (NDC) number.

Secondary Packaging (Carton Tray):

e Linear barcode: Scans as the GTIN number that includes the human-readable NDC number.
-~ * QR code: When scanned, this code links to a landing page where a copy of the Fact Sheets for the
Healthcare Provider, patient/recipient, and Product Insert (i.e. e-leaflet) will be available,

¢ 2D GS1 DataMatrix: Scan of the 2D code will include the GTIN number, lot and expiry
information.

Product Packaging Specifications
Primary Packaging
*2 mL type 1 glass preservative free multi-dose vial (MDV)
e MDYV has 0.45 mL frozen liquid drug product
» 6 doses per vial

Secondary Packaging “Single Tray”
e Single tray holds 195 vials
e ] 170 doses per tray
e Tray (white box) dimensions: 229 X 229 x 40 mm

= Tertiary Container: Thermal Shipper (Softbox)

e Minimum 1 tray (1170 doses) or up to 5 trays (max 5850) stacked in a payload area of the
shipper

e Payload carton submerged in 23 Kg of dry ice pellets (9 mm — 16 mm pellets)
e Thermal shipper dimensions:

o Internal Dimensions: 245mm X 245mm X 241mm

o External Dimensions: 400mm X 400mm X 560mm
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Attachment F - Return and Disposal of Product Materials

A. Return
“Logistics Delivery Equipment” refers to the long-distance thermal shipping container
(“Thermal Shipper”) used for shipping and the temperature data logger/monitoring device
attached to such Thermal Shipper.

Once dry ice is no longer needed, open the Logistics Delivery Equipment and leave it at
room temperature in a well-ventilated area. The dry ice will readily sublime from a solid
to a gas. DO NOT leave dry ice unattended.

Store the empty Logistics Delivery Equipment until return in an appropriate clean and
secure location to protect and maintain the functionality of the equipment (e.g., do not store
outside under uncontrolled conditions, exposed to weather, exposed to pests, etc.).

Return of the Logistics Delivery Equipment to be undertaken within 30 days following

—~ delivery of the Product to the Purchaser’s recipient at Place(s) of Destination. Instructions
and logistics for return will be provided on the interior of the Thermal Shipper and will
also be available on Pfizer’s website. In the event that either: (a) the Logistics Delivery
Equipment (or any part thereof), is not (i) delivered to the return carrier within 30 days
following delivery of the Product or (ii) received by Pfizer within five (5) days following
the date of Purchaser’s return shipment; or (b) the Logistics Delivery Equipment (or any
part thereof), is damaged in any way (determined in Pfizer’s sole discretion), Pfizer shall
be entitled to charge Purchaser $450 (exclusive of VAT) per Thermal Shipper and
temperature data logger/monitoring device; which Purchaser shall pay within 30 days of
the date of any invoice for such amount(s). Purchaser acknowledges that such amount
represents a reasonable pre-estimate of replacement cost such Logistics Delivery
Equipment as a result of Purchaser’s default, act or omission.

B. Disposal
“Primary Container Units” refers to the vials that contain the Product.

Destruction of the Primary Container Units that have been opened or are unused must
take place at a facility appropriately licensed to handle and destroy pharmaceutical waste,
medical waste, and/or hazardous waste, and destruction must be by means of grinding or
incineration.

“Secondary Cartons” refers to the immediate boxes that contain the vials of Product.
Secondary Cartons must be defaced and destroyed in accordance with local clinical

dosing facility waste management services, and Secondary Cartons may not be disposed
of in routine household waste collection or recycling centers.
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Attachment G - Form of Purchase Order

Purchase details

PO Number

Currency

Creation Date
Requested Date
Incoterm

Ship-To location details
Item Description
Quantity

Price and Total Value
Payment terms
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CONFIDENTIAL

Attachment H - Customs Clearance Documentation

Shipping Document/Airway Bill “AWB”
Commercial Invoice

Packing List

Copy of the Certificate of Analysis “COA”

Eadl 1.8 =

During the Term of the Agreement:

e Any other documents not included in the above-mentioned list of documents, including
but not limited to import permits, will be waived by the Purchaser or any other
Government authority.

e Any notarization, legalization and/or certification of the above-mentioned list of
S documents will be waived by the Purchaser or any other Government authority.

* Any required analysis to release any of the shipments upon arrival at the port of entry

and/or Place(s) of Destination will be waived by the Purchaser or any other Government
authority.
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Aparecio en Estados Unidos “Los Papeles de Pfizer”. Todos los
horrores de las inyecciones Covid segtin consta en los
documentos de la propia empresa fabricante, ahora a
disposicion del publico

Ptizer's
Crimes

Against

Humanity

Foreword by
Stephen K. Bannon

Edited by

N i
BY
The WarRoom
DailyClout
Pfizer

NEW YORK TIMES Documents
BESTSELLING AUTHOR Analysts

NAOMI WOLF - MICHAEL CAPUZZO / Asombroso extracto del nuevo libro de Naomi Wolf
9 Amy Kelly que echa por tierra el encubrimiento mundial del crimen del siglo por parte de las
grandes farmacéuticas, el gobierno estadounidense g los grandes medios de comunicacion.

* Un equipo multidisciplinario compuesto de 3250 voluntarios reunidos en un
proyecto de crowdsourcing analiza durante dos afios 450.000 documentos
liberados por Pfizer luego de una orden judicial, y produce informes -hoy
publicados- que demuestran el comportamiento criminal de la farmacéutica y los

estados complice

* El equipo fue coordinado por una mujer icono de la izquierda feminista
norteamericana, preocupada por los efectos de las inyecciones en el ciclo
menstrual y la salud femenina, junto a un periodista y activista de ultraderecha.
Esta alianza inesperada es hoy comtin en el mundo, y parece sugerir lo que esta

revista proclama desde el primer dia: la decadencia terminal de las viejas
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ideologias occidentales

* Nos enteramos de que Pfizer sabia, dentro de los tres meses después de la puesta
en marcha de la vacunacion en diciembre de 2020, que las vacunas no habian
funciondo para detener COVID. El lenguaje de Pfizer fue «fracaso de la vacuna» y
«fracaso de la eficacia». Uno de los «eventos adversos» mds comunes en los

documentos de Pfizer es «COVID».

*Segtin consta en los documentos,”Pfizer sabia que los materiales de la vacuna -
nanoparticulas lipidicas, una grasa industrial, recubiertas de polietilenglicol, un
subproducto del petroleo; ARNm; y proteina spike- no permanecian en el musculo
deltoides, como afirmaban todos los portavoces. Por el contrario, se dispersaba por
todo el cuerpo en cuarenta y ocho horas «como un disparo de escopeta», como
dijo uno de los autores, el Dr. Robert Chandler; atravesaba todas las membranas
del cuerpo humano -incluida la barrera hematoencefdlica- y se acumulaba en el
higado, las gldndulas suprarrenales, el bazo, el cerebro y, si se es mujer, en los
ovarios. El Dr. Chandler no vio ningtin mecanismo por el que esos materiales
abandonaran el cuerpo, de modo que cada inyeccion parece acumular mds

materiales de ese tipo en los organos.”

* Pfizer contrato a 2.400 empleados a tiempo completo para ayudar a procesar
«el gran aumento de informes de acontecimientos adversos» que se estaban

enviando a la base de datos de Sequridad Mundial de la empresa.

* Pfizer sabia en abril de 2021 que las inyecciones dafiaban el corazon de los

jovenes.

* Pfizer sabia el 28 de febrero de 2021 -solo noventa dias después del lanzamiento
ptblico de su vacuna COVID- que su inyeccion estaba vinculada a una miriada de

acontecimientos adversos. Lejos de ser «escalofrios», «fiebre», «fatiga», como los
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CDC y otras autoridades afirmaban que eran los efectos secundarios mds
preocupantes, los efectos secundarios reales eran catastroficamente graves. Estos
efectos secundarios incluian: la muerte (que Pfizer si cataloga como «efecto
adverso grave»); COVID-19 grave; lesion hepdtica; efectos adversos neuroldgicos;
pardlisis facial; lesion renal; enfermedades autoinmunes; sabafiones (una forma
localizada de vasculitis que afecta a los dedos de manos y pies); sindrome de
disfuncion orgdnica muiltiple (cuando falla mds de un sistema orgdnico a la vez);
activacion de infecciones latentes por herpes zoster; lesiones cutdneas y de las
mucosas; problemas respiratorios; estructura pulmonar danada; insuficiencia
respiratoria; sindrome de distrés respiratorio agudo (lesion pulmonar en la que el
liquido se filtra de los vasos sanguineos al tejido pulmonar, causando rigidez que
dificulta la respiracion y provoca una reduccion del intercambio de oxigeno y
dioxido de carbono); y SARS (0 SARS-CoV-1, que no se habia visto en el mundo
desde 2004, pero que aparece en los documentos de Pfizer como efecto secundario
de las inyecciones)... enfermedades de la sangre a escala industrial: codgulos
sanguineos, codgulos pulmonares, codgulos en las piernas; trombocitopenia
trombotica, una enfermedad de coagulacion de los vasos sanguineos; vasculitis (la
destruccion de los vasos sanguineos a través de la inflamacion); tasas
astronomicas de trastornos neurolégicos-demencias, temblores, Parkinson,
Alzheimer, epilepsias. Afecciones cutdneas terribles. Una plétora florida de
problemas cardiacos; miocarditis, pericarditis, taquicardia, arritmia, etc. La mitad
de los efectos adversos graves relacionados con el higado, incluida la muerte, se
producian en las setenta y dos horas siguientes a la inyeccion. La mitad de los
accidentes cerebrovasculares tuvieron lugar en las cuarenta y ocho horas

siguientes a la inyeccion.

PORTADA

I I e aqui un extracto del libro de Naomi Wolf y Amy Kelly que expone el
encubrimiento de Pfizer de su ineficaz y mortal vacuna «segura y

eficaz» Covid-19, The Pfizer Papers: Pfizer’s Crimes Against Humanity. . Este libro
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expone el asalto mundial a la humanidad por parte de una empresa
farmacéutica y por los gobiernos occidentales, asalto que ha matado y
mutilado a millones de personas y deja pequeiia la cifra de muertes 'y
encubrimiento de la guerra de Vietnam, que fueran expuestos por Los Archivos
del Pentdgono.».

Esta joya del periodismo de investigacion surgié de la asociacién mas
improbable: la icdnica periodista feminista de izquierdas Naomi Wolf, y el ex
asesor de Trump Steve Bannon. Su alianza trasciende la izquierda y la derecha,
ha sido construida con ocasion del sufrimiento y la muerte de una América que
esta oculta, un mundo invisible, y anticip6 la igualmente improbable unién
politica de Donald J. Trump y Robert F. Kennedy Jr.

El proyecto fue dirigido por la voluntaria «Amazing Amy» Kelly, una gerente
de Mountain West que abandoné su vida privada para responder a la llamada
de Wolf y liderar a otros 3.250 voluntarios, entre ellos distinguidos médicos y
cientificos, para descifrar e informar sobre 450.000 paginas de documentos
enterrados de Pfizer. Mientras tanto, el editor del New York Times dirigia a sus
1.700 periodistas para que reimprimieran los comunicados de prensa de Pfizer
y la propaganda gubernamental, con el fin de seguir enterrando lesiones y
muertes masivas. Shakespeare dijo que el asesinato, «aunque no tenga lengua,
hablard con el drgano mds milagroso». The Pfizer Papers es un libro grande, de
mas de un kg de peso, con una tarea monumental. Unase a mi aqui para pedir
su copia y ayudar a llevar esa carga. Tendra en sus manos nada menos que la
estremecedora muerte del viejo mundo y el tumultuoso nacimiento del nuevo.
Y la prueba de la existencia de ese «6rgano milagroso» del corazén humano
que clama al cielo por la justicia, la verdadera fuerza que ha cambiado el mundo

y volvera a hacerlo. —
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Los Papeles de Pfizer: Los crimenes de Pfizer contra la humanidad
Prologo

Por Dra. Naomi Wolf

Nuestro libro, The Pfizer Papers: Pfizer’s Crime Against Humanity contra la
humanidad, se publicé el 15 de octubre y se convirtié inmediatamente en un
éxito de ventas. Se trata de un libro que tres gobiernos -el de Estados Unidos, el
del Reino Unido y el de Australia- trataron de suprimir. La historia de como
lleg6 a publicarse es extraordinaria: 3.250 médicos y cientificos altamente
cualificados, bajo la direcciéon de una mujer extraordinaria, Amy Kelly,
trabajaron durante dos afios en los 450.000 documentos internos de Pfizer
publicados por orden judicial a raiz de una demanda presentada con éxito por
el abogado Aaron Siri. En el proceso, estos voluntarios confirmaron el mayor

crimen contra la humanidad de todos los tiempos. Le cuento cdmo ocurrio.

Este libro que tiene en sus manos es el resultado de un extraordinario conjunto
de confluencias. También presenta, en un formato disponible en librerias por
primera vez, un material que ya ha cambiado la historia.

Como lector, estd a punto de embarcarse en un viaje a través de una historia
extraordinaria, cuyos elementos casi desafian cualquier creencia.

The Pfizer Papers es el resultado de un grupo de desconocidos -personas
extraordinarias con habilidades extraordinarias, ubicadas en diferentes lugares
del mundo, con diferentes antecedentes e intereses- que se reunieron, sin
ningudn tipo de dinero o recompensa profesional; por la bondad de sus
corazones, y motivados por el amor a la verdadera medicina y la verdadera
ciencia, para emprender un proyecto de investigacion riguroso, dolorosamente
detallado y complejo, que abarcé desde el afio 2022, y que continda hasta el dia
de hoy.
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El material que leyeron y analizaron incluia 450.000 paginas de documentos,

todos ellos escritos en un lenguaje extremadamente denso y técnico.

Este proyecto de investigacion de largo alcance y continuado sin descanso -
bajo el liderazgo de la directora de operaciones de DailyClout, la
extraordinariamente dotada directora de proyectos Amy Kelly- puso de rodillas
a una de las instituciones mds grandes y corruptas del mundo, Pfizer. Este
proyecto, llevado a cabo por 3.250 desconocidos que trabajaron virtualmente y
se convirtieron en amigos y colegas, llevo a un gigante farmacéutico mundial a
perder miles de millones de ddlares en ingresos. Hizo fracasar los planes de los
politicos mas poderosos del planeta. Eludi6 la censura de las empresas
tecnolégicas mas poderosas del planeta. Es la historia definitiva de David y
Goliat.

Esa historia comenz6 cuando el abogado Aaron Siri demandé con éxito a la
Administracion de Alimentos y Medicamentos (FDA), para obligarles a publicar
«Los documentos de Pfizer». Se trata de los documentos internos de Pfizer -
como ya se ha dicho, 450.000 paginas- que detallan los ensayos clinicos que
Pfizer llevd a cabo en relacién con su inyeccién de ARNm COVID. Estos ensayos
se llevaron a cabo para asegurar el premio final para una compaiiia
farmacéutica, la «EUA» , Autorizacién de Uso de Emergencia, por parte de la
FDA. La FDA concedié la EUA para mayores de 16 afios a Pfizer en diciembre de
2020. La «pandemia», por supuesto una crisis en la salud publica que un libro
mio, The Bodies of Others, confirm¢, implicé datos de «infecciones» exagerados
y manipulados y documentacion de mortalidad sesgada. Tal mortalidad
sesgada se convirtid en el pretexto para la «urgencia» que llevo ala FDA a
otorgar la EUA al nuevo medicamento de Pfizer (y Moderna). La EUA es
esencialmente el pase que permite a Pfizer lanzarse al mercado con un

producto que no ha sido completamente probado.

Los documentos de Pfizer también contienen documentacién de lo que sucedio

en la «post-comercializacion», es decir, en los tres meses, de diciembre de
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2020 a febrero de 2021, cuando la vacuna fue lanzada al publico. Todos los
portavoces principales, y los medios de comunicacién comprados, llamaron a
la inyeccién «segura y eficaz», leyendo de lo que era un guion centralizado.
Muchas de las personas que se inyectaron la vacuna en 2020-2021-2022 y hasta
la fecha, no se dieron cuenta de que las pruebas normales de seguridad de una
nueva vacuna -pruebas que suelen durar de diez a doce afios- simplemente se
habian evitado a través de los mecanismos del «estado de emergencia» y la
«Autorizacién de Uso de Emergencia» de la FDA. No entendian que las
verdaderas «pruebas» eran en realidad Pfizer y la FDA observando lo que les
ocurria a ellos y a sus seres queridos, después de que estos ciudadanos se
arremangaran y se sometieran a la inyeccién. Como nunca podemos olvidar,
muchos millones de estas personas que se sometieron a la inyeccién fueron
«obligadas» a tomarla, enfrentdndose a la amenaza de perder su trabajo,
suspender su educacion o perder sus puestos militares si se negaban; en
algunos estados de EE.UU. y paises de ultramar, las personas también se
enfrentaron a la suspension de sus derechos a tomar el transporte, cruzar
fronteras, ir a la escuela o la universidad, recibir ciertos procedimientos
médicos, o entrar en edificios como iglesias y sinagogas, restaurantes y
gimnasios, si se negaban.

La FDA pidi6 al juez del caso Aaron Siri que retuviera la publicacion de los
documentos de Pfizer durante setenta y cinco arios. ¢{Por qué querria una
agencia gubernamental ocultar cierto material hasta que la generacién actual,
los afectados por lo que contienen estos documentos, esté muerta y

desaparecida? No puede haber una buena respuesta a esa pregunta.

Afortunadamente para la historia, y afortunadamente para millones de
personas cuyas vidas se salvaron gracias a esta decision, el juez rechazé la
peticion de la FDA y obligé a publicar los documentos; un tramo de 55.000
paginas al mes.

Sin embargo, cuando me enteré, me preocupé como periodista. Sabia que

https://extramurosrevista.com/?print-my-blog=1&post-type=post&statuses % 5B0%5D=publish&rendering_wait=0&post_page_break=1&columns=1&font_siz...  7/21



1122 CAMARA DE REPRESENTANTES Martes 8 de abril de 2025

16/3/25,17:43 Apareci6 en Estados Unidos &#8220;Los Papeles de Pfizer&#8221;. Todos los horrores de las inyecciones Covid segtin consta en los docume...

ningun reportero disponia del ancho de banda necesario para revisar material
de este volumen. También sabia que practicamente ningun periodista tenia la
formacion o los conocimientos necesarios para entender el lenguaje
multidimensional y técnicamente muy especializado de los informes. Para
entender los informes, se necesitan conocimientos de inmunologia,
estadistica, bioestadistica, patologia, oncologia, medicina deportiva,
obstetricia, neurologia, cardiologia, farmacologia, biologia celular, quimica y
muchas otras especialidades. Ademas de médicos y cientificos, para entender
lo que realmente ocurria en los documentos de Pfizer, también se necesitaria
gente con profundos conocimientos sobre los procesos reguladores del
gobierno y de la industria farmacéutica; se necesitaria gente que entendiera el
proceso de aprobacion de la FDA,; se necesitarian especialistas en fraudes
médicos; y finalmente, para entender qué delitos se habian cometido en los
Papers, se necesitarian abogados.

Me preocupaba que, sin personas con todas esas aptitudes que leyeran los
documentos, su volumen y complejidad los hicieran desaparecer por «el

agujero de la memoria».

Entra entonces en escena Steve Bannon, el ex oficial naval, ex banquero de
inversion de Goldman Sachs, ex asesor del presidente Trump y actual
presentador del podcast politico mas popular de Estados Unidos y uno de los
mas escuchados en todo el mundo, WarRoom.

El y yo venimos de extremos opuestos del espectro politico. Yo habia sido
demoOcrata toda la vida, asesor de la campafia de reeleccion del presidente Bill
Clinton y de la camparia presidencial de Al Gore. El, por supuesto, es un
republicano acérrimo reconvertido en MAGA. Yo habia sido deplorada en junio
de 2021, antes de que salieran a la luz los documentos de Pfizer, por el delito de
advertir que las mujeres informaban de desregulaciéon menstrual tras haber
recibido las inyecciones de ARNm. Como escritora durante toda mi carrera

sobre temas de salud sexual y reproductiva de la mujer, sabia que esto era una
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sefial de peligro grave y que este efecto secundario afectaria a la fertilidad.
(Cualquier estudiante de octavo grado deberia ser capaz de prever eso
también.) Después de haber publicado esta advertencia, se me prohibi6 el
acceso a Twitter, Facebook, YouTube y otras plataformas. Fui atacada
globalmente, de golpe, como «anti-vaxxer» y «tedrica de la conspiracion»; y
mi vida como autora feminista conocida y superventas, dentro de los medios
de comunicacion heredados, termind. Ya nadie en ese mundo me hablaba,
publicaba mi obra o me devolvia las llamadas. Me quedé sin mi persona
publica.

(Resulto, después de dos demandas exitosas en 2023 por los fiscales generales
de Missouri y Louisiana, que en realidad era la Casa Blanca, el CDC, y los altos
dirigentes de otros organismos gubernamentales, incluido el Departamento de
Seguridad Nacional, quienes ilegalmente presionaron a Twitter y Facebook
para eliminar ese tweet de advertencia mio, para cerrarme. Esta supresion es
ahora objeto de una decision pendiente del Tribunal Supremo sobre si viol6 o

no la Primera Enmienda).

En esta época oscura de mi vida, para mi sorpresa, recibi un mensaje del
productor de Steve Bannon, que me invitaba a WarRoom. Le planteé mi
preocupacion por la salud reproductiva de las mujeres tras la inyeccion de
ARNm y, para mi sorpresa, se mostro respetuoso, reflexioné sobre las
implicaciones y se tomd el tema muy en serio. Volvi una y otra vez para
exponer a su audiencia esa y otras preocupaciones que iban surgiendo en
relacion con las inyecciones de ARNm. Me senti aliviada de disponer de una
plataforma en la que poder compartir estas advertencias urgentes. Al mismo
tiempo, me entristecia que a la izquierda, que se suponia que defendia el
feminismo, pareciera no importarle en absoluto los graves riesgos para las
mujeres v los bebés nonatos. Reconoci la ironia de que una persona a la que me
habian ensefnado a creer que era el diablo encarnado, en realidad se preocupara

mas por las mujeres y los bebés que todas mis antiguas colegas de izquierdas,
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incluido el establishment sanitario feminista, que siempre habia hablado tan

alto sobre el bienestar y los derechos de las mujeres.

Dadas mis apariciones en WarRoom antes de 2022, era natural que el tema de
los documentos de Pfizer saliera en ese programa cuando se publicaron los
documentos. Comparti mi preocupacion de que se perdieran para la historia
debido a su volumen y lenguaje técnico. Bannon dijo algo asi como: «Bueno,
haréis un proyecto de crowdsourcing para leerlos».

Me quedé desconcertada, ya que no tenia ninguna habilidad ni conocimiento

sobre como hacer algo asi. Respondi algo asi como: «Por supuesto».

Entonces, mi plataforma de noticias y opinién DailyClout recibié un aluvién de
ofertas de todo el mundo, de oyentes de WarRoom con las habilidades
necesarias, para descifrar los documentos de Pfizer. Yo estaba aterrorizada. Era
un caos. Tenia gente excelente en mi equipo. Pero ninguno de nosotros sabia
cémo gestionar o incluso organizar el diluvio de correos electrénicos; no
sabiamos como evaluar los miles de CV; e incluso una vez que habiamos
«embarcado» a estas miles de personas, en diferentes zonas horarias, en «el
proyecto», nuestras bandejas de entrada se volvieron ain mas aterradoras, ya
que era literalmente imposible organizar a 3.250 expertos en un organigrama
que pudiera trabajar sistematicamente a través de estos documentos. Los
correos electrénicos se enredaban o quedaban sin respuesta. La gente hacia
preguntas que no podiamos responder. No teniamos ni idea de qué estructura
podria permitir que un niimero tan enorme de expertos dispares trabajaran a

través del vasto tesoro de material.

A las pocas semanas, cuando ya estaba desesperado, Bannon me volvid a
llamar. Me pregunt6 por la marcha del proyecto y le contesté, mas optimista de
lo que me sentia, que se nos habia unido mucha gente y que estaban

empezando a leer. «Por supuesto, empezards a entregar informes», me incito.
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«Por supuesto», respondi, horrorizada de estar tan metida en esto.

Nunca he tenido un trabajo de empresa, asi que ni siquiera se me habia
ocurrido que una serie de informes fuera el formato que debian adoptar los
analisis de los documentos.

Entonces ocurri6 algo que s6lo puedo calificar de providencial. Hicimos un
llamamiento a los voluntarios para que buscaran un gestor de proyectos, y Amy
Kelly se puso en contacto conmigo. Kelly es gestora de proyectos certificada
por Six Sigma, con amplia experiencia en telecomunicaciones y gestion de
proyectos tecnoldgicos. También es una lider inexplicablemente eficaz. El dia
que puso la mano en el caos de las bandejas de entrada, las aguas se calmaron.
Reinaron la paz y la productividad. De algin modo, la Sra. Kelly organizé sin
esfuerzo a los voluntarios en seis grupos de trabajo, con un supra-comité a la
cabeza de cada uno, y comenz0 el trabajo propiamente dicho.

Solo puedo explicar el alcance, la fluidez y la eficacia del trabajo que sigui6

como algo que ocurrié en estado de gracia.

En los dos afios que la Sra. Kelly y los voluntarios llevan trabajando juntos, han
revisado 2.369 documentos y archivos de datos que suman cientos de miles de
paginas y han emitido casi un centenar de informes. Ensefié a los voluntarios a
redactarlos en un lenguaje comprensible para todos, lo que me parecié muy
importante para maximizar su impacto. Y Amy Kelly reviso y edito

meticulosamente casi todos ellos.

Los primeros cuarenta y seis informes se publicaron en un formato
autoeditado. Para nosotros era muy importante que aparecieran en un formato
fisico y no sélo digital, ya que queriamos algo que la gente pudiera entregar a
sus médicos, a sus seres queridos, a sus representantes en el Congreso.

Estos cuarenta y seis informes dieron a conocer grandes historias. Nos
enteramos de que Pfizer sabia dentro de los tres meses después de la puesta en

marcha en diciembre de 2020, que las vacunas no habian funciondo para
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detener COVID. El lenguaje de Pfizer fue «fracaso de la vacuna» y «fracaso de la
eficacia». Uno de los «eventos adversos» mas comunes en los documentos de
Pfizer es «COVID».

Pfizer sabia que los materiales de la vacuna -nanoparticulas lipidicas, una
grasa industrial, recubiertas de polietilenglicol, un subproducto del petréleo;
ARNm; y proteina spike- no permanecian en el musculo deltoides, como
afirmaban todos los portavoces. Por el contrario, se dispersaba por todo el
cuerpo en cuarenta y ocho horas «como un disparo de escopeta», como dijo uno
de los autores, el Dr. Robert Chandler; atravesaba todas las membranas del
cuerpo humano -incluida la barrera hematoencefalica- y se acumulaba en el
higado, las glandulas suprarrenales, el bazo, el cerebro v, si se es mujer, en los
ovarios. El Dr. Chandler no vio ninglin mecanismo por el que esos materiales
abandonaran el cuerpo, de modo que cada inyeccién parece acumular mas

materiales de ese tipo en los drganos.

Pfizer contrato a 2.400 empleados a tiempo completo para ayudar a procesar
«el gran aumento de informes de acontecimientos adversos» que se estaban
enviando a la base de datos de Seguridad Mundial de la empresa.

Pfizer sabia en abril de 2021 que las inyecciones dafiaban el corazén de los
jovenes.

Pfizer sabia el 28 de febrero de 2021 -sélo noventa dias después del
lanzamiento publico de su vacuna COVID- que su inyeccién estaba vinculada a
una miriada de acontecimientos adversos. Lejos de ser «escalofrios», «fiebre»,
«fatiga», como los CDC y otras autoridades afirmaban que eran los efectos
secundarios mas preocupantes, los efectos secundarios reales eran

catastroficamente graves.

Estos efectos secundarios incluian: la muerte (que Pfizer si cataloga como

«efecto adverso grave»); COVID-19 grave; lesion hepatica; efectos adversos
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neurolégicos; pardlisis facial; lesion renal; enfermedades autoinmunes;
sabarfiones (una forma localizada de vasculitis que afecta a los dedos de manos
y pies); sindrome de disfuncién organica multiple (cuando falla mas de un
sistema organico a la vez); activacion de infecciones latentes por herpes zoster;
lesiones cutaneas y de las mucosas; problemas respiratorios; estructura
pulmonar danada; insuficiencia respiratoria; sindrome de distrés respiratorio
agudo (lesion pulmonar en la que el liquido se filtra de los vasos sanguineos al
tejido pulmonar, causando rigidez que dificulta la respiracién y provoca una
reduccion del intercambio de oxigeno y diéxido de carbono); y SARS (o SARS-
CoV-1, que no se habia visto en el mundo desde 2004, pero que aparece en los
documentos de Pfizer como efecto secundario de las inyecciones).

Se registraron miles de personas con dolores articulares de tipo artritico, uno
de los efectos secundarios mdas comunes. Otros miles con dolores musculares,
el segundo mas comun. Luego, enfermedades de la sangre a escala industrial:
coagulos sanguineos, coagulos pulmonares, coagulos en las piernas;
trombocitopenia trombética, una enfermedad de coagulacién de los vasos
sanguineos; vasculitis (la destruccion de los vasos sanguineos a través de la
inflamacién); tasas astrondmicas de trastornos neurol6gicos-demencias,
temblores, Parkinson, Alzheimer, epilepsias. Afecciones cutaneas terribles. Una
plétora florida de problemas cardiacos; miocarditis, pericarditis, taquicardia,
arritmia, etc. La mitad de los efectos adversos graves relacionados con el
higado, incluida la muerte, se producian en las setenta y dos horas siguientes a
la inyeccion. La mitad de los accidentes cerebrovasculares tuvieron lugar en las

cuarenta y ocho horas siguientes a la inyeccion.

Pero lo que realmente surgio de los primeros cuarenta y seis informes, fue el
hecho de que aunque COVID es ostensiblemente una enfermedad respiratoria,
los documentos no se centraron en los pulmones o las membranas mucosas,
sino que se centran, de forma espeluznante y consistente, en la alteracion de la

reproduccién humana.
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En el momento en que la vacuna de Pfizer se hizo publica, el gigante
farmacéutico sabia que estaria matando bebés y perjudicando
significativamente la reproduccién de mujeres y hombres. El material de los
documentos deja claro que dafiar la capacidad de reproduccién humanay

provocar abortos espontaneos de bebés «no es un error, es una caracteristica».

Pfizer indico a los hombres vacunados que utilizaran dos métodos
anticonceptivos fiables o que, de lo contrario, se abstuvieran de mantener
relaciones sexuales con mujeres en edad fértil. En su protocolo, la empresa
defini6 la «exposicion» a la vacuna como el contacto piel con piel, la inhalacion
y el contacto sexual. Pfizer emparejé ratas hembra vacunadas y ratas macho
«no tratadas», y luego examiné a esos machos, hembras y sus crias en busca
de «toxicidad» relacionada con la vacuna. Basandose en sélo cuarenta y cuatro
ratas (y ningn ser humano), Pfizer declar6 que no habia resultados negativos
en «... el rendimiento del apareamiento, la fertilidad o cualquier parametro
ovarico o uterino . .. ni en la supervivencia, crecimiento o desarrollo
embrionario-fetal o postnatal», lo que implicaba que su vacuna COVID era
segura durante el embarazo y no dafiaba a los bebés. Pfizer sabia que desde
hace arios se sabe que las nanoparticulas lipidicas degradan los sistemas
sexuales y, de hecho, Amy Kelly descubri6 que las nanoparticulas, de las que las
nanoparticulas lipidicas son un subtipo, atraviesan la barrera sangre-testis y
dafian las células de Sertoli, las células de Leydig y las células germinales de los
hombres. Esas son las fabricas de la masculinidad, que afectan a las hormonas
que convierten a los nifios en la adolescencia en hombres, con voces graves,
hombros anchos y la capacidad de engendrar hijos. Por tanto, no tenemos ni
idea de si los bebés nacidos de madres vacunadas se convertiran en adultos
reconociblemente masculinos y fértiles. Pfizer enumerd los dafios menstruales
que sabia que estaba causando a miles de mujeres, y los dafios van desde
mujeres que sangran todos los dias, a tener dos periodos al mes, a no tener

ningun periodo; a mujeres con hemorragias y expulsién de tejido; a mujeres
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menopdusicas y postmenopausicas que empiezan a sangrar de nuevo. Los
cientificos de Pfizer observaron y tomaron nota de todo con calma, pero no se

lo dijeron a las mujeres.

Los bebés sufrieron y murieron. En una seccion de los documentos, mas del
80% de los embarazos seguidos acabaron en aborto espontaneo. En otra
seccion de los documentos, dos recién nacidos murieron y Pfizer describi6 la

causa de la muerte como «exposicion materna» a la vacuna.

Pfizer sabia que los materiales de la vacuna entraban en la leche materna de las
madres vacunadas y envenenaban a los bebés. La leche materna de cuatro
mujeres se volvié «azul verdosa». Pfizer elaboré un grafico de bebés enfermos,
que enfermaron al ser amamantados por madres vacunadas, con sintomas que
iban desde fiebre a edema (carne hinchada), urticaria o vomitos. Otro bebé tuvo
convulsiones y fue llevado a urgencias, donde muri6 de un fallo multiorganico.
A continuacion les remito a los treinta y seis informes que encontraran en este

libro. Algunos de los titulares de los informes que siguen son:

El 28 de febrero de 2021, Pfizer produjo «Pregnancy and Lactation Cumulative
Review» mostrando que después de la vacunacion de las madres con su

vacuna:

Se produjeron eventos adversos en mas del 54 por ciento de los casos de
«exposicién materna» a la vacuna e incluyeron 53 informes de aborto
espontaneo (51)/ aborto (1)/ aborto retenido (1) después de la vacunacién.
Se produjeron casos de parto prematuro, asi como dos muertes de recién
nacidos.

Algunos recién nacidos sufrieron graves dificultades respiratorias o
«enfermedad» tras la exposicion a través de la leche materna.

Se produjeron descensos «sustanciales» de la tasa de natalidad en trece
paises: paises de Europa, asi como Gran Bretarfia, Australia y Taiwan, en los

nueve meses siguientes a la implantacién publica de la vacuna.
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Aproximadamente el 70% de los efectos adversos relacionados con la vacuna
de Pfizer se producen en mujeres.

La proteina de la espiga y la inflamacién seguian presentes en el tejido
cardiaco un afio después de recibir la vacuna COVID de ARNm.

En el ensayo clinico de Pfizer, hubo mas muertes entre los participantes
vacunados que entre los que recibieron placebo. Sin embargo, Pfizer presentd
datos inexactos, que mostraban mas muertes en el grupo placebo, a la FDA
cuando solicito la autorizacién de uso de emergencia.

Lactantes y nifilos menores de doce afios recibieron la vacuna de Pfizer siete
meses antes de la aprobacion de una vacuna pediatrica, lo que provoco:

— Apoplejia.

— Pardlisis facial.

— Lesion o fallo renal.

Hubo un aumento de mas de 3,7 veces en el niimero de muertes debidas a
eventos cardiovasculares en sujetos de ensayos clinicos vacunados en
comparacion con sujetos placebo.

La vacuna que Pfizer puso a disposicion del publico era diferente de la
formulacion utilizada en la mayoria de los participantes en los ensayos
clinicos, y el publico no fue informado de ello.

Los andlisis histopatoldgicos (la tincién de tejidos para mostrar estados de
enfermedad) muestran claras evidencias de patologia autoinmune inducida
por la vacuna en multiples 6rganos; erosion de los vasos sanguineos, el
corazén y los vasos linfaticos causada por la proteina de la espiga; amiloides
en multiples tejidos; cdnceres inusuales y agresivos; y formaciones atipicas de
«coagulos».

Tras la vacunacion, los pacientes mas jovenes empezaron a presentar
canceres; los tumores eran mas grandes y crecian de forma mads agresiva y
rapida que los canceres antes de la inoculacién masiva de las poblaciones; la
aparicion co-temporal (la aparicion de mas de un cancer al mismo tiempo) de

los canceres se hizo mas comun -una situaciéon que era tipicamente muy
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inusual antes del lanzamiento de las vacunas de ARNm. El crecimiento de los
tumores benignos se acelero.

El 12 de marzo de 2021, los investigadores de Pfizer vacunaron a casi toda la
cohorte placebo (no vacunada) del ensayo, aunque Pfizer se habia
comprometido previamente a realizar un seguimiento de las cohortes
vacunadas v placebo durante dos afios. Inmediatamente después de recibir la
Autorizacién de Uso de Emergencia, Pfizer presioné a la FDA para que le
permitiera vacunar a la cohorte no vacunada por razones «humanitarias». La
vacunacion del grupo placebo puso fin a la posibilidad de realizar estudios de
seguridad a lo largo del tiempo.

Los casos de autoinmunidad reportados al Sistema de Notificacion de Eventos
Adversos a las Vacunas (VAERS) aumentaron 24 veces de 2020 a 2021, y las
muertes anuales relacionadas con la autoinmunidad aumentaron 37 veces en
el mismo periodo de tiempo.

En la presentacion de datos y documentos de autorizaciéon de uso de
emergencia de Pfizer de octubre de 2021 para nifios de cinco a once anos, los
investigadores de Pfizer especularon por escrito que los darfios subclinicos se
manifestarian en los pacientes a largo plazo, lo que implica que las dosis
continuas con dafios subclinicos eventualmente se manifestarian como dafios
clinicos.

En los estudios de ensayo, la vacuna Moderna mRNA COVID-19 dafi6 la
reproduccién de los mamiferos, provocando un 22% menos de embarazos,
malformaciones esqueléticas y problemas de lactancia.

Se produjeron cientos de posibles casos de enfermedad potenciada asociada a
la vacuna (VAED) en los tres primeros meses de despliegue de la vacuna
ARNm COVID de Pfizer. Los portavoces de la sanidad publica minimizaron su
gravedad llamdandolos «casos COVID avanzados».

Pfizer oculté ocho muertes de vacunados que se produjeron durante el ensayo
clinico con el fin de que sus resultados parecieran favorables para recibir su

EUA para mayores de 16 afios
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kok

Las fuerzas mas poderosas del mundo -incluida la Casa Blanca, el personal del
propio presidente de los Estados Unidos; la Dra. Rochelle Walensky de los CDC;
el jefe de la FDA, el Dr. Robert M Califf; el Dr. Anthony Fauci; Twitter y
Facebook; los medios de comunicacion tradicionales, incluidos el New York
Times, la BBC, The Guardian y NPR; OfCom, la agencia britanica reguladora de
los medios de comunicacion; organizaciones profesionales como el Colegio
Americano de Obstetras y Ginecélogos, y la Agencia Europea de Medicamentos,
el equivalente europeo de la FDA, y la Administracion de Productos
Terapéuticos, el equivalente australiano de la FDA — todos trataron de
suprimir la informacion que Amy Kelly, los voluntarios de la investigacion, y
yo trajimos al mundo a partir de 2022, y que usted estd a punto de absorber en
las paginas siguientes.

Sin embargo, a pesar de la mds poderosa camparia de censura y retribucion
lanzada en la historia de la humanidad -mas poderosa que las anteriores por
los efectos amplificadores de los medios sociales y la IA-, los hallazgos de estos
voluntarios no fueron suprimidos finalmente, y sobrevivieron en medios
alternativos, y en nuestro sitio DailyClout.io; para ser compartidos de boca en

boca, salvando millones de vidas.

Avancemos rapidamente hasta acontecimientos mads recientes. (Cudl ha sido el
papel de esta informacién para detener este mayor crimen jamas cometido
contra la humanidad?

Ha ocurrido lo peor. Las discapacidades aumentan en un millén al mes en
Estados Unidos, segun el ex gestor de fondos de cobertura de BlackRock
Edward Dowd. El exceso de muertes ha aumentado mucho en Estados Unidos y

Europa Occidental. Las tasas de natalidad han caido en picado, segtin el
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matematico Igor Chudov (y el investigador voluntario de WarRoom/DailyClout
Dr. Robert Chandler) entre un 13% y un 20% desde 2021, segtin las bases de
datos gubernamentales. Los atletas estan cayendo muertos. Aumentan los
turbo-canceres. Los médicos convencionales pueden estar «desconcertados»
por todo esto, pero tristemente, nosotros, gracias a Amy Kelly y los voluntarios,

entendemos exactamente lo que estda sucediendo.

Nuestro incesante esfuerzo por hacer llegar esta informacién al mundo, de
forma intachable, ha dado por fin sus frutos. La captacion de reforzadores es
ahora del 4%. Muy pocas personas «reforzaron» a sus hijos. La mayoria de las
universidades de Estados Unidos retiraron sus «mandatos» de vacunacion. Los
ingresos netos de Pfizer cayeron en el primer trimestre de 2024 a niveles
anteriores a 2016. OfCom, que habia atacado a Mark Steyn por «dar
plataforma» en su programa mi descripcion de los dafios reproductivos y de
otro tipo en los documentos de Pfizer, estd siendo demandado por Steyn. La
BBC tuvo que informar de que los dafios de las vacunas son reales, al igual que
el New York Times. La vacuna COVID de AstraZeneca, con una configuracién
algo diferente en Europa, fue retirada del mercado en mayo de 2024, tras las
demandas por trombocitopenia trombdtica (un efecto secundario sobre el que
nuestra voluntaria de investigacion, la Dra. Carol Taccetta, habia informado a la
FDA por carta en 2022), y la Agencia Europea del Medicamento retir6
notablemente su EUA para AstraZeneca. Tres dias después de que
publicaramos nuestro informe que mostraba que la FDA y los CDC habian
recibido la «Revision acumulativa sobre embarazo y lactancia» de ocho
paginas que confirmaba que la Dra. Walensky conocia la letalidad de la vacuna
cuando dio su conferencia de prensa diciendo a las mujeres embarazadas que

se pusieran la inyeccion, la Dra. Walensky dimitio.

Es realmente dificil enfrentarse a este material en los papeles que

desempefiamos Amy Kelly y yo. Sin duda, para los voluntarios, desenterrar
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estas pruebas criminales es realmente doloroso. Puede ser dificil leer algo de lo
que sigue. Como he dicho en otro lugar, ver este material es como estar entre
los soldados aliados que abrieron por primera vez las puertas de Auschwitz.

Pero hay que contar la verdad.

Entre otras razones importantes para contar estas verdades, la gente fue herida
y asesinada con una tecnologia novedosa que no se habia utilizado antes en
medicina; y estas paginas contienen pistas importantes sobre los mecanismos
de estas lesiones, y por lo tanto, proporcionan muchas sefiales para los
médicos y cientificos en el futuro, para el tratamiento de las muchas lesiones
que estas nuevas tecnologias de ARNm, inyectadas en los cuerpos de las
personas, han provocado.

Debemos compartir la verdad, ya que la verdad salva y sostiene; y finalmente,

la verdad curara.

ks

La batalla continda. Nadie que haya cometido este crimen masivo contra la
humanidad esta en la carcel, ni siquiera se enfrenta a cargos civiles o penales.
Hay al menos tres demandas contra Pfizer -dos nuestras y una de Brook
Jackson- pero, hasta la fecha, ninguna ha prosperado por completo. El litigio se
prolonga.

No obstante, a pesar de todo. Se corre la voz.

Amy Kelly y yo recibimos cientos de correos electrénicos de familias
agradecidas, que nos hablan de sus bebés o nietos sanos y nos dan las gracias
por haber salvado a esos bebés, o hijos e hijas y nueras, y sabemos que este
proyecto ha salvado muchas vidas; quiza cientos de miles de vidas y puede que
haya salvado a millones de personas de lesiones incapacitantes. Steve Bannon,

que lo empezd todo, salvé cientos de miles de vidas y salvo a sus oyentes y a los
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nuestros de sufrir millones de lesiones. Dios sabe cuantos bebés naceran en el

futuro, sanos y salvos, gracias a nuestro trabajo colectivo, arduo y muy dirigido.
La historia de este proyecto no ha terminado.

Sus propias acciones, estimado lector, tras haber leido estos informes, forman

parte de las ondas continuas de este trabajo.
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ANEXO 1

Efectos Adversos con algunas referencias bibliograficas seleccionadas (revisiones,
meta-andlisis y articulos de analisis de casos o estadisticos).

"El proyecto Global COVID Vaccine Safety (GCoVS), creado en 2021 en el marco de la
red multinacional Global Vaccine Data Network™ (GVDN®), Faksova K, Walsh D, Jiang
Y, Griffin J, Phillips A, Gentile A, Kwong JC, Macartney K, Naus M, Grange Z, Escolano S,
Sepulveda G, Shetty A, Pillsbury A, Sullivan C, Naveed Z, Janjua NZ, Giglio N, Perala J,
Nasreen S, Gidding H, Hovi P, Vo T, Cui F, Deng L, Cullen L, Artama M, Lu H, Clothier HJ,
Batty K, Paynter J, Petousis-Harris H, Buttery J, Black S, Hviid A. COVID-19 vaccines and
adverse events of special interest: A multinational Global Vaccine Data Network
(GVDN) cohort study of 99 million vaccinated individuals. Vaccine. 2024 Apr
2;42(9):2200-2211. doi: 10.1016/j.vaccine.2024.01.100. Epub 2024 Feb 12. PMID:
38350768.

Revista Ciencia Digna en 2021, ISSN 2684-0251, Vol 2, N21 ,pp 18-36: “Elementos para
el andlisis de riesgo de las nuevas vacunas de ARNm modificado y/o adenovirus
recombinantes contra el SARSCoV-2”, muchos -si no todos- nuestros resultados
provenientes de un Analisis de Riesgo, inexistente en nuestro pais, se han verificado,
infelizmente... La literatura cientifica reporta mds de 1000 (j!!!) casos de efectos
adversos, muchos de ellos graves.

Padilla-Flores T, Sampieri A, Vaca L. Incidence and management of the main serious
adverse events reported after COVID-19 vaccination. Pharmacol Res Perspect. 2024
Jun;12(3):e1224. doi: 10.1002/prp2.1224. PMID: 38864106; PMCID: PMC11167235.

Finsterer J. An improvement of the safety profile of SARS-CoV-2 vaccines is desirable.
Pharmacol Res Perspect. 2024 Oct;12(5):e70008. doi: 10.1002/prp2.70008. PMID:
39263854; PMCID: PMC11391212.

Trougakos IP, Terpos E, Alexopoulos H, Politou M, Paraskevis D, Scorilas A, Kastritis E,
Andreakos E, Dimopoulos MA. Adverse effects of COVID-19 mRNA vaccines: the spike
hypothesis. Trends Mol Med. 2022 Jul;28(7):542-554. doi:
10.1016/j.molmed.2022.04.007. Epub 2022 Apr 21. PMID: 35537987; PMCID:
PMC9021367.

Gopalaswamy R, Aravindhan V, Subbian S. The Ambivalence of Post COVID-19
Vaccination Responses in Humans. Biomolecules. 2024 Oct 17;14(10):1320. doi:
10.3390/biom14101320. PMID: 39456253; PMCID: PMC11506738.

(fuente principal consultada: https://www.drtrozzi.news/p/covid-injections-unveiling-
the-mechanisms, Oct 04, 2024, revisado el 14/3/2025)

Efectos sobre drganos especificos o sistémicas

Lesiones renales agudas:
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D'Agati VD, Kudose S, Bomback AS, Adamidis A, Tartini A. Minimal change disease and
acute kidney injury following the Pfizer-BioNTech COVID-19 vaccine. Kidney Int. 2021
Aug;100(2):461-463. doi: 10.1016/j.kint.2021.04.035. Epub 2021 May 15. PMID:
34000278; PMCID: PMC8123374.

Reacciones alérgicas (casi 30 refs.):

Blumenthal KG, Robinson LB, Camargo CA Jr, Shenoy ES, Banerji A, Landman AB,
Wickner P. Acute Allergic Reactions to mRNA COVID-19 Vaccines. JAMA. 2021 Apr
20;325(15):1562-1565. doi: 10.1001/jama.2021.3976. PMID: 33683290; PMCID:
PMC7941251.

Anafilaxis (casi 30 refs.):

Declaracién del Comité de Anafilaxia de la Organizacién Mundial de la Alergia: Turner
PJ, Ansotegui IJ, Campbell DE, Cardona V, Ebisawa M, El-Gamal Y, Fineman S, Geller M,
Gonzalez-Estrada A, Greenberger PA, Leung ASY, Levin ME, Muraro A, Sanchez Borges
M, Senna G, Tanno LK, Yu-Hor Thong B, Worm M; WAO Anaphylaxis Committee.
COVID-19 vaccine-associated anaphylaxis: A statement of the World Allergy
Organization Anaphylaxis Committee. World Allergy Organ J. 2021 Feb;14(2):100517.
doi: 10.1016/j.wa0jou.2021.100517. Epub 2021 Feb 3. PMID: 33558825; PMCID:
PMC7857113.

Erdeljic Turk V. Anaphylaxis associated with the mRNA COVID-19 vaccines: Approach to
allergy investigation. Clin Immunol. 2021 Jun;227:108748. doi:
10.1016/j.clim.2021.108748. Epub 2021 Apr 28. PMID: 33932618; PMCID:
PMC8080508.

Adenopatia axilar:

Igual-Rouilleault AC, Soriano I, Quan PL, Fernandez-Montero A, Elizalde A, Pina L.
Unilateral axillary adenopathy induced by COVID-19 vaccine: US follow-up evaluation.
Eur Radiol. 2022 May;32(5):3199-3206. doi: 10.1007/s00330-021-08309-7. Epub 2021
Oct 16. PMID: 34655312; PMCID: PM(C8520081.

Efectos sobre el Sistema Nervioso

Mielitis aguda (transversa), presentes sobre todo con las plataformas vectorizadas
(J&J, AZ) mas de 15 refs, entre ellas:

Khan E, Shrestha AK, Colantonio MA, Liberio RN, Sriwastava S. Acute transverse
myelitis following SARS-CoV-2 vaccination: a case report and review of literature. J
Neurol. 2022 Mar;269(3):1121-1132. doi: 10.1007/s00415-021-10785-2. Epub 2021
Sep 5. PMID: 34482455; PMCID: PMC8418691.

Efectos neuroldgicos generales:

Mohseni Afshar Z, Sharma A, Babazadeh A, Alizadeh-Khatir A, Sio TT, Taghizadeh
Moghadam MA, Tavakolli Pirzaman A, Mojadad A, Hosseinzadeh R, Barary M,
Ebrahimpour S. A review of the potential neurological adverse events of COVID-19
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vaccines. Acta Neurol Belg. 2023 Feb;123(1):9-44. doi: 10.1007/s13760-022-02137-2.
Epub 2022 Nov 16. PMID: 36385246; PMCID: PMC9668235.

Garg RK, Paliwal VK. Spectrum of neurological complications following COVID-19
vaccination. Neurol Sci. 2022 Jan;43(1):3-40. doi: 10.1007/s10072-021-05662-9. Epub
2021 Oct 31. PMID: 34719776; PMCID: PMC8557950.

Finsterer J. Neurological side effects of SARS-CoV-2 vaccinations. Acta Neurol Scand.
2022 Jan;145(1):5-9. doi: 10.1111/ane.13550. Epub 2021 Nov 8. PMID: 34750810;
PMCID: PMC8653194.

Encefalopatia hiperactiva aguda:

Vogrig A, Janes F, Gigli GL, Curcio F, Negro ID, D'Agostini S, Fabris M, Valente M. Acute
disseminated encephalomyelitis after SARS-CoV-2 vaccination. Clin Neurol Neurosurg.
2021 Sep;208:106839. doi: 10.1016/j.clineuro.2021.106839. Epub 2021 Jul 21. PMID:
34325334; PMCID: PM(C8294707.)

Abdulrahman F. Al-Mashdali, Yaser M. Ata, Nagham Sadik, Post-COVID-19 vaccine
acute hyperactive encephalopathy with dramatic response to methylprednisolone: A
case report, Annals of Medicine and Surgery, Volume 69, 2021, 102803, ISSN 2049-
0801, https://doi.org/10.1016/j.amsu.2021.102803.

Paralisis de Bell:

Burrows A, Bartholomew T, Rudd J, Walker D. Sequential contralateral facial nerve
palsies following COVID-19 vaccination first and second doses. BMJ Case Rep. 2021 Jul
19;14(7):e243829. doi: 10.1136/bcr-2021-243829. PMID: 34281950; PMCID:
PM(C8291314.

Paralisis del nervio facial (incl. sindrome de Guillain-Barre,mas de 40 refs.):

Aomar-Millan IF, Martinez de Victoria-Carazo J, Peregrina-Rivas JA, Villegas-Rodriguez
I. COVID-19, Guillain-Barré y vacuna. Una mezcla peligrosa [COVID-19, Guillain-Barré
syndrome, and the vaccine. A dangerous combination]. Rev Clin Esp. 2021
Nov;221(9):555-557. Spanish. doi: 10.1016/j.rce.2021.05.005. Epub 2021 Jun 5. PMID:
34108736; PMCID: PMC8179060.

Enfermedades neuromusculares:

Tayebi A, Samimisedeh P, Jafari Afshar E, Mahmoudnia S, Milan N, Ayati A, Madady A,
Rastad H. Neuromuscular diseases associated with COVID-19 vaccines: a systematic
review and pooled analysis of 258 patients. BMC Neurol. 2023 Dec 11;23(1):437. doi:
10.1186/s12883-023-03486-y. PMID: 38082244; PMCID: PMC10712145.

Esclerosis Multiple:

Maniscalco GT, Manzo V, Di Battista ME, Salvatore S, Moreggia O, Scavone C, Capuano
A. Severe Multiple Sclerosis Relapse After COVID-19 Vaccination: A Case Report. Front
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Neurol. 2021 Aug 10;12:721502. doi: 10.3389/fneur.2021.721502. PMID: 34447349;
PMCID: PM(C8382847.

Efectos sobre el Sistema Cardiovascular
Complicaciones cardiacas:

Fazlollahi A, Zahmatyar M, Noori M, Nejadghaderi SA, Sullman MJM, Shekarriz-
Foumani R, Kolahi AA, Singh K, Safiri S. Cardiac complications following mRNA COVID-
19 vaccines: A systematic review of case reports and case series. Rev Med Virol. 2022
Jul;32(4):e2318. doi: 10.1002/rmv.2318. Epub 2021 Dec 17. PMID: 34921468.

Ho JSY, Sia CH, Ngiam JN, Loh PH, Chew NWS, Kong WK, Poh KK. A review of COVID-19
vaccination and the reported cardiac manifestations. Singapore Med J. 2023
Sep;64(9):543-549. doi: 10.11622/smedj.2021210. PMID: 34808708; PMCID:
PMC10564100.

Trombosis venosa cerebral (Mas de 60 refs.):

Sharifian-Dorche M, Bahmanyar M, Sharifian-Dorche A, Mohammadi P, Nomovi M,
Mowla A. Vaccine-induced immune thrombotic thrombocytopenia and cerebral
venous sinus thrombosis post COVID-19 vaccination; a systematic review. J Neurol Sci.
2021 Sep 15;428:117607. doi: 10.1016/j.jns.2021.117607. Epub 2021 Aug 3. PMID:
34365148; PMCID: PM(C8330139.

Hemorragias intracerebrales:

Gessler F, Schmitz AK, Dubinski D, Bernstock JD, Lehmann F, Won SY, Wittstock M,
Guresir E, Hadjiathanasiou A, Zimmermann J, Miesbach W, Freiman T, Vatter H, Schuss
P. Neurosurgical Considerations Regarding Decompressive Craniectomy for
Intracerebral Hemorrhage after SARS-CoV-2-Vaccination in Vaccine Induced
Thrombotic Thrombocytopenia-VITT. J Clin Med. 2021 Jun 24;10(13):2777. doi:
10.3390/jcm10132777. PMID: 34202817; PMCID: PM(C8269113.

Muslim S, Mustafa G, Nasrin N, Firdaus A, Singh SK. An analysis of fatal adverse
conditions in temporal association of COVID-19 vaccination to boost the safety of
vaccination for COVID-19. Egypt J Intern Med. 2023;35(1):11. doi: 10.1186/s43162-
023-00191-7. Epub 2023 Feb 7. PMID: 36777902; PMCID: PM(C9903264.

Miocarditis y Pericarditis (mas de 250 (sic!) refs.):

Parmar K, Mekraksakit P, Del Rio-Pertuz G, Sethi P, Motes A, Hughes M, Wischmeyer J,
Carbajal L, Sosa EA. Myocarditis following COVID-19 mRNA vaccination. Proc (Bayl Univ
Med Cent). 2021 Nov 15;35(2):209-213. doi: 10.1080/08998280.2021.1990743. PMID:
35256821; PMCID: PMC8607537.

Khan Z, Pabani UK, Gul A, Muhammad SA, Yousif Y, Abumedian M, Elmahdi O, Gupta A.
COVID-19 Vaccine-Induced Myocarditis: A Systemic Review and Literature Search.
Cureus. 2022 Jul 28;14(7):e27408. doi: 10.7759/cureus.27408. PMID: 36051715;
PMCID: PM(C9419896.



Martes 8 de abril de 2025 CAMARA DE REPRESENTANTES 1141

Paknahad MH, Yancheshmeh FB, Soleimani A. Cardiovascular complications of COVID-
19 vaccines: A review of case-report and case-series studies. Heart Lung. 2023 May-
Jun;59:173-180. doi: 10.1016/j.hrtIng.2023.02.003. Epub 2023 Feb 8. PMID: 36842342;
PMCID: PMC9905103.

Montgomery J, Ryan M, Engler R, Hoffman D, McClenathan B, Collins L, Loran D, Hrncir
D, Herring K, Platzer M, Adams N, Sanou A, Cooper LT Jr. Myocarditis Following
Immunization With mRNA COVID-19 Vaccines in Members of the US Military. JAMA
Cardiol. 2021 Oct 1;6(10):1202-1206. doi: 10.1001/jamacardio.2021.2833. PMID:
34185045; PMCID: PM(C8243257.

Calcaterra G, Mehta JL, de Gregorio C, Butera G, Neroni P, Fanos V, Bassareo PP. COVID
19 Vaccine for Adolescents. Concern about Myocarditis and Pericarditis. Pediatr Rep.
2021 Sep 1;13(3):530-533. doi: 10.3390/pediatric13030061. PMID: 34564344; PMCID:
PM(C8482102.

Schauer J, Buddhe S, Colyer J, Sagiv E, Law Y, Mallenahalli Chikkabyrappa S, Portman
MA. Myopericarditis After the Pfizer Messenger Ribonucleic Acid Coronavirus Disease
Vaccine in Adolescents. J Pediatr. 2021 Nov;238:317-320. doi:
10.1016/j.jpeds.2021.06.083. Epub 2021 Jul 3. PMID: 34228985; PMCID: PM(C8253718.

Piel, Efectos adversos cutaneos:

Annabi E, Dupin N, Sohier P, Garel B, Franck N, Aractingi S, Guégan S, Oulés B. Rare
cutaneous adverse effects of COVID-19 vaccines: a case series and review of the
literature. J Eur Acad Dermatol Venereol. 2021 Dec;35(12):e847-e850. doi:
10.1111/jdv.17578. Epub 2021 Sep 2. PMID: 34363637; PMCID: PMC8447383.

Martora F, Battista T, Ruggiero A, Scalvenzi M, Villani A, Megna M, Potestio L. The
Impact of COVID-19 Vaccination on Inflammatory Skin Disorders and Other Cutaneous
Diseases: A Review of the Published Literature. Viruses. 2023 Jun 23;15(7):1423. doi:
10.3390/v15071423. PMID: 37515110; PMCID: PMC10384785.

Psoriasis. Bostan E, Elmas L, Yel B, Yalici-Armagan B. Exacerbation of plaque psoriasis
after inactivated and BNT162b2 mRNA COVID-19 vaccines: A report of two cases.
Dermatol Ther. 2021 Nov;34(6):€15110. doi: 10.1111/dth.15110. Epub 2021 Aug 30.
PMID: 34427024; PMCID: PMC8646432.

Trombocitopenia (mds de 110 refs.):

Sharifian-Dorche M, Bahmanyar M, Sharifian-Dorche A, Mohammadi P, Nomovi
M, Mowla A. Vaccine-induced immune thrombotic thrombocytopenia and cerebral
venous sinus thrombosis post COVID-19 vaccination; a systematic review. J Neurol Sci.
2021 Sep 15;428:117607. doi: 10.1016/j.jns.2021.117607. Epub 2021 Aug 3. PMID:
34365148; PMCID: PMC8330139.

Suhaimi SNAA, Zaki IAH, Noordin ZM, Hussin NSM, Ming LC, Zulkifly HH. COVID-19
vaccine-induced immune thrombotic thrombocytopenia: a review. Clin Exp Vaccine
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Res. 2023 Oct;12(4):265-290. doi: 10.7774/cevr.2023.12.4.265. Epub 2023 Oct 31.
PMID: 38025914; PMCID: PMC10655150.

Efectos sobre el Sistema Inmune:

Yoshimi R, Nakajima H. COVID-19 Vaccination and the Development of
Autoimmune Diseases. Intern Med. 2023 May 15;62(10):1387-1388. doi:
10.2169/internalmedicine.1490-22. Epub 2023 Mar 8. PMID: 36889704; PMCID:
PMC10258103.

Park HS, Byun Y, Byeon SH, Kim SS, Kim YJ, Lee CS. Retinal Hemorrhage after SARS-CoV-
2 Vaccination. J Clin Med. 2021 Dec 5;10(23):5705. doi: 10.3390/jcm10235705. PMID:
34884407; PMCID: PM(C8658415.

Hepatitis autoimmune:

Vuille-Lessard E, Montani M, Bosch J, Semmo N. Autoimmune hepatitis triggered by
SARS-CoV-2 vaccination. J Autoimmun. 2021 Sep;123:102710. doi:
10.1016/j.jaut.2021.102710. Epub 2021 Jul 28. PMID: 34332438; PMCID: PMC8316013.

Efectos sobre el Sistema Circulatorio
Linfadenopatias (mas de 30 refs.):

Keshavarz P, Yazdanpanah F, Rafiee F, Mizandari M. Lymphadenopathy Following
COVID-19 Vaccination: Imaging Findings Review. Acad Radiol. 2021 Aug;28(8):1058-
1071. doi: 10.1016/j.acra.2021.04.007. Epub 2021 May 1. PMID: 33985872; PMCID:
PMC8088218.

Lim J, Khil EK, Lee SA, Choi JA, Lee KY, Jo SW, Lee J. Analysis of clinical factors and
ultrasound features associated with COVID-19 vaccine-related axillary
lymphadenopathy: A large group study. Clin Imaging. 2024 Jan;105:110046. doi:
10.1016/j.clinimag.2023.110046. Epub 2023 Nov 28. PMID: 38039749.

Cancer

Gibo M, Kojima S, Fujisawa A, Kikuchi T, Fukushima M. Increased Age-Adjusted Cancer
Mortality After the Third mRNA-Lipid Nanoparticle Vaccine Dose During the COVID-19
Pandemic in Japan. Cureus. 2024 Apr 8;16(4):e57860. doi: 10.7759/cureus.57860.
Retraction in: Cureus. 2024 Jun 26;16(6):r143. doi: 10.7759/cureus.r143. PMID:
38721172; PMCID: PMC11077472.

Ronald Palacios Castrillo. Cancer Mortality Surges Post COVID ModRNA Vaccination.
European Journal of Clinical and Biomedical Sciences (Volume 10, Issue 2). DOI
10.11648/j.ejcbs.20241002.11

Efectos producidos por la Sinovac/CoronaVac (vacunas a virus inactivado), algunos
ejemplos:
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Erdem NS, Demirci S, Ozel T, Mamadova K, Karaali K, Celik HT, Uslu FI, Ozkaynak SS.
Acute transverse myelitis after inactivated COVID-19 vaccine. Ideggyogy Sz. 2021 Jul
30;74(7-08):273-276. English. doi: 10.18071/isz.74.0273. PMID: 34370410.

Wan EYF, Chui CSL, Lai FTT, Chan EWY, Li X, Yan VKC, Gao L, Yu Q, Lam ICH, Chun RKC,
Cowling BJ, Fong WC, Lau AYL, Mok VCT, Chan FLF, Lee CK, Chan LST, Lo D, Lau KK,
Hung IFN, Leung GM, Wong ICK. Bell's palsy following vaccination with mRNA
(BNT162b2) and inactivated (CoronaVac) SARS-CoV-2 vaccines: a case series and
nested case-control study. Lancet Infect Dis. 2022 Jan;22(1):64-72. doi: 10.1016/51473-
3099(21)00451-5. Epub 2021 Aug 16. Erratum in: Lancet Infect Dis. 2023
Oct;23(10):e400. doi: 10.1016/51473-3099(23)00561-3. PMID: 34411532; PMCID:
PMC8367195.

Rerknimitr P, Puaratanaarunkon T, Wongtada C, Wittayabusarakam N, Krithin S,
Paitoonpong L, Kumtornrut C, Kerr SJ, Asawanonda P, Jantarabenjakul W,
Klaewsongkram J. Cutaneous adverse reactions from 35,229 doses of Sinovac and
AstraZeneca COVID-19 vaccination: a prospective cohort study in healthcare workers. J
Eur Acad Dermatol Venereol. 2022 Mar;36(3):e158-e161. doi: 10.1111/jdv.17761.
Epub 2021 Oct 29. PMID: 34661934; PMCID: PMC8657530.

Hidayat R, Diafiri D, Zairinal RA, Arifin GR, Azzahroh F, Widjaya N, Fani DN, Mesiano T,
Kurniawan M, Al Rasyid, Giantini A, Haris S. Acute Ischaemic Stroke Incidence after
Coronavirus Vaccine in Indonesia: Case Series. Curr Neurovasc Res. 2021;18(3):360-
363. doi: 10.2174/1567202618666210927095613. PMID: 34579636; PMCID:
PM(C9241071.
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ANEXO 2

“Trabajos criticos seleccionados, acerca de la Eficacia de la RT-gPCR como herramienta
de Diagndstico para la COVID19”

La Scola B, Le Bideau M, Andreani J, Hoang VT, Grimaldier C, Colson P, Gautret P,
Raoult D. Viral RNA load as determined by cell culture as a management tool for
discharge of SARS-CoV-2 patients from infectious disease wards. Eur J Clin Microbiol
Infect Dis. 2020 Jun;39(6):1059-1061. doi: 10.1007/s10096-020-03913-9. Epub 2020
Apr 27. PMID: 32342252; PMCID: PMC7185831.

Axell-House DB, Lavingia R, Rafferty M, Clark E, Amirian ES, Chiao EY. The estimation
of diagnostic accuracy of tests for COVID-19: A scoping review. J Infect. 2020
Nov;81(5):681-697. doi: 10.1016/].jinf.2020.08.043. Epub 2020 Aug 31. PMID:
32882315; PMCID: PMC7457918.

Basile K, Maddocks S, Kok J, Dwyer DE. Accuracy amidst ambiguity: false positive
SARS-CoV-2 nucleic acid tests when COVID-19 prevalence is low. Pathology. 2020
Dec;52(7):809-811. doi: 10.1016/j.pathol.2020.09.009. Epub 2020 Sep 30. PMID:
33087255;

P Andrew N. Cohen, Bruce Kessel, Michael G. Milgroom. Diagnosing SARS-CoV-2
infection: the danger of over-reliance on positive test results

MCID: PMC7524665.medRxiv 2020.04.26.20080911; doi:
https://doi.org/10.1101/2020.04.26.20080911

Dahdouh E, Ldzaro-Perona F, Romero-Gémez MP, Mingorance J, Garcia-Rodriguez J.
Ct values from SARS-CoV-2 diagnostic PCR assays should not be used as direct
estimates of viral load. J Infect. 2021 Mar;82(3):414-451. doi:
10.1016/].jinf.2020.10.017. Epub 2020 Oct 24. PMID: 33131699; PMCID: PMC7585367.

Braunstein, Glenn D. MD; Schwartz, Lori MD, FACOEM; Hymel, Pamela MD, MPH,
FACOEM; Fielding, Jonathan MD, MPH, MBA. False Positive Results With SARS-CoV-2
RT-PCR Tests and How to Evaluate a RT-PCR-Positive Test for the Possibility of a False
Positive Result. Journal of Occupational and Environmental Medicine 63(3):p e159-
€162, March 2021. | DOI: 10.1097/JOM.0000000000002138

SH Lee (2021) gPCR is not PCR Just as a Straightjacket is not a Jacket-the Truth
Revealed by SARS-CoV-2 False-Positive Test Results. COVID-19 Pandemic: Case Studies
& Opinions 02 (03): 230-278.

Stang A, Robers J, Schonert B, Jockel KH, Spelsberg A, Keil U, Cullen P. The
performance of the SARS-CoV-2 RT-PCR test as a tool for detecting SARS-CoV-2
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infection in the population. J Infect. 2021 Aug;83(2):237-279. doi:
10.1016/j.jinf.2021.05.022. Epub 2021 Jun 1. PMID: 34081958; PMCID: PM(C8166461.

Lee, S.H. (2022) Evidence-Based Evaluation of PCR Diagnostics for SARS-Cov-2 and
the Omicron Variants by Sanger Sequencing. Science, Public and the Law 4:
https://doi.org/10.20944/preprints202204.0091.v1
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Martes 8 de abril de 2025 CAMARA DE REPRESENTANTES 1147

1. Cerebral venous thrombosis after COVID-19 vaccination in the
UK: a multicentre cohort study: https://www.thelancet.com/
journals/lancet/article/P11IS0140-6736(21)01608-1/

2. Vaccine-induced immune thrombotic thrombocytopenia with
disseminated intravascular coagulation and death after
ChAdOx1 nCoV-19 vaccination: https://
www.sciencedirect.com/science/article/pii/
S1052305721003414

3. Fatal cerebral hemorrhage after COVID-19 vaccine: https://
pubmed.ncbi.nim.nih.gov/33928772/

4. Myocarditis after mRNA vaccination against SARS-CoV-2, a
case series: https://www.sciencedirect.com/science/article/
pii/S2666602221000409

5. Three cases of acute venous thromboembolism in women
after vaccination against COVID-19: https://
www.sciencedirect.com/science/article/pii/
S2213333X21003929

6. Acute thrombosis of the coronary tree after vaccination
against COVID-19: https://www.sciencedirect.com/science/
article/abs/pii/S1936879821003988

7. US case reports of cerebral venous sinus thrombosis with
thrombocytopenia after vaccination with Ad26.COV2.S
(against covid-19), March 2 to April 21, 2020: https://
pubmed.ncbi.nim.nih.gov/33929487/

8. Portal vein thrombosis associated with ChAdOx1 nCov-19
vaccine: https://www.thelancet.com/journals/langas/article/
P11S2468-1253(21)00197-7/

9. Management of cerebral and splanchnic vein thrombosis
associated with thrombocytopenia in subjects previously
vaccinated with Vaxzevria (AstraZeneca): position statement
of the Italian Society for the Study of Hemostasis and
Thrombosis (SISET): https://pubmed.ncbi.nim.nih.gov/
33871350/
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10. Vaccine-induced immune immune thrombotic
thrombocytopenia and cerebral venous sinus thrombosis after
vaccination with COVID-19; a systematic review: https://
www.sciencedirect.com/science/article/pii/
S0022510X21003014

11. Thrombosis with thrombocytopenia syndrome associated with
COVID-19 vaccines: https://www.sciencedirect.com/science/
article/abs/pii/S0735675721004381

12. Covid-19 vaccine-induced thrombosis and thrombocytopenia:
a commentary on an important and practical clinical dilemma:
https://www.sciencedirect.com/science/article/abs/pii/
S0033062021000505

13. Thrombosis with thrombocytopenia syndrome associated with
COVID-19 viral vector vaccines: https://
www.sciencedirect.com/science/article/abs/pii/
S0953620521001904

14. COVID-19 vaccine-induced immune-immune thrombotic
thrombocytopenia: an emerging cause of splanchnic vein
thrombosis: https://www.sciencedirect.com/science/article/
pii/S1665268121000557

15. The roles of platelets in COVID-19-associated coagulopathy
and vaccine-induced immune thrombotic immune
thrombocytopenia (covid): https://www.sciencedirect.com/
science/article/pii/S1050173821000967

16. Roots of autoimmunity of thrombotic events after COVID-19
vaccination: https://www.sciencedirect.com/science/article/
abs/pii/S1568997221002160

17. Cerebral venous sinus thrombosis after vaccination: the
United Kingdom experience: https://www.thelancet.com/
journals/lancet/article/Pl1IS0140-6736(21)01788-8/fulltext

18. Thrombotic immune thrombocytopenia induced by SARS-
CoV-2 vaccine: https://www.nejm.org/doi/full/10.1056/
nejme2106315

19. Myocarditis after immunization with COVID-19 mRNA
vaccines in members of the US military. This article reports
that in “23 male patients, including 22 previously healthy




Martes 8 de abril de 2025 CAMARA DE REPRESENTANTES 1149

20.

21

22.

23.

24.

25.

20.

27.

28.

military members, myocarditis was identified within 4 days
after receipt of the vaccine”: https://jamanetwork.com/
journals/jamacardiology/fullarticle/2781601

Thrombosis and thrombocytopenia after vaccination with
ChAdOx1 nCoV-19: https://www.nejm.org/doi/full/10.1056/
NEJMoa21048827?query=recirc_curatedRelated article

. Association of myocarditis with the BNT162b2 messenger

RNA COVID-19 vaccine in a case series of children: https://
pubmed.ncbi.nlm.nih.qov/34374740/

Thrombotic thrombocytopenia after vaccination with
ChAdOx1 nCov-19: https://www.nejm.org/doi/full/10.1056/
NEJMoa21048407?query=recirc_curatedRelated article

Post-mortem findings in vaccine-induced thrombotic
thrombocytopenia (covid-19): https://haematologica.org/
article/view/haematol.2021.279075

Thrombocytopenia, including immune thrombocytopenia after
receiving COVID-19 mRNA vaccines reported to the Vaccine
Adverse Event Reporting System (VAERS): https://
www.sciencedirect.com/science/article/pii/
S0264410X21005247

Acute symptomatic myocarditis in seven adolescents after
Pfizer-BioNTech COVID-19 vaccination: https://
pediatrics.aappublications.org/content/early/2021/06/04/
peds.2021-052478

Aphasia seven days after the second dose of an mRNA-based
SARS-CoV-2 vaccine. Brain MRI revealed an intracerebral
hemorrhage (ICBH) in the left temporal lobe in a 52-year-old
man. https://www.sciencedirect.com/science/article/pii/
S2589238X21000292#f0005

Comparison of vaccine-induced thrombotic episodes
between ChAdOx1 nCoV-19 and Ad26.COV.2.S vaccines:
https://www.sciencedirect.com/science/article/abs/pii/
S0896841121000895

Hypothesis behind the very rare cases of thrombosis with
thrombocytopenia syndrome after SARS-CoV-2 vaccination:
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https://www.sciencedirect.com/science/article/abs/pii/
S0049384821003315

29. Blood clots and bleeding episodes after BNT162b2 and
ChAdOx1 nCoV-19 vaccination: analysis of European data:
https://www.sciencedirect.com/science/article/pii/
S0896841121000937

30. Cerebral venous thrombosis after BNT162b2 mRNA SARS-
CoV-2 vaccine: https://www.sciencedirect.com/science/
article/abs/pii/S1052305721003098

31. Primary adrenal insufficiency associated with thrombotic
immune thrombocytopenia induced by the Oxford-
AstraZeneca ChAdOx1 nCoV-19 vaccine (VITT): https://
www.sciencedirect.com/science/article/pii/
S0953620521002363

32. Myocarditis and pericarditis after vaccination with COVID-19
MRNA: practical considerations for care providers: https://
www.sciencedirect.com/science/article/pii/
S0828282X21006243

33. “Portal vein thrombosis occurring after the first dose of SARS-
CoV-2 mRNA vaccine in a patient with antiphospholipid
syndrome”: https://www.sciencedirect.com/science/article/pii/
S2666572721000389

34. Early results of bivalirudin treatment for thrombotic
thrombocytopenia and cerebral venous sinus thrombosis after
vaccination with Ad26.COV2.S: https://
www.sciencedirect.com/science/article/pii/
S0196064421003425

35. Myocarditis, pericarditis and cardiomyopathy after COVID-19
vaccination: https://www.sciencedirect.com/science/article/
pii/S1443950621011562

36. Mechanisms of immunothrombosis in vaccine-induced
thrombotic thrombocytopenia (VITT) compared to natural
SARS-CoV-2 infection: https://www.sciencedirect.com/
science/article/abs/pii/S0896841121000706
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37. Prothrombotic immune thrombocytopenia after COVID-19
vaccination: https://www.sciencedirect.com/science/article/
pii/S0006497121009411

38. Vaccine-induced thrombotic thrombocytopenia: the dark
chapter of a success story: https://www.sciencedirect.com/
science/article/pii/S2589936821000256

39. Cerebral venous sinus thrombosis negative for anti-PF4
antibody without thrombocytopenia after immunization with
COVID-19 vaccine in a non-comorbid elderly Indian male
treated with conventional heparin-warfarin based
anticoagulation: https://www.sciencedirect.com/science/
article/pii/S1871402121002046

40. Thrombosis after COVID-19 vaccination: possible link to ACE
pathways: https://www.sciencedirect.com/science/article/pii/
S0049384821004369

41. Cerebral venous sinus thrombosis in the U.S. population after
SARS-CoV-2 vaccination with adenovirus and after
COVID-19: https://www.sciencedirect.com/science/article/pii/
S0735109721051949

42. A rare case of a middle-aged Asian male with cerebral venous
thrombosis after AstraZeneca COVID-19 vaccination: https://
www.sciencedirect.com/science/article/pii/
S0735675721005714

43. Cerebral venous sinus thrombosis and thrombocytopenia
after COVID-19 vaccination: report of two cases in the United
Kingdom: https://www.sciencedirect.com/science/article/abs/
pii/S088915912100163X

44. Immune thrombocytopenic purpura after vaccination with
COVID-19 vaccine (ChAdOx1 nCov-19): https://
www.sciencedirect.com/science/article/abs/pii/
S0006497121013963.

45. Antiphospholipid antibodies and risk of thrombophilia after
COVID-19 vaccination: the straw that breaks the camel’s
back?: https://docs.google.com/document/d/
1XzajasO8VMMnC3CdxSBKks107kiOLXFQ
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46. Vaccine-induced thrombotic thrombocytopenia, a rare but
severe case of friendly fire in the battle against the COVID-19
pandemic: What pathogenesis?: https://
www.sciencedirect.com/science/article/pii/
S0953620521002314

47. Diagnostic-therapeutic recommendations of the ad-hoc
FACME expert working group on the management of cerebral
venous thrombosis related to COVID-19 vaccination: https://
www.sciencedirect.com/science/article/pii/
S0213485321000839

48. Thrombocytopenia and intracranial venous sinus thrombosis
after exposure to the “AstraZeneca COVID-19 vaccine”:
https://pubmed.ncbi.nim.nih.gov/33918932/

49. Thrombocytopenia following Pfizer and Moderna SARS-CoV-2
vaccination: https://pubmed.ncbi.nim.nih.gov/33606296/

50. Severe and refractory immune thrombocytopenia occurring
after SARS-CoV-2 vaccination: https://
pubmed.ncbi.nim.nih.gov/33854395/

51. Purpuric rash and thrombocytopenia after mRNA-1273
(Modern) COVID-19 vaccine: https://www.ncbi.nlm.nih.gov/
pmc/articles/PMC7996471/

52. COVID-19 vaccination: information on the occurrence of
arterial and venous thrombosis using data from VigiBase:
https://pubmed.ncbi.nlm.nih.qgov/33863748/

53. Cerebral venous thrombosis associated with the covid-19
vaccine in Germany: https://onlinelibrary.wiley.com/doi/
10.1002/ana.26172

54. Cerebral venous thrombosis following BNT162b2 mRNA
vaccination of BNT162b2 against SARS-CoV-2: a black swan
event: https://pubmed.ncbi.nim.nih.gov/34133027/

55. The importance of recognizing cerebral venous thrombosis
following anti-COVID-19 vaccination: https://
pubmed.ncbi.nim.nih.gov/34001390/

56. Thrombosis with thrombocytopenia after messenger RNA
vaccine -1273: https://pubmed.ncbi.nlm.nih.gov/34181446/
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Blood clots and bleeding after BNT162b2 and ChAdOx1
nCoV-19 vaccination: an analysis of European data: https://
pubmed.ncbi.nim.nih.gov/34174723/

First dose of ChAdOx1 and BNT162b2 COVID-19 vaccines
and thrombocytopenic, thromboembolic, and hemorrhagic
events in Scotland: https://www.nature.com/articles/
s41591-021-01408-4

Exacerbation of immune thrombocytopenia after COVID-19
vaccination: https://pubmed.ncbi.nim.nih.gov/34075578/

First report of a de novo ITTP episode associated with a
COVID-19 mRNA-based anti-COVID-19 vaccine: https://
pubmed.ncbi.nlm.nih.gov/34105244/

PF4 immunoassays in vaccine-induced thrombotic
thrombocytopenia: https://www.nejm.org/doi/full/10.1056/
NEJMc2106383

Antibody epitopes in vaccine-induced immune immune
thrombotic thrombocytopenia: https://www.nature.com/
articles/s41586-021-03744-4

Myocarditis with COVID-19 mRNA vaccines: https://
www.ahajournals.org/doi/pdf/10.1161/
CIRCULATIONAHA.121.056135

Myocarditis and pericarditis after COVID-19 vaccination:
https://jamanetwork.com/journals/jama/fullarticle/2782900

Myocarditis temporally associated with COVID-19
vaccination: https://www.ahajournals.org/doi/pdf/10.1161/
CIRCULATIONAHA.121.055891.

COVID-19 Vaccination Associated with Myocarditis in
Adolescents: https://pediatrics.aappublications.org/content/
pediatrics/early/2021/08/12/peds.2021-053427 .full.pdf

Acute myocarditis after administration of BNT162b2 vaccine
against COVID-19: https://pubmed.ncbi.nim.nih.gov/
33994339/

Temporal association between COVID-19 vaccine
Ad26.COV2.S and acute myocarditis: case report and review
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69.

70.
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2.

73.

4.

75.

/6.

77.

of the literature: https://www.sciencedirect.com/science/
article/pii/S1553838921005789

COVID-19 vaccine-induced myocarditis: a case report with
review of the literature: https://www.sciencedirect.com/
science/article/pii/S1871402121002253

Potential association between COVID-19 vaccine and
myocarditis: clinical and CMR findings: https://
www.sciencedirect.com/science/article/pii/
S1936878X2100485X

Recurrence of acute myocarditis temporally associated with
receipt of coronavirus mRNA disease vaccine 2019
(COVID-19) in a male adolescent: https://
www.sciencedirect.com/science/article/pii/
S002234762100617X

Fulminant myocarditis and systemic hyper inflammation
temporally associated with BNT162b2 COVID-19 mRNA
vaccination in two patients: https://www.sciencedirect.com/
science/article/pii/S0167527321012286.

Acute myocarditis after administration of BNT162b2 vaccine:
https://www.sciencedirect.com/science/article/pii/
S2214250921001530

Lymphohistocytic myocarditis after vaccination with
COVID-19 Ad26.COV2.S viral vector: https://
www.sciencedirect.com/science/article/pii/

S2352906721001573

Myocarditis following vaccination with BNT162b2 in a healthy
male: https://www.sciencedirect.com/science/article/pii/
S0735675721005362

Acute myocarditis after Comirnaty (Pfizer) vaccination in a
healthy male with previous SARS-CoV-2 infection: https://
www.sciencedirect.com/science/article/pii/

S$1930043321005549

Myopericarditis after Pfizer mRNA COVID-19 vaccination in
adolescents: https://www.sciencedirect.com/science/article/
pii/S002234762100665X
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78. Pericarditis after administration of BNT162b2 mRNA
COVID-19 mRNA vaccine: https://www.sciencedirect.com/
science/article/pii/S1885585721002218

79. Acute myocarditis after vaccination with SARS-CoV-2
MRNA-1273 mRNA: https://www.sciencedirect.com/science/
article/pii/S2589790X21001931

80. Temporal relationship between the second dose of BNT162b2
MRNA Covid-19 vaccine and cardiac involvement in a patient
with previous SARS-COV-2 infection: https://
www.sciencedirect.com/science/article/pii/
S2352906721000622

81. Myopericarditis after vaccination with COVID-19 mRNA in
adolescents 12 to 18 years of age: https://
www.sciencedirect.com/science/article/pii/
S0022347621007368

82. Acute myocarditis after SARS-CoV-2 vaccination in a 24-year-
old man: https://www.sciencedirect.com/science/article/pii/
S0870255121003243

83. Important information on myopericarditis after vaccination
with Pfizer COVID-19 mRNA in adolescents: https://
www.sciencedirect.com/science/article/pii/
S0022347621007496

84. A series of patients with myocarditis after vaccination against
SARS-CoV-2 with mRNA-1279 and BNT162b2: https://
www.sciencedirect.com/science/article/pii/
S1936878X21004861

85. Takotsubo cardiomyopathy after vaccination with mRNA
COVID-19: https://www.sciencedirect.com/science/article/pii/
S1443950621011331

86. COVID-19 mRNA vaccination and myocarditis: https://
pubmed.ncbi.nim.nih.gov/34268277/

87.COVID-19 vaccine and myocarditis: https://
pubmed.ncbi.nim.nih.gov/34399967/

88. Epidemiology and clinical features of myocarditis/pericarditis
before the introduction of COVID-19 mRNA vaccine in Korean
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children: a multicenter study https://search.bvsalud.org/
global-literature-on-novel-coronavirus-2019-ncov/resourc e/
en/covidwho-1360706.

89. COVID-19 vaccines and myocarditis: https://
pubmed.ncbi.nim.nih.gov/34246566/

90. Myocarditis and other cardiovascular complications of
COVID-19 mRNA-based COVID-19 vaccines https://
www.cureus.com/articles/61030-myocarditis-and-other-
cardiovascular-comp lications-of-the-mrna-based-covid-19-
vaccines https://www.cureus.com/articles/61030-myocarditis-
and-other-cardiovascular-complications-of-the-mrna-based-
covid-19-vaccines

91. Myocarditis, pericarditis, and cardiomyopathy after COVID-19
vaccination: https://pubmed.ncbi.nlm.nih.gov/34340927/

92. Myocarditis with covid-19 mRNA vaccines: https://
www.ahajournals.org/doi/10.1161/
CIRCULATIONAHA.121.056135

93. Association of myocarditis with COVID-19 mRNA vaccine in
children: https://media.jamanetwork.com/news-item/
association-of-myocarditis-with-mrna-co vid-19-vaccine-in-
children/

94. Association of myocarditis with COVID-19 messenger RNA
vaccine BNT162b2 in a case series of children: https://
jamanetwork.com/journals/jamacardiology/fullarticle/2783052

95. Myocarditis after immunization with COVID-19 mRNA
vaccines in members of the U.S. military: https://
jamanetwork.com/journals/jamacardiology/fullarticle/
2781601%5C

96. Myocarditis occurring after immunization with COVID-19
MRBNA-based COVID-19 vaccines: https://jamanetwork.com/
journals/jamacardiology/fullarticle/2781600

97. Myocarditis following immunization with Covid-19 mRNA:
https://www.nejm.org/doi/full/10.1056/NEJMc2109975
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98. Patients with acute myocarditis after vaccination
withCOVID-19 mRNA: https://jamanetwork.com/journals/
jamacardiology/fullarticle/2781602

99. Myocarditis associated with vaccination with COVID-19
mRNA: https://pubs.rsna.org/doi/10.1148/radiol.2021211430

100.Symptomatic Acute Myocarditis in 7 Adolescents after Pfizer-
BioNTech COVID-19 Vaccination: https://
pediatrics.aappublications.org/content/148/3/e2021052478

101.Cardiovascular magnetic resonance imaging findings in
young adult patients with acute myocarditis after COVID-19
mMRNA vaccination: a case series: https://jcmr-
online.biomedcentral.com/articles/10.1186/
s12968-021-00795-4

102.Clinical Guidance for Young People with Myocarditis and
Pericarditis after Vaccination with COVID-19 mRNA: https://
www.cps.ca/en/documents/position/clinical-guidance-for-
youth-with-myocarditis-and-pericarditis

103.Cardiac imaging of acute myocarditis after vaccination with
COVID-19 mRNA: https://pubmed.ncbi.nim.nih.gov/
34402228/

104.Case report: acute myocarditis after second dose of
MRNA-1273 SARS-CoV-2 mRNA vaccine: https://
academic.oup.com/ehjcr/article/5/8/ytab319/6339567

105.Myocarditis / pericarditis associated with COVID-19 vaccine:
https://science.gc.ca/eic/site/063.nsf/eng/h 98291.html

106.Transient cardiac injury in adolescents receiving the
BNT162b2 mRNA COVID-19 vaccine: https://
journals.lww.com/pidj/Abstract/9000/
Transient Cardiac Injury in_Adolesce
nts Receiving.95800.aspx

107.Perimyocarditis in adolescents after Pfizer-BioNTech
COVID-19 vaccine: https://academic.oup.com/jpids/advance-
article/doi/10.1093/jpids/piab060/6329543
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108.The new COVID-19 mRNA vaccine platform and myocarditis:
clues to the possible underlying mechanism: https://
pubmed.ncbi.nlm.nih.gov/34312010/

109.Acute myocardial injury after COVID-19 vaccination: a case
report and review of current evidence from the Vaccine
Adverse Event Reporting System database: https://
pubmed.ncbi.nim.nih.gov/34219532/

110.Be alert to the risk of adverse cardiovascular events after
COVID-19 vaccination: https://www.xiahepublishing.com/m/
2472-0712/ERHM-2021-00033

111.Myocarditis associated with COVID-19 vaccination:
echocardiographic, cardiac tomography, and magnetic
resonance imaging findings: https://www.ahajournals.org/doi/
10.1161/CIRCIMAGING.121.013236

112.In-depth evaluation of a case of presumed myocarditis after
the second dose of COVID-19 mRNA vaccine: https://
www.ahajournals.org/doi/10.1161/
CIRCULATIONAHA.121.056038

113.0ccurrence of acute infarct-like myocarditis after COVID-19
vaccination: just an accidental coincidence or rather a
vaccination-associated autoimmune myocarditis?: https://
pubmed.ncbi.nim.nih.gov/34333695/

114.Recurrence of acute myocarditis temporally associated with
receipt of coronavirus mMRNA disease vaccine 2019
(COVID-19) in a male adolescent: https://
www.ncbi.nlm.nih.gov/pmc/articles/PMC8216855/

115.Myocarditis after SARS-CoV-2 vaccination: a vaccine-
induced reaction?: https://pubmed.ncbi.nim.nih.gov/
34118375/

116.Self-limited myocarditis presenting with chest pain and ST-
segment elevation in adolescents after vaccination with the
BNT162b2 mRNA vaccine: https://pubmed.ncbi.nim.nih.gov/
34180390/

117.Myopericarditis in a previously healthy adolescent male after
COVID-19 vaccination: Case report: https://
pubmed.ncbi.nim.nih.gov/34133825/
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118.Biopsy-proven lymphocytic myocarditis after first COVID-19
MRNA vaccination in a 40-year-old man: case report: https://
pubmed.ncbi.nlm.nih.gov/34487236/

119.Insights from a murine model of COVID-19 mRNA vaccine-
induced myopericarditis: could accidental intravenous
injection of a vaccine induce myopericarditis https://
academic.oup.com/cid/advance-article/doi/10.1093/cid/
ciab741/6359059

120.Unusual presentation of acute perimyocarditis after modern
SARS-COV-2 mRNA-1237 vaccination: https://
pubmed.ncbi.nlm.nih.gov/34447639/

121.Perimyocarditis after the first dose of mMRNA-1273 SARS-
CoV-2 (Modern) mRNA-1273 vaccine in a young healthy male:
case report: https://bmccardiovascdisord.biomedcentral.com/
articles/10.1186/s12872-021-02183

122.Acute myocarditis after the second dose of SARS-CoV-2
vaccine: serendipity or causal relationship: https://
pubmed.ncbi.nim.nih.gov/34236331/

123.Rhabdomyolysis and fasciitis induced by the COVID-19
MRNA vaccine: https://pubmed.ncbi.nim.nih.gov/34435250/

124.COVID-19 vaccine-induced rhabdomyolysis: case report with
literature review: https://pubmed.ncbi.nim.nih.qgov/34186348/.

125.GM1 ganglioside antibody and COVID-19-related Guillain
Barre syndrome: case report, systemic review, and
implications for vaccine development: https://
www.sciencedirect.com/science/article/pii/
S2666354621000065

126.Guillain-Barré syndrome after AstraZeneca COVID-19
vaccination: causal or casual association: https://

www.sciencedirect.com/science/article/pii/
S0303846721004169

127.Sensory Guillain-Barré syndrome after ChAdOx1 nCov-19
vaccine: report of two cases and review of the literature:
https://www.sciencedirect.com/science/article/pii/
S0165572821002186
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128.Guillain-Barré syndrome after the first dose of SARS-CoV-2
vaccine: a temporary occurrence, not a causal association:

https://www.sciencedirect.com/science/article/pii/
S2214250921000998.

129.Guillain-Barré syndrome presenting as facial diplegia after
vaccination with COVID-19: a case report: https://
www.sciencedirect.com/science/article/pii/
S0736467921006442

130.Guillain-Barré syndrome after the first injection of ChAdOXx1
nCoV-19 vaccine: first report: https://www.sciencedirect.com/
science/article/pii/S0035378721005853.

131.SARS-CoV-2 vaccines are not safe for those with Guillain-
Barre syndrome following vaccination: https://
www.sciencedirect.com/science/article/pii/
S2049080121005343

132.Acute hyperactive encephalopathy following COVID-19
vaccination with dramatic response to methylprednisolone: a
case report: https://www.sciencedirect.com/science/article/
pii/S2049080121007536

133.Facial nerve palsy following administration of COVID-19
MRNA vaccines: analysis of self-report database: https://
www.sciencedirect.com/science/article/pii/
S1201971221007049

134.Neurological symptoms and neuroimaging alterations related
to COVID-19 vaccine: cause or coincidence: https://
www.sciencedirect.com/science/article/pii/
S0899707121003557.

135.New-onset refractory status epilepticus after ChAdOx1
nCoV-19 vaccination: https://www.sciencedirect.com/science/
article/pii/S0165572821001569

136.Acute myelitis and ChAdOx1 nCoV-19 vaccine: coincidental
or causal association: https://www.sciencedirect.com/
science/article/pii/S0165572821002137

137.Bell’s palsy and SARS-CoV-2 vaccines: an unfolding story:
https://www.sciencedirect.com/science/article/pii/
S1473309921002735
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138.Bell’s palsy after the second dose of the Pfizer COVID-19
vaccine in a patient with a history of recurrent Bell’s palsy:

https://www.sciencedirect.com/science/article/pii/
S266635462100020X

139.Acute-onset central serous retinopathy after immunization
with COVID-19 mRNA vaccine:. https://
www.sciencedirect.com/science/article/pii/
S2451993621001456.

140.Bell’s palsy after COVID-19 vaccination: case report: https://
www.sciencedirect.com/science/article/pii/
S217358082100122X.

141.An academic hospital experience assessing the risk of
COVID-19 mRNA vaccine using patient’s allergy history:
https://www.sciencedirect.com/science/article/pii/
S2213219821007972

142.COVID-19 vaccine-induced axillary and pectoral
lymphadenopathy in PET: https://www.sciencedirect.com/
science/article/pii/S1930043321002612

143.ANCA-associated vasculitis after Pfizer-BioNTech COVID-19
vaccine: https://www.sciencedirect.com/science/article/pii/
S0272638621007423

144.Late cutaneous reactions after administration of COVID-19
MRNA vaccines: https://www.sciencedirect.com/science/
article/pii/S2213219821007996

145.COVID-19 vaccine-induced rhabdomyolysis: case report with
review of the literature: https://www.sciencedirect.com/
science/article/pii/S1871402121001880

146.Clinical and pathologic correlates of skin reactions to
COVID-19 vaccine, including V-REPP: a registry-based study:
https://www.sciencedirect.com/science/article/pii/
S0190962221024427

147.Thrombosis with thrombocytopenia syndrome associated
with COVID-19 vaccines:. https://www.sciencedirect.com/
science/article/abs/pii/S0735675721004381.
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148.COVID-19 vaccine-associated anaphylaxis: a statement from
the Anaphylaxis Committee of the World Allergy Organization:.
https://www.sciencedirect.com/science/article/pii/
S1939455121000119.

149.Cerebral venous sinus thrombosis negative for anti-PF4
antibody without thrombocytopenia after immunization with
COVID-19 vaccine in an elderly, non-comorbid Indian male
treated with conventional heparin-warfarin-based
anticoagulation:. https://www.sciencedirect.com/science/
article/pii/S1871402121002046.

150.Acute myocarditis after administration of BNT162b2 vaccine
against COVID-19:. https://www.sciencedirect.com/science/
article/abs/pii/S188558572100133X

151.Blood clots and bleeding after BNT162b2 and ChAdOx1
nCoV-19 vaccine: an analysis of European data:. https://
www.sciencedirect.com/science/article/pii/
S0896841121000937.

152.immune thrombocytopenia associated with Pfizer-BioNTech’s
COVID-19 BNT162b2 mRNA vaccine:. https://
www.sciencedirect.com/science/article/pii/
S2214250921002018.

153.Bullous drug eruption after the second dose of COVID-19
MRNA-1273 (Moderna) vaccine: Case report: https://
www.sciencedirect.com/science/article/pii/
S1876034121001878.

154.COVID-19 RNA-based vaccines and the risk of prion disease:
https://scivisionpub.com/pdfs/covid19rna-based-vaccines-
and-the-risk-of-prion-dis ease-1503.pdf

155.This study notes that 115 pregnant women lost their babies,
out of 827 who participated in a study on the safety of
covid-19 vaccines: https://www.nejm.org/doi/full/10.1056/
NEJMo0a2104983.

156.Process-related impurities in the ChAdOx1 nCov-19 vaccine:
https://www.researchsquare.com/article/rs-477964/v1
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157.COVID-19 mRNA vaccine causing CNS inflammation: a case
series: https://link.springer.com/article/10.1007/
s00415-021-10780-7

158.Allergic reactions, including anaphylaxis, after receiving the
first dose of the Pfizer-BioNTech COVID-19 vaccine: https://
pubmed.ncbi.nim.nih.gov/33475702/

159.Allergic reactions to the first COVID-19 vaccine: a potential
role of polyethylene glycol: https://pubmed.ncbi.nim.nih.gov/
33320974/

160.Pfizer Vaccine Raises Allergy Concerns: https://
pubmed.ncbi.nlm.nih.gov/33384356/

161.Allergic reactions, including anaphylaxis, after receiving the
first dose of Pfizer-BioNTech COVID-19 vaccine — United
States, December 14-23, 2020: https://
pubmed.ncbi.nlm.nih.gov/33444297/

162.Allergic reactions, including anaphylaxis, after receiving first
dose of Modern COVID-19 vaccine — United States,
December 21, 2020-January 10, 2021: https://
pubmed.ncbi.nlm.nih.gov/33507892/

163.Reports of anaphylaxis after coronavirus disease vaccination
2019, South Korea, February 26-April 30, 2021: https://
pubmed.ncbi.nim.nih.gov/34414880/

164.Reports of anaphylaxis after receiving COVID-19 mRNA
vaccines in the U.S.-Dec 14, 2020-Jan 18, 2021: https://
pubmed.ncbi.nim.nih.gov/33576785/

165.Immunization practices and risk of anaphylaxis: a current,
comprehensive update of COVID-19 vaccination data: https://
pubmed.ncbi.nlm.nih.gov/34269740/

166.Relationship between pre-existing allergies and anaphylactic
reactions following administration of COVID-19 mRNA
vaccine: https://pubmed.ncbi.nim.nih.gov/34215453/

167.Anaphylaxis Associated with COVID-19 mRNA Vaccines:
Approach to Allergy Research: https://
pubmed.ncbi.nim.nih.gov/33932618/
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168.Severe Allergic Reactions after COVID-19 Vaccination with
the Pfizer / BioNTech Vaccine in Great Britain and the USA:
Position Statement of the German Allergy Societies: German
Medical Association of Allergologists (AeDA), German Society
for Allergology and Clinical Immunology (DGAKI) and Society
for Pediatric Allergology and Environmental Medicine (GPA):
https://pubmed.ncbi.nim.nih.gov/33643776/

169.Allergic reactions and anaphylaxis to LNP-based COVID-19
vaccines: https://pubmed.ncbi.nim.nih.gov/33571463/

170.Reported orofacial adverse effects from COVID-19 vaccines:
the known and the unknown: https://
pubmed.ncbi.nlm.nih.gov/33527524/

171.Cutaneous adverse effects of available COVID-19 vaccines:
https://pubmed.ncbi.nim.nih.gov/34518015/

172.Cumulative adverse event report of anaphylaxis following
injections of COVID-19 mRNA vaccine (Pfizer-BioNTech) in
Japan: the first month report: https://
pubmed.ncbi.nim.nih.gov/34347278/

173.COVID-19 vaccines increase the risk of anaphylaxis: https://
pubmed.ncbi.nim.nih.gov/33685103/

174 .Biphasic anaphylaxis after exposure to the first dose of the
Pfizer-BioNTech COVID-19 mRNA vaccine COVID-19: https://
pubmed.ncbi.nim.nih.gov/34050949/

175.Allergenic components of the mMRNA-1273 vaccine for
COVID-19: possible involvement of polyethylene glycol and
|lgG-mediated complement activation: https://
pubmed.ncbi.nim.nih.gov/33657648/

176.Polyethylene glycol (PEG) is a cause of anaphylaxis to Pfizer /
BioNTech mRNA COVID-19 vaccine: https://
pubmed.ncbi.nlm.nih.gov/33825239/

177.Acute allergic reactions to COVID-19 mRNA vaccines:
https://pubmed.ncbi.nim.nih.gov/33683290/

178.Polyethylene glycole allergy of the SARS CoV2 vaccine
recipient: case report of a young adult recipient and
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management of future exposure to SARS-CoV2: https://
pubmed.ncbi.nlm.nih.gov/33919151/

179.Elevated rates of anaphylaxis after vaccination with Pfizer
BNT162b2 mRNA vaccine against COVID-19 in Japanese
healthcare workers; a secondary analysis of initial post-
approval safety data: https://pubmed.ncbi.nim.nih.gov/
34128049/

180.Allergic reactions and adverse events associated with
administration of mMRNA-based vaccines. A health system
experience: https://pubmed.ncbi.nim.nih.gov/34474708/

181.Allergic reactions to COVID-19 vaccines: statement of the
Belgian Society of Allergy and Clinical Immunology (BelSACI):
https://www.tandfonline.com/doi/abs/
10.1080/17843286.2021.1909447

182..IgE-mediated allergy to polyethylene glycol (PEG) as a cause
of anaphylaxis to COVID-19 mRNA vaccines: https://
pubmed.ncbi.nim.nih.gov/34318537/

183.Allergic reactions after COVID-19 vaccination: putting the risk
in perspective: https://pubmed.ncbi.nim.nih.gov/34463751/

184.Anaphylactic reactions to COVID-19 mRNA vaccines: a call
for further studies: https://pubmed.ncbi.nim.nih.gov/
33846043/ 188.

185.Risk of severe allergic reactions to COVID-19 vaccines
among patients with allergic skin disease: practical
recommendations. An ETFAD position statement with external
experts: https://pubmed.ncbi.nlm.nih.gov/33752263/

186.COVID-19 vaccine and death: causality algorithm according
to the WHO eligibility diagnosis: https://
pubmed.ncbi.nim.nih.gov/34073536/

187.Fatal brain hemorrhage after COVID-19 vaccine: https://
pubmed.ncbi.nlm.nih.gov/33928772/

188.A case series of skin reactions to COVID-19 vaccine in the
Department of Dermatology at Loma Linda University: https://
pubmed.ncbi.nlm.nih.qov/34423106/
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189.Skin reactions reported after Moderna and Pfizer’s COVID-19
vaccination: a study based on a registry of 414 cases: https://
pubmed.ncbi.nlm.nih.gov/33838206/

190.Clinical and pathologic correlates of skin reactions to
COVID-19 vaccine, including V-REPP: a registry-based study:
https://pubmed.ncbi.nim.nih.gov/34517079/

191.Skin reactions after vaccination against SARS-COV-2: a
nationwide Spanish cross-sectional study of 405 cases:
https://pubmed.ncbi.nim.nih.gov/34254291/

192.Varicella zoster virus and herpes simplex virus reactivation
after vaccination with COVID-19: review of 40 cases in an
international dermatologic registry: https://
pubmed.ncbi.nim.nih.gov/34487581/

193.Immune thrombosis and thrombocytopenia (VITT) associated
with the COVID-19 vaccine: diagnostic and therapeutic
recommendations for a new syndrome: https://
pubmed.ncbi.nim.nih.gov/33987882/

194 .Laboratory testing for suspicion of COVID-19 vaccine-
induced thrombotic (immune) thrombocytopenia: https://
pubmed.ncbi.nim.nih.gov/34138513/

195.Intracerebral hemorrhage due to thrombosis with
thrombocytopenia syndrome after COVID-19 vaccination: the
first fatal case in Korea: https://pubmed.ncbi.nim.nih.gov/
34402235/

196.Risk of thrombocytopenia and thromboembolism after
covid-19 vaccination and positive SARS-CoV-2 tests: self-
controlled case series study: https://
pubmed.ncbi.nim.nih.gov/34446426/

197 .Vaccine-induced immune thrombotic thrombocytopenia and
cerebral venous sinus thrombosis after covid-19 vaccination;
a systematic review: https://pubmed.ncbi.nim.nih.gov/
34365148/.

198.Nerve and muscle adverse events after vaccination with
COVID-19: a systematic review and meta-analysis of clinical
trials: https://pubmed.ncbi.nim.nih.gov/34452064/.
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199.A rare case of cerebral venous thrombosis and disseminated
intravascular coagulation temporally associated with
administration of COVID-19 vaccine: https://
pubmed.ncbi.nlm.nih.gov/33917902/

200.Primary adrenal insufficiency associated with thrombotic
immune thrombocytopenia induced by Oxford-AstraZeneca
ChAdOx1 nCoV-19 vaccine (VITT): https://
pubmed.ncbi.nim.nih.gov/34256983/

201.Acute cerebral venous thrombosis and pulmonary artery
embolism associated with the COVID-19 vaccine: https://
pubmed.ncbi.nlm.nih.gov/34247246/.

202.Thromboaspiration infusion and fibrinolysis for
portomesenteric thrombosis after administration of
AstraZeneca COVID-19 vaccine: https://
pubmed.ncbi.nlm.nih.gov/34132839/

203.59-year-old woman with extensive deep venous thrombosis
and pulmonary thromboembolism 7 days after a first dose of
Pfizer-BioNTech BNT162b2 mRNA vaccine COVID-19: https://
pubmed.ncbi.nim.nih.gov/34117206/

204.Cerebral venous thrombosis and vaccine-induced
thrombocytopenia.a. Oxford-AstraZeneca COVID-19: a
missed opportunity for a rapid return on experience: https://
pubmed.ncbi.nim.nih.gov/34033927/

205.Myocarditis and other cardiovascular complications of
MRNA-based COVID-19 vaccines: https://
pubmed.ncbi.nim.nih.gov/34277198/

206.Pericarditis after administration of COVID-19 mRNA
BNT162b2 vaccine: https://pubmed.ncbi.nim.nih.gov/
34364831/

207.Unusual presentation of acute pericarditis after vaccination
against SARS-COV-2 mRNA-1237 Modern: https://
pubmed.ncbi.nlm.nih.gov/34447639/

208.Case report: acute myocarditis after second dose of SARS-
CoV-2 mRNA-1273 vaccine mRNA-1273: https://
pubmed.ncbi.nlm.nih.gov/34514306/
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209.Immune-mediated disease outbreaks or recent-onset disease
in 27 subjects after MRNA/DNA vaccination against SARS-
CoV-2: https://pubmed.ncbi.nim.nih.gov/33946748/

210.Insights from a murine model of myopericarditis induced by
COVID-19 mRNA vaccine: could accidental intravenous
injection of a vaccine induce myopericarditis: https://
pubmed.ncbi.nim.nih.gov/34453510/

211.Immune thrombocytopenia in a 22-year-old post Covid-19
vaccine: https://pubmed.ncbi.nlm.nih.gov/33476455/

212.propylthiouracil-induced neutrophil anti-cytoplasmic
antibody-associated vasculitis after COVID-19 vaccination:
https://pubmed.ncbi.nim.nih.gov/34451967/

213.Secondary immune thrombocytopenia (ITP) associated with
ChAdOx1 Covid-19 vaccine: case report: https://
pubmed.ncbi.nim.nih.gov/34377889/

214.Thrombosis with thrombocytopenia syndrome (TTS) following
AstraZeneca ChAdOx1 nCoV-19 (AZD1222) COVID-19
vaccination: risk-benefit analysis for persons <60 years in
Australia: https://pubmed.ncbi.nlm.nih.gov/34272095/

215.COVID-19 vaccination association and facial nerve palsy: A
case-control study: https://pubmed.ncbi.nim.nih.gov/
34165512/

216.The association between COVID-19 vaccination and Bell’s
palsy: https://pubmed.ncbi.nim.nih.gov/34411533/

217.Bell’s palsy after COVID-19 vaccination: https://
pubmed.ncbi.nim.nih.gov/33611630/

218.Acute transverse myelitis (ATM): clinical review of 43 patients
with COVID-19-associated ATM and 3 serious adverse events
of post-vaccination ATM with ChAdOx1 nCoV-19 vaccine
(AZD1222): https://pubmed.ncbi.nim.nih.gov/33981305/

219.Bell’s palsy after 24 hours of mMRNA-1273 SARS-CoV-2
MRNA-1273 vaccine: https://pubmed.ncbi.nim.nih.gov/
34336436/
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220.Sequential contralateral facial nerve palsy after first and
second doses of COVID-19 vaccine: https://
pubmed.ncbi.nim.nih.gov/34281950/.

221.Transverse myelitis induced by SARS-CoV-2 vaccination:
https://pubmed.ncbi.nim.nih.gov/34458035/

222 .Peripheral facial nerve palsy after vaccination with BNT162b2
(COVID-19): https://pubmed.ncbi.nim.nih.gov/33734623/

223.Acute abducens nerve palsy after COVID-19 vaccination:
https://pubmed.ncbi.nlm.nih.gov/34044114/.

224 .Facial nerve palsy after administration of COVID-19 mRNA
vaccines: analysis of self-report database: https://
pubmed.ncbi.nim.nih.gov/34492394/

225.Transient oculomotor paralysis after administration of
RNA-1273 messenger vaccine for SARS-CoV-2 diplopia after
COVID-19 vaccine: https://pubmed.ncbi.nim.nih.gov/
34369471/

226.Bell’s palsy after Ad26.COV2.S COVID-19 vaccination:
https://pubmed.ncbi.nim.nih.gov/34014316/

227 .Bell’s palsy after COVID-19 vaccination: case report: https://
pubmed.ncbi.nim.nih.gov/34330676/

228.A case of acute demyelinating polyradiculoneuropathy with
bilateral facial palsy following ChAdOx1 nCoV-19 vaccination:
https://pubmed.ncbi.nim.nih.gov/34272622/

229.Guillian Barré syndrome after vaccination with mRNA-1273
against COVID-19: https://pubmed.ncbi.nim.nih.gov/
34477091/

230.Acute facial paralysis as a possible complication of SARS-
CoV-2 vaccination: https://pubmed.ncbi.nim.nih.gov/
33975372/.

231.Bell’s palsy after COVID-19 vaccination with high antibody
response in CSF: https://pubmed.ncbi.nim.nih.gov/
34322761/.

232.Parsonage-Turner syndrome associated with SARS-CoV-2 or
SARS-CoV-2 vaccination. Comment on: “Neuralgic
amyotrophy and COVID-19 infection: 2 cases of accessory
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spinal nerve palsy” by Coll et al. Articular Spine 2021; 88:
10519: https://pubmed.ncbi.nim.nih.gov/34139321/.

233.Bell’s palsy after a single dose of vaccine mRNA. SARS-
CoV-2: case report: https://pubmed.ncbi.nim.nih.gov/
34032902/.

234.Autoimmune hepatitis developing after coronavirus disease
vaccine 2019 (COVID-19): causality or victim?: https://
pubmed.ncbi.nlm.nih.gov/33862041/

235.Autoimmune hepatitis triggered by vaccination against
SARS-CoV-2: https://pubmed.ncbi.nim.nih.gov/34332438/

236.Acute autoimmune-like hepatitis with atypical
antimitochondrial antibody after vaccination with COVID-19
MRNA: a new clinical entity: https://pubmed.ncbi.nlm.nih.gov/
34293683/.

237.Autoimmune hepatitis after COVID vaccine: https://
pubmed.ncbi.nim.nih.gov/34225251/

238.A novel case of bifacial diplegia variant of Guillain-Barré
syndrome after vaccination with Janssen COVID-19: https://
pubmed.ncbi.nim.nih.gov/34449715/

239.Comparison of vaccine-induced thrombotic events between
ChAdOx1 nCoV-19 and Ad26.CQOV.2.S vaccines: https://
pubmed.ncbi.nim.nih.gov/34139631/.

240.Bilateral superior ophthalmic vein thrombosis, ischemic
stroke and immune thrombocytopenia after vaccination with
ChAdOx1 nCoV-19: https://pubmed.ncbi.nim.nih.gov/
33864750/

241.Diagnosis and treatment of cerebral venous sinus thrombosis
with vaccine-induced immune-immune thrombotic
thrombocytopenia: https://pubmed.ncbi.nim.nih.gov/
33914590/

242 \/enous sinus thrombosis after vaccination with ChAdOx1
nCov-19: https://pubmed.ncbi.nim.nih.gov/34420802/

243.Cerebral venous sinus thrombosis following vaccination
against SARS-CoV-2: an analysis of cases reported to the
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European Medicines Agency: https://
pubmed.ncbi.nim.nih.gov/34293217/

244 Risk of thrombocytopenia and thromboembolism after
covid-19 vaccination and positive SARS-CoV-2 tests: self-
controlled case series study: https://
pubmed.ncbi.nim.nih.gov/34446426/

245.Blood clots and bleeding after BNT162b2 and ChAdOx1
nCoV-19 vaccination: an analysis of European data: https://
pubmed.ncbi.nim.nih.gov/34174723/

246.Arterial events, venous thromboembolism, thrombocytopenia
and bleeding after vaccination with Oxford-AstraZeneca
ChAdOx1-S in Denmark and Norway: population-based
cohort study: https://pubmed.ncbi.nim.nih.gov/33952445/

247 .First dose of ChAdOx1 and BNT162b2 COVID-19 vaccines
and thrombocytopenic, thromboembolic and hemorrhagic

events in Scotland: https://pubmed.ncbi.nlm.nih.gov/
34108714/

248.Cerebral venous thrombosis associated with COVID-19
vaccine in Germany: https://pubmed.ncbi.nlm.nih.gov/
34288044/

249.Malignant cerebral infarction after vaccination with ChAdOx1
nCov-19: a catastrophic variant of vaccine-induced immune-
mediated thrombotic thrombocytopenia: https://
pubmed.ncbi.nim.nih.gov/34341358/

250.celiac artery and splenic artery thrombosis complicated by
splenic infarction 7 days after the first dose of Oxford vaccine,
causal relationship or coincidence: https://
pubmed.ncbi.nim.nih.gov/34261633/.

251.Primary adrenal insufficiency associated with Oxford-
AstraZeneca ChAdOx1 nCoV-19 (VITT) vaccine-induced
immune thrombotic thrombocytopenia: https://
pubmed.ncbi.nim.nih.gov/34256983/

252.Thrombocytopenia after COVID-19 vaccination: https://
pubmed.ncbi.nim.nih.gov/34332437/.
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253.Cerebral venous sinus thrombosis associated with
thrombocytopenia after COVID-19 vaccination: https://
pubmed.ncbi.nlm.nih.qgov/33845870/.

254. Thrombosis with thrombocytopenia syndrome after
COVID-19 immunization: https://pubmed.ncbi.nim.nih.gov/
34236343/

255.Acute myocardial infarction within 24 hours after COVID-19
vaccination: https://pubmed.ncbi.nim.nih.gov/34364657/.

256.Bilateral acute macular neuroretinopathy after SARS-CoV-2
vaccination: https://pubmed.ncbi.nim.nih.gov/34287612/

257 .central venous sinus thrombosis with subarachnoid
hemorrhage after COVID-19 mRNA vaccination: are these
reports merely coincidental: https://pubmed.ncbi.nim.nih.gov/
34478433/

258.Intracerebral hemorrhage due to thrombosis with
thrombocytopenia syndrome after COVID-19 vaccination: the
first fatal case in Korea: https://pubmed.ncbi.nim.nih.gov/
34402235/

259.Cerebral venous sinus thrombosis negative for anti-PF4
antibody without thrombocytopenia after immunization with
COVID-19 vaccine in a non-comorbid elderly Indian male
treated with conventional heparin-warfarin-based
anticoagulation: https://pubmed.ncbi.nim.nih.gov/34186376/

260.Cerebral venous sinus thrombosis 2 weeks after first dose of
SARS-CoV-2 mRNA vaccine: https://
pubmed.ncbi.nim.nih.qov/34101024/

261.A case of multiple thrombocytopenia and thrombosis
following vaccination with ChAdOx1 nCoV-19 against SARS-
CoV-2: https://pubmed.ncbi.nlm.nih.gov/34137813/

262.Vaccine-induced thrombotic thrombocytopenia: the elusive
link between thrombosis and adenovirus-based SARS-CoV-2
vaccines: https://pubmed.ncbi.nim.nih.gov/34191218/

263.Acute ischemic stroke revealing immune thrombotic
thrombocytopenia induced by ChAdOx1 nCov-19 vaccine:
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impact on recanalization strategy: https://
pubmed.ncbi.nim.nih.gov/34175640/

264.New-onset refractory status epilepticus after ChAdOx1
nCoV-19 vaccine: https://pubmed.ncbi.nim.nih.gov/34153802/

265.Thrombosis with thrombocytopenia syndrome associated
with COVID-19 viral vector vaccines: https://
pubmed.ncbi.nim.nih.gov/34092488/

266.Pulmonary embolism, transient ischemic attack, and
thrombocytopenia after Johnson & Johnson COVID-19
vaccine: https://pubmed.ncbi.nim.nih.gov/34261635/

267.Thromboaspiration infusion and fibrinolysis for
portomesenteric thrombosis after administration of the
AstraZeneca COVID-19 vaccine: https://
pubmed.ncbi.nim.nih.gov/34132839/.

268.Spontaneous HIT syndrome: knee replacement, infection,
and parallels with vaccine-induced immune thrombotic
thrombocytopenia: https://pubmed.ncbi.nim.nih.gov/
34144250/

269.Deep venous thrombosis (DVT) occurring shortly after
second dose of SARS-CoV-2 mRNA vaccine: https://
pubmed.ncbi.nim.nih.gov/33687691/

270.Procoagulant antibody-mediated procoagulant platelets in
immune thrombotic thrombocytopenia associated with SARS-
CoV-2 vaccination: https://pubmed.ncbi.nim.nih.gov/
34011137/.

271.Vaccine-induced immune thrombotic thrombocytopenia
causing a severe form of cerebral venous thrombosis with
high mortality rate: a case series: https://
pubmed.ncbi.nim.nih.gov/34393988/.

272 .Procoagulant microparticles: a possible link between
vaccine-induced immune thrombocytopenia (VITT) and
cerebral sinus venous thrombosis: https://
pubmed.ncbi.nim.nih.gov/34129181/.

273.Atypical thrombosis associated with the vaccine VaxZevria®
(AstraZeneca): data from the French network of regional
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pharmacovigilance centers: https://pubmed.ncbi.nlm.nih.gov/
34083026/.

274.Acute cerebral venous thrombosis and pulmonary artery
embolism associated with the COVID-19 vaccine: https://
pubmed.ncbi.nlm.nih.gov/34247246/.

275.Vaccine-induced thrombosis and thrombocytopenia with
bilateral adrenal haemorrhage: https://
pubmed.ncbi.nim.nih.gov/34235757/.

276.Palmar digital vein thrombosis after Oxford-AstraZeneca
COVID-19 vaccination: https://pubmed.ncbi.nim.nih.gov/
34473841/.

277 .Cutaneous thrombosis associated with cutaneous necrosis
following Oxford-AstraZeneca COVID-19 vaccination: https://
pubmed.ncbi.nlm.nih.qov/34189756/

278.Cerebral venous thrombosis following COVID-19 vaccination:
https://pubmed.ncbi.nim.nih.gov/34045111/.

279.Lipschitz ulcers after AstraZeneca COVID-19 vaccination:
https://pubmed.ncbi.nim.nih.gov/34366434/.

280.Amyotrophic Neuralgia secondary to Vaxzevri vaccine
(AstraZeneca) COVID-19: https://pubmed.ncbi.nim.nih.gov/
34330677/

281.Thrombosis with thrombocytopenia after Messenger vaccine
RNA-1273: https://pubmed.ncbi.nim.nih.gov/34181446/

282.Intracerebral hemorrhage twelve days after vaccination with
ChAdOx1 nCoV-19: https://pubmed.ncbi.nim.nih.gov/
34477089/

283.Thrombotic thrombocytopenia after vaccination with
COVID-19: in search of the underlying mechanism: https://
pubmed.ncbi.nim.nih.gov/34071883/

284.Coronavirus (COVID-19) Vaccine-induced immune thrombotic
thrombocytopenia (VITT): https://pubmed.ncbi.nlm.nih.gov/
34033367/

285.Comparison of adverse drug reactions among four COVID-19
vaccines in Europe using the EudraVigilance database:
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Thrombosis in unusual sites: https://
pubmed.ncbi.nlm.nih.qgov/34375510/

286.Immunoglobulin adjuvant for vaccine-induced immune
thrombotic thrombocytopenia: https://
pubmed.ncbi.nim.nih.gov/34107198/

287.Severe vaccine-induced thrombotic thrombocytopenia
following vaccination with COVID-19: an autopsy case report
and review of the literature: https://pubmed.ncbi.nim.nih.gov/
34355379/.

288.A case of acute pulmonary embolism after immunization with
SARS-CoV-2 mRNA: https://pubmed.ncbi.nim.nih.gov/
34452028/

289.Neurosurgical considerations regarding decompressive
craniectomy for intracerebral hemorrhage after SARS-CoV-2
vaccination in vaccine-induced thrombotic thrombocytopenia-
VITT: https://pubmed.ncbi.nim.nih.gov/34202817/

290.Thrombosis and SARS-CoV-2 vaccines: vaccine-induced
immune thrombotic thrombocytopenia: https://
pubmed.ncbi.nim.nih.qov/34237213/.

291.Acquired thrombotic thrombocytopenic thrombocytopenic
purpura: a rare disease associated with the BNT162b2
vaccine: https://pubmed.ncbi.nim.nih.gov/34105247/.

292.Immune complexes, innate immunity and NETosis in
ChAdOx1 vaccine-induced thrombocytopenia: https://
pubmed.ncbi.nim.nih.gov/34405870/.

293.Sensory Guillain-Barré syndrome following ChAdOx1
nCov-19 vaccine: report of two cases and review of the
literature: https://pubmed.ncbi.nlm.nih.gov/34416410/.

294 Vogt-Koyanagi-Harada syndrome after COVID-19 and
ChAdOx1 nCoV-19 (AZD1222) vaccination: https://
pubmed.ncbi.nim.nih.gov/34462013/.

295.Reactivation of Vogt-Koyanagi-Harada disease under control
for more than 6 years, after anti-SARS-CoV-2 vaccination:
https://pubmed.ncbi.nim.nih.gov/34224024/.
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296.Post-vaccinal encephalitis after ChAdOx1 nCov-19: https://
pubmed.ncbi.nim.nih.gov/34324214/

297 .Neurological symptoms and neuroimaging alterations related
to COVID-19 vaccine: cause or coincidence?: https://
pubmed.ncbi.nim.nih.gov/34507266/

298.Fatal systemic capillary leak syndrome after SARS-COV-2
vaccination in a patient with multiple myeloma: https://
pubmed.ncbi.nim.nih.gov/34459725/

299.Polyarthralgia and myalgia syndrome after vaccination with
ChAdOx1 nCOV-19: https://pubmed.ncbi.nim.nih.gov/
34463066/

300.Three cases of subacute thyroiditis after SARS-CoV-2
vaccination: post-vaccination ASIA syndrome: https://
pubmed.ncbi.nim.nih.gov/34043800/.

301.Facial diplegia: a rare and atypical variant of Guillain-Barré
syndrome and the Ad26.COV2.S vaccine: https://
pubmed.ncbi.nim.nih.gov/34447646/

302.Association between ChAdOx1 nCoV-19 vaccination and
bleeding episodes: large population-based cohort study:
https://pubmed.ncbi.nlm.nih.gov/34479760/.

303.fulminant myocarditis and systemic hyperinflammation
temporally associated with BNT162b2 COVID-19 mRNA
vaccination in two patients: https://pubmed.ncbi.nim.nih.gov/
34416319/.

304.Adverse effects reported after COVID-19 vaccination in a
tertiary care hospital, centered on cerebral venous sinus
thrombosis (CVST): https://pubmed.ncbi.nim.nih.gov/
34092166/

305.Induction and exacerbation of subacute cutaneous lupus
erythematosus erythematosus after mRNA- or adenoviral
vector-based SARS-CoV-2 vaccination: https://
pubmed.ncbi.nlm.nih.gov/34291477/

306.Petechiae and peeling of fingers after immunization with
BTN162b2 messenger RNA (mMRNA)-based COVID-19
vaccine: https://pubmed.ncbi.nim.nih.gov/34513435/
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307.Hepatitis C virus reactivation after COVID-19 vaccination: a
case report: https://pubmed.ncbi.nim.nih.gov/34512037/

308.Bilateral immune-mediated keratolysis after immunization
with SARS-CoV-2 recombinant viral vector vaccine: https://
pubmed.ncbi.nlm.nih.gov/34483273/.

309.Immune-mediated thrombocytopenic purpura after Pfizer-
BioNTech COVID-19 vaccine in an elderly woman: https://
pubmed.ncbi.nim.nih.gov/34513446/

310.Platelet activation and modulation in thrombosis with
thrombocytopenia syndrome associated with the ChAdO x 1
nCov-19 vaccine: https://pubmed.ncbi.nim.nih.gov/34474550/

311.Reactive arthritis after COVID-19 vaccination: https://
pubmed.ncbi.nim.nih.qov/34033732/.

312.Two cases of Graves’ disease after SARS-CoV-2 vaccination:
an autoimmune / inflammatory syndrome induced by
adjuvants: https://pubmed.ncbi.nim.nih.gov/33858208/

313.Acute relapse and impaired immunization after COVID-19
vaccination in a patient with multiple sclerosis treated with
rituximab: https://pubmed.ncbi.nim.nih.gov/34015240/

314.Widespread fixed bullous drug eruption after vaccination with
ChAdOx1 nCoV-19: https://pubmed.ncbi.nim.nih.gov/
34482558/

315.COVID-19 mRNA vaccine causing CNS inflammation: a case
series: https://pubmed.ncbi.nim.nih.gov/34480607/

316.Thymic hyperplasia after Covid-19 mRNA-based vaccination
with Covid-19: https://pubmed.ncbi.nim.nih.gov/34462647/

317.Acute disseminated encephalomyelitis following vaccination
against SARS-CoV-2: https://pubmed.ncbi.nlm.nih.gov/
34325334/

318.Tolosa-Hunt syndrome occurring after COVID-19 vaccination:
https://pubmed.ncbi.nim.nih.gov/34513398/

319.Systemic capillary extravasation syndrome following
vaccination with ChAdOx1 nCOV-19 (Oxford-AstraZeneca):
https://pubmed.ncbi.nim.nih.gov/34362727/
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320.Immune-mediated thrombocytopenia associated with
Ad26.COV2.S vaccine (Janssen; Johnson & Johnson): https://
pubmed.ncbi.nim.nih.gov/34469919/.

321.Transient thrombocytopenia with glycoprotein-specific
platelet autoantibodies after vaccination with Ad26.COV2.S:
case report: https://pubmed.ncbi.nim.nih.gov/34516272/.

322.Acute hyperactive encephalopathy following COVID-19
vaccination with dramatic response to methylprednisolone:
case report: https://pubmed.ncbi.nim.nih.gov/34512961/

323.Transient cardiac injury in adolescents receiving the
BNT162b2 mRNA COVID-19 vaccine: https://
pubmed.ncbi.nim.nih.gov/34077949/

324.Autoimmune hepatitis developing after ChAdOx1 nCoV-19
vaccine (Oxford-AstraZeneca): https://
pubmed.ncbi.nim.nih.gov/34171435/

325.Severe relapse of multiple sclerosis after COVID-19
vaccination: a case report: https://pubmed.ncbi.nim.nih.gov/
34447349/

326.Lymphohistocytic myocarditis after vaccination with the
COVID-19 viral vector Ad26.COV2.S: https://
pubmed.ncbi.nlm.nih.gov/34514078/

327.Hemophagocytic lymphohistiocytosis after vaccination with
ChAdOx1 nCov-19: https://pubmed.ncbi.nim.nih.gov/
34406660/.

328.1gA vasculitis in adult patient after vaccination with ChadOx1
nCoV-19: https://pubmed.ncbi.nim.nih.gov/34509658/

329.A case of leukocytoclastic vasculitis after vaccination with a
SARS-CoV2 vaccine: case report: https://
pubmed.ncbi.nlm.nih.gov/34196469/.

330.0nset / outbreak of psoriasis after Corona virus ChAdOx1
nCoV-19 vaccine (Oxford-AstraZeneca / Covishield): report of
two cases: https://pubmed.ncbi.nlm.nih.gov/34350668/

331.Hailey-Hailey disease exacerbation after SARS-CoV-2
vaccination: https://pubmed.ncbi.nlm.nih.gov/34436620/
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332.Supraclavicular lymphadenopathy after COVID-19
vaccination in Korea: serial follow-up by ultrasonography:
https://pubmed.ncbi.nim.nih.gov/34116295/.

333.COVID-19 vaccine, immune thrombotic thrombocytopenia,
jaundice, hyperviscosity: concern in cases with underlying
hepatic problems: https://pubmed.ncbi.nim.nih.gov/
34509271/.

334.Report of the International Cerebral Venous Thrombosis
Consortium on cerebral venous thrombosis after SARS-CoV-2
vaccination: https://pubmed.ncbi.nim.nih.gov/34462996/

335.Immune thrombocytopenia after vaccination during the
COVID-19 pandemic: https://pubmed.ncbi.nim.nih.gov/
34435486/

336.COVID-19: lessons from the Norwegian tragedy should be
taken into account in planning for vaccine launch in less
developed/developing countries: https://
pubmed.ncbi.nim.nih.gov/34435142/

337.Rituximab-induced acute lympholysis and pancytopenia
following vaccination with COVID-19: https://
pubmed.ncbi.nim.nih.gov/34429981/

338.Exacerbation of plaque psoriasis after COVID-19 inactivated
MRNA and BNT162b2 vaccines: report of two cases: https://
pubmed.ncbi.nim.nih.gov/34427024/

339.Vaccine-induced interstitial lung disease: a rare reaction to
COVID-19 vaccine: https://pubmed.ncbi.nim.nih.gov/
34510014/.

340.Vesiculobullous cutaneous reactions induced by COVID-19
MRNA vaccine: report of four cases and review of the
literature: https://pubmed.ncbi.nim.nih.gov/34236711/

341.Vaccine-induced thrombocytopenia with severe headache:
https://pubmed.ncbi.nim.nih.gov/34525282/

342.Acute perimyocarditis after the first dose of COVID-19 mRNA
vaccine: https://pubmed.ncbi.nlm.nih.gov/34515024/

343.Rhabdomyolysis and fasciitis induced by COVID-19 mRNA
vaccine: https://pubmed.ncbi.nim.nih.gov/34435250/.
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344 .Rare cutaneous adverse effects of COVID-19 vaccines: a
case series and review of the literature: https://
pubmed.ncbi.nlm.nih.gov/34363637/

345.lmmune thrombocytopenia associated with the Pfizer-
BioNTech COVID-19 mRNA vaccine BNT162b2: https://
www.sciencedirect.com/science/article/pii/
S2214250921002018

346.Secondary immune thrombocytopenia putatively attributable
to COVID-19 vaccination: https://casereports.omj.com/
content/14/5/e242220.abstract.

347.lmmune thrombocytopenia following Pfizer-BioNTech
BNT162b2 mRNA COVID-19 vaccine: https://
pubmed.ncbi.nim.nih.gov/34155844/

348.Newly diagnosed idiopathic thrombocytopenia after
COVID-19 vaccine administration: https://
www.ncbi.nlm.nih.gov/pmc/articles/PMC8176657/.

349.ldiopathic thrombocytopenic purpura and the Modern
Covid-19 vaccine: https://www.annemergmed.com/article/
S0196-0644(21)00122-0/fulltext.

350.Thrombocytopenia after Pfizer and Moderna SARS
vaccination — CoV -2: https://www.ncbi.nlm.nih.gov/pmc/
articles/PMC8014568/.

351.Immune thrombocytopenic purpura and acute liver injury
after COVID-19 vaccination: https://casereports.bmj.com/
content/14/7/e242678.

352.Collection of complement-mediated and autoimmune-
mediated hematologic conditions after SARS-CoV-2
vaccination: https://ashpublications.org/bloodadvances/
article/5/13/2794/476324/Autoimmune-and-complement-
mediated-hematoloqgic

353.Petechial rash associated with CoronaVac vaccination: first
report of cutaneous side effects before phase 3 results:
https://ejhp.bmj.com/content/early/2021/05/23/
ejhpharm-2021-002794
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354.COVID-19 vaccines induce severe hemolysis in paroxysmal
nocturnal hemoglobinuria: https://ashpublications.org/blood/
article/137/26/3670/475905/COVID-19-vaccines-induce-
severe-hemolysis-in

355.Cerebral venous thrombosis associated with COVID-19
vaccine in Germany: https://pubmed.ncbi.nlm.nih.gov/
34288044/.

356.Cerebral venous sinus thrombosis after COVID-19
vaccination : Neurological and radiological management:
https://pubmed.ncbi.nim.nih.gov/34327553/.

357.Cerebral venous thrombosis and thrombocytopenia after
COVID-19 vaccination: https://pubmed.ncbi.nim.nih.gov/
33878469/.

358.Cerebral venous sinus thrombosis and thrombocytopenia
after COVID-19 vaccination: report of two cases in the United
Kingdom: https://pubmed.ncbi.nim.nih.gov/33857630/.

359.Cerebral venous thrombosis induced by SARS-CoV-2
vaccine: https://pubmed.ncbi.nim.nih.gov/34090750/.

360.Carotid artery immune thrombosis induced by adenovirus-
vectored COVID-19 vaccine: case report: https://
pubmed.ncbi.nlm.nih.gov/34312301/.

361.Cerebral venous sinus thrombosis associated with vaccine-
induced thrombotic thrombocytopenia: https://
pubmed.ncbi.nlm.nih.gov/34333995/

362.The roles of platelets in COVID-19-associated coagulopathy
and vaccine-induced immune-immune thrombotic
thrombocytopenia: https://pubmed.ncbi.nim.nih.gov/
34455073/

363.Cerebral venous thrombosis after the BNT162b2 mRNA
SARS-CoV-2 vaccine: https://pubmed.ncbi.nlm.nih.gov/
34111775/.

364.Cerebral venous thrombosis after COVID-19 vaccination:
https://pubmed.ncbi.nlm.nih.qgov/34045111/

365.Lethal cerebral venous sinus thrombosis after COVID-19
vaccination: https://pubmed.ncbi.nlm.nih.gov/33983464/
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366.Cerebral venous sinus thrombosis in the U.S. population,
After SARS-CoV-2 vaccination with adenovirus and after
COVID-19: https://pubmed.ncbi.nim.nih.gov/34116145/

367.Cerebral venous thrombosis after COVID-19 vaccination: is
the risk of thrombosis increased by intravascular
administration of the vaccine: https://
pubmed.ncbi.nim.nih.gov/34286453/.

368.Central venous sinus thrombosis with subarachnoid
hemorrhage after COVID-19 mRNA vaccination: are these
reports merely coincidental: https://pubmed.ncbi.nim.nih.gov/
34478433/

369.Cerebral venous sinus thrombosis after ChAdOx1 nCov-19
vaccination with a misleading first brain MRI: https://
pubmed.ncbi.nlm.nih.qov/34244448/

370.Early results of bivalirudin treatment for thrombotic
thrombocytopenia and cerebral venous sinus thrombosis after
vaccination with Ad26.COV2.S: https://
pubmed.ncbi.nim.nih.gov/34226070/

371.Cerebral venous sinus thrombosis associated with post-
vaccination thrombocytopenia by COVID-19: https://
pubmed.ncbi.nim.nih.gov/33845870/.

372.Cerebral venous sinus thrombosis 2 weeks after the first
dose of SARS-CoV-2 mRNA vaccine: https://
pubmed.ncbi.nim.nih.qov/34101024/.

373.Vaccine-induced immune thrombotic thrombocytopenia
causing a severe form of cerebral venous thrombosis with a
high mortality rate: a case series: https://
pubmed.ncbi.nim.nih.gov/34393988/.

374.Adenovirus interactions with platelets and coagulation and
vaccine-associated autoimmune thrombocytopenia
thrombosis syndrome: https://pubmed.ncbi.nim.nih.gov/
34407607/.

375.Headache attributed to COVID-19 (SARS-CoV-2 coronavirus)
vaccination with the ChAdOx1 nCoV-19 (AZD1222) vaccine: a
multicenter observational cohort study: https://
pubmed.ncbi.nim.nih.gov/34313952/
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376.Adverse effects reported after COVID-19 vaccination in a
tertiary care hospital, focus on cerebral venous sinus
thrombosis (CVST): https://pubmed.ncbi.nim.nih.gov/
34092166/

377.Cerebral venous sinus thrombosis following vaccination
against SARS-CoV-2: an analysis of cases reported to the
European Medicines Agency: https://
pubmed.ncbi.nim.nih.gov/34293217/

378.A rare case of a middle-age Asian male with cerebral venous
thrombosis after COVID-19 AstraZeneca vaccination: https://
pubmed.ncbi.nim.nih.gov/34274191/

379.Cerebral venous sinus thrombosis negative for anti-PF4
antibody without thrombocytopenia after immunization with
COVID-19 vaccine in a non-comorbid elderly Indian male
treated with conventional heparin-warfarin-based
anticoagulation: https://pubmed.ncbi.nim.nih.gov/34186376/

380.Arterial events, venous thromboembolism, thrombocytopenia
and bleeding after vaccination with Oxford-AstraZeneca
ChAdOx1-S in Denmark and Norway: population-based
cohort study: https://pubmed.ncbi.nim.nih.gov/33952445/

381.Procoagulant microparticles: a possible link between
vaccine-induced immune thrombocytopenia (VITT) and
cerebral sinus venous thrombosis: https://
pubmed.ncbi.nlm.nih.gov/34129181/

382.S. case reports of cerebral venous sinus thrombosis with
thrombocytopenia after vaccination with Ad26.COV2.S, March
2-April 21, 2021: https://pubmed.ncbi.nim.nih.gov/33929487/.

383.Malignant cerebral infarction after vaccination with ChAdOx1
nCov-19: a catastrophic variant of vaccine-induced immune-
mediated thrombotic thrombocytopenia: https://
pubmed.ncbi.nim.nih.gov/34341358/

384.Acute ischemic stroke revealing immune thrombotic
thrombocytopenia induced by ChAdOx1 nCov-19 vaccine:
impact on recanalization strategy: https://
pubmed.ncbi.nim.nih.gov/34175640/
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385.Vaccine-induced immune thrombotic immune
thrombocytopenia (VITT): a new clinicopathologic entity with
heterogeneous clinical presentations: https://
pubmed.ncbi.nim.nih.gov/34159588/.

386.Imaging and hematologic findings in thrombosis and
thrombocytopenia after vaccination with ChAdOx1 nCoV-19
(AstraZeneca): https://pubmed.ncbi.nim.nih.gov/34402666/

387.Autoimmunity roots of thrombotic events after vaccination
with COVID-19: https://pubmed.ncbi.nim.nih.gov/34508917/

388.Cerebral venous sinus thrombosis after vaccination: the UK
experience: https://pubmed.ncbi.nim.nih.gov/34370974/

389.Massive cerebral venous thrombosis and venous basin
infarction as late complications of COVID-19: a case report:
https://pubmed.ncbi.nlm.nih.qov/34373991/

390.Australian and New Zealand approach to the diagnosis and
treatment of vaccine-induced immune thrombosis and
immune thrombocytopenia: https://pubmed.ncbi.nim.nih.gov/
34490632/

391.An observational study to identify the prevalence of
thrombocytopenia and anti-PF4 / polyanion antibodies in
Norwegian health care workers after COVID-19 vaccination:
https://pubmed.ncbi.nim.nih.gov/33909350/

392.Acute transverse myelitis (ATM): clinical review of 43 patients
with COVID-19-associated ATM and 3 serious adverse events
of post-vaccination ATM with ChAdOx1 nCoV-19 (AZD1222)
vaccine: https://pubmed.ncbi.nim.nih.gov/33981305/.

393.A case of acute demyelinating polyradiculoneuropathy with
bilateral facial palsy after ChAdOx1 nCoV-19 vaccine:. https://
pubmed.ncbi.nlm.nih.gov/34272622/

394.Thrombocytopenia with acute ischemic stroke and
hemorrhage in a patient recently vaccinated with an
adenoviral vector-based COVID-19 vaccine:. https://
pubmed.ncbi.nlm.nih.gov/33877737/
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395.Predicted and observed incidence of thromboembolic events
among Koreans vaccinated with the ChAdOx1 nCoV-19
vaccine: https://pubmed.ncbi.nlm.nih.gov/34254476/

396.First dose of ChAdOx1 and BNT162b2 COVID-19 vaccines
and thrombocytopenic, thromboembolic, and hemorrhagic
events in Scotland: https://pubmed.ncbi.nim.nih.gov/
34108714/

397.ChAdOx1 nCoV-19 vaccine-associated thrombocytopenia:
three cases of immune thrombocytopenia after 107,720 doses
of ChAdOx1 vaccination in Thailand: https://
pubmed.ncbi.nlm.nih.gov/34483267/.

398.Pulmonary embolism, transient ischemic attack, and
thrombocytopenia after Johnson & Johnson COVID-19
vaccine: https://pubmed.ncbi.nim.nih.gov/34261635/

399.Neurosurgical considerations with respect to decompressive
craniectomy for intracerebral hemorrhage after SARS-CoV-2
vaccination in vaccine-induced thrombotic thrombocytopenia-
VITT: https://pubmed.ncbi.nim.nih.gov/34202817/

400.Large hemorrhagic stroke after vaccination against ChAdOx1
nCoV-19: a case report: https://pubmed.ncbi.nim.nih.gov/
34273119/

401.Polyarthralgia and myalgia syndrome after vaccination with
ChAdOx1 nCOV-19: https://pubmed.ncbi.nim.nih.gov/
34463066/

402.A rare case of thrombosis and thrombocytopenia of the
superior ophthalmic vein after ChAdOx1 nCoV-19 vaccination
against SARS-CoV-2: https://pubmed.ncbi.nim.nih.gov/
34276917/

403.Thrombosis and severe acute respiratory syndrome
Coronavirus 2 vaccines: vaccine-induced immune thrombotic
thrombocytopenia: https://pubmed.ncbi.nim.nih.gov/
34237213/.

404.Renal vein thrombosis and pulmonary embolism secondary
to vaccine-induced thrombotic immune thrombocytopenia
(VITT): https://pubmed.ncbi.nlm.nih.gov/34268278/.
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405.Limb ischemia and pulmonary artery thrombosis after
ChAdOx1 nCoV-19 vaccine (Oxford-AstraZeneca): a case of
vaccine-induced immune thrombotic thrombocytopenia:
https://pubmed.ncbi.nim.nih.gov/33990339/.

406.Association between ChAdOx1 nCoV-19 vaccination and
bleeding episodes: large population-based cohort study:
https://pubmed.ncbi.nim.nih.gov/34479760/.

407.Secondary thrombocytopenia after SARS-CoV-2 vaccination:
case report of haemorrhage and hematoma after minor oral
surgery: https://pubmed.ncbi.nim.nih.gov/34314875/.

408.Venous thromboembolism and mild thrombocytopenia after
vaccination with ChAdOx1 nCoV-19: https://
pubmed.ncbi.nlm.nih.gov/34384129/

409.Fatal exacerbation of ChadOx1-nCoV-19-induced thrombotic
thrombocytopenia syndrome after successful initial therapy
with intravenous immunoglobulins: a rationale for monitoring
immunoglobulin G levels: https://pubmed.ncbi.nim.nih.gov/
34382387/

410.A case of ANCA-associated vasculitis after AZD1222
(Oxford-AstraZeneca) SARS-CoV-2 vaccination: victim or
causality?: https://pubmed.ncbi.nim.nih.gov/34416184/.

411.Intracerebral hemorrhage associated with vaccine-induced
thrombotic thrombocytopenia after ChAdOx1 nCOVID-19
vaccination in a pregnant woman: https://
pubmed.ncbi.nim.nih.gov/34261297/

412.Massive cerebral venous thrombosis due to vaccine-induced
immune thrombotic thrombocytopenia: https://
pubmed.ncbi.nim.nih.qov/34261296/

413.Nephrotic syndrome after ChAdOx1 nCoV-19 vaccine against
SARScoV-2: https://pubmed.ncbi.nim.nih.gov/34250318/.

414 .A case of vaccine-induced immune-immune thrombotic
thrombocytopenia with massive arteriovenous thrombosis:
https://pubmed.ncbi.nlm.nih.gov/34059191/
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415.Cutaneous thrombosis associated with cutaneous necrosis
following Oxford-AstraZeneca COVID-19 vaccination: https://
pubmed.ncbi.nlm.nih.gov/34189756/

416.Thrombocytopenia in an adolescent with sickle cell anemia
after COVID-19 vaccination: https://pubmed.ncbi.nim.nih.gov/
34331506/

417 .Vaccine-induced thrombocytopenia with severe headache:
https://pubmed.ncbi.nim.nih.gov/34525282/

418.Myocarditis associated with SARS-CoV-2 mRNA vaccination
in children aged 12 to 17 years: stratified analysis of a national

database: https://www.medrxiv.org/content/
10.1101/2021.08.30.21262866V1

419.COVID-19 mRNA vaccination and development of CMR-
confirmed myopericarditis: https://www.medrxiv.org/content/
10.1101/2021.09.13.21262182v1.full?s=09.

420.Severe autoimmune hemolytic anemia after receipt of SARS-
CoV-2 mRNA vaccine: https://onlinelibrary.wiley.com/doi/
10.1111/trf.16672

421.Intravenous injection of coronavirus disease 2019 (COVID-19)
MRNA vaccine can induce acute myopericarditis in a mouse
model: https://t.co/jOIEM8cMXI

422.A report of myocarditis adverse events in the U.S. Vaccine
Adverse Event Reporting System. (VAERS) in association with
COVID-19 injectable biologics: https://
pubmed.ncbi.nim.nih.gov/34601006/

423.This study concludes that: “The vaccine was associated with
an excess risk of myocarditis (1 to 5 events per 100,000
persons). The risk of this potentially serious adverse event and
of many other serious adverse events increased substantially
after SARS-CoV-2 infection”: https://www.nejm.org/doi/full/
10.1056/NEJMo0a2110475

424 Bilateral uveitis after inoculation with COVID-19 vaccine: a
case report: https://www.sciencedirect.com/science/article/
pii/S1201971221007797
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425.Myocarditis associated with SARS-CoV-2 mRNA vaccination
in children aged 12 to 17 years: stratified analysis of a national

database: https://www.medrxiv.org/content/
10.1101/2021.08.30.21262866V1.

426.lmmune-mediated hepatitis with the Moderna vaccine is no
longer a coincidence but confirmed: https://
www.sciencedirect.com/science/article/pii/
S0168827821020936

427 .Extensive investigations revealed consistent
pathophysiologic alterations after vaccination with COVID-19
vaccines: https://www.nature.com/articles/
s41421-021-00329-3

428.Lobar hemorrhage with ventricular rupture shortly after the
first dose of an mMRNA-based SARS-CoV-2 vaccine: https://
www.ncbi.nlm.nih.gov/labs/pmc/articles/PMC8553377/

429.Mrna COVID vaccines dramatically increase endothelial
inflammatory markers and risk of Acute Coronary Syndrome
as measured by PULS cardiac testing: a caution: https://
www.ahajournals.org/doi/10.1161/circ.144.suppl 1.10712

430.ChAdOx1 interacts with CAR and PF4 with implications for
thrombosis with thrombocytopenia syndrome:https://
www.science.org/doi/10.1126/sciadv.abl8213

431.Lethal vaccine-induced immune thrombotic immune
thrombocytopenia (VITT) following announcement 26.COV2.S:
first documented case outside the U.S.: https://
pubmed.ncbi.nim.nih.gov/34626338/

432.A prothrombotic thrombocytopenic disorder resembling
heparin-induced thrombocytopenia after coronavirus-19
vaccination: https://europepmc.org/article/PPR/PPR304469
435.

433.VITT (vaccine-induced immune thrombotic
thrombocytopenia) after vaccination with ChAdOx1 nCoV-19:
https://pubmed.ncbi.nim.nih.gov/34731555/

434 .Vaccine-induced immune thrombotic thrombocytopenia
(VITT): a new clinicopathologic entity with heterogeneous




Martes 8 de abril de 2025 CAMARA DE REPRESENTANTES 1189

clinical presentations: https://pubmed.ncbi.nlm.nih.gov/
34159588/

435.Treatment of acute ischemic stroke associated with
ChAdOx1 nCoV-19 vaccine-induced immune thrombotic
thrombocytopenia: https://pubmed.ncbi.nim.nih.gov/
34461442/

436.Spectrum of neurological complications after COVID-19
vaccination: https://pubmed.ncbi.nlm.nih.gov/34719776/.

437 .Cerebral venous sinus thrombosis after vaccination: the UK
experience: https://pubmed.ncbi.nim.nih.gov/34370974/

438.Cerebral venous vein/venous sinus thrombosis with
thrombocytopenia syndrome after COVID-19 vaccination:
https://pubmed.ncbi.nlm.nih.gov/34373413/

439.Portal vein thrombosis due to vaccine-induced immune
thrombotic immune thrombocytopenia (VITT) after Covid
vaccination with ChAdOx1 nCoV-19: https://
pubmed.ncbi.nlm.nih.gov/34598301/

440.Hematuria, a generalized petechial rash and headaches after
Oxford AstraZeneca ChAdOx1 nCoV-19 vaccination: https://
pubmed.ncbi.nim.nih.gov/34620638/

441.Myocardial infarction and azygos vein thrombosis after
vaccination with ChAdOx1 nCoV-19 in a hemodialysis patient:
https://pubmed.ncbi.nim.nih.gov/34650896/

442 . Takotsubo (stress) cardiomyopathy after vaccination with
ChAdOx1 nCoV-19: https://pubmed.ncbi.nim.nih.gov/
34625447/

443.Humoral response induced by Prime-Boost vaccination with
ChAdOx1 nCoV-19 and BNT162b2 mRNA vaccines in a
patient with multiple sclerosis treated with teriflunomide:
https://pubmed.ncbi.nim.nih.gov/34696248/

444 .Guillain-Barré syndrome after ChAdOx1 nCoV-19 COVID-19
vaccination: a case series: https://pubmed.ncbi.nim.nih.gov/
34548920/

445 Refractory vaccine-induced immune thrombotic
thrombocytopenia (VITT) treated with delayed therapeutic
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plasma exchange (TPE): https://pubmed.ncbi.nlm.nih.gov/
34672380/.

446.Rare case of COVID-19 vaccine-associated intracranial
hemorrhage with venous sinus thrombosis: https://
pubmed.ncbi.nlm.nih.qov/34556531/.

447 .Delayed headache after COVID-19 vaccination: a warning
sign for vaccine-induced cerebral venous thrombosis: https://
pubmed.ncbi.nim.nih.gov/34535076/.

448.Clinical features of vaccine-induced thrombocytopenia and
immune thrombosis: https://pubmed.ncbi.nim.nih.gov/
34379914/.

449.Predictors of mortality in thrombotic thrombocytopenia after
adenoviral COVID-19 vaccination: the FAPIC score: https://
pubmed.ncbi.nim.nih.gov/34545400/

450.Ischemic stroke as a presenting feature of immune
thrombotic thrombocytopenia induced by ChAdOx1-nCoV-19
vaccination: https://pubmed.ncbi.nim.nih.gov/34035134/

451.In-hospital observational study of neurological disorders in
patients recently vaccinated with COVID-19 mRNA vaccines:
https://pubmed.ncbi.nim.nih.gov/34688190/

452 .Endovascular treatment for vaccine-induced cerebral venous
sinus thrombosis and thrombocytopenia after vaccination with
ChAdOx1 nCoV-19: report of three cases: https://
pubmed.ncbi.nim.nih.gov/34782400/

453.Cardiovascular, neurological, and pulmonary events after
vaccination with BNT162b2, ChAdOx1 nCoV-19, and
Ad26.COV2.S vaccines: an analysis of European data: https://
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ciab926/6420408.

607.Myocarditis and pericarditis after COVID-19 vaccination:
inequalities in age and vaccine types: https://www.mdpi.com/
2075-4426/11/11/1106

608.Epidemiology and clinical features of myocarditis/pericarditis
before the introduction of COVID-19 mRNA vaccine in Korean
children: a multicenter study: https://
pubmed.ncbi.nim.nih.gov/34402230/

609.Shedding light on post-vaccination myocarditis and
pericarditis in COVID-19 and non-COVID-19 vaccine
recipients: https://pubmed.ncbi.nim.nih.gov/34696294/
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610.Diffuse prothrombotic syndrome after administration of
ChAdOx1 nCoV-19 vaccine: case report: https://
pubmed.ncbi.nim.nih.gov/34615534/

611.Three cases of acute venous thromboembolism in women
after coronavirus 2019 vaccination: https://
pubmed.ncbi.nlm.nih.qov/34352418/

612.Clinical and biological features of cerebral venous sinus
thrombosis after vaccination with ChAdOx1 nCov-19; https://
jnnp.bmj.com/content/early/2021/09/29/jnnp-2021-327340.

613.COV2-S vaccination may reveal hereditary thrombophilia:
massive cerebral venous sinus thrombosis in a young man
with normal platelet count: https://pubmed.ncbi.nim.nih.gov/
34632750/

614.Post-mortem findings in vaccine-induced thrombotic
thrombocytopenia: https://haematologica.org/article/view/
haematol.2021.279075

615.COVID-19 vaccine-induced thrombosis: https://
pubmed.ncbi.nim.nih.qov/34802488/.

616.Inflammation and platelet activation after COVID-19
vaccines: possible mechanisms behind vaccine-induced
immune thrombocytopenia and thrombosis: https://
pubmed.ncbi.nim.nih.gov/34887867/.

617.Anaphylactoid reaction and coronary thrombosis related to
COVID-19 mRNA vaccine: https://pubmed.ncbi.nim.nih.gov/
34863404/.

618.Vaccine-induced cerebral venous thrombosis and
thrombocytopenia. Oxford-AstraZeneca COVID-19: a missed
opportunity for rapid return on experience: https://
www.sciencedirect.com/science/article/pii/
S235255682100093X

619.0ccurrence of splenic infarction due to arterial thrombosis
after vaccination with COVID-19: https://
pubmed.ncbi.nlm.nih.gov/34876440/
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620.Deep venous thrombosis more than two weeks after
COVID-19 vaccination: https://pubmed.ncbi.nlm.nih.gov/
33928773/

621.Case report: Take a second look: Cerebral venous
thrombosis related to Covid-19 vaccination and thrombotic
thrombocytopenia syndrome: https://
pubmed.ncbi.nim.nih.gov/34880826/

622.Information on ChAdOx1 nCoV-19 vaccine-induced immune-
mediated thrombotic thrombocytopenia: https://
pubmed.ncbi.nlm.nih.gov/34587242/

623.Change in blood viscosity after COVID-19 vaccination:
estimation for persons with underlying metabolic syndrome:
https://pubmed.ncbi.nim.nih.gov/34868465/

624.Management of a patient with a rare congenital limb
malformation syndrome after SARS-CoV-2 vaccine-induced
thrombosis and thrombocytopenia (VITT): https://
pubmed.ncbi.nim.nih.gov/34097311/

625.Bilateral thalamic stroke: a case of COVID-19 (VITT) vaccine-
induced immune thrombotic thrombocytopenia or a
coincidence due to underlying risk factors: https://
pubmed.ncbi.nim.nih.gov/34820232/.

626.Thrombocytopenia and splanchnic thrombosis after
vaccination with Ad26.COV2.S successfully treated with
transjugular intrahepatic intrahepatic portosystemic shunt and
thrombectomy: https://onlinelibrary.wiley.com/doi/10.1002/

ajh.26258

627.Incidence of acute ischemic stroke after coronavirus
vaccination in Indonesia: case series: https://
pubmed.ncbi.nlm.nih.qov/34579636/

628.Successful treatment of vaccine-induced immune immune
thrombotic thrombocytopenia in a 26-year-old female patient:
https://pubmed.ncbi.nim.nih.gov/34614491/

629.Case report: vaccine-induced immune immune thrombotic
thrombocytopenia in a patient with pancreatic cancer after
vaccination with messenger RNA-1273: https://
pubmed.ncbi.nim.nih.gov/34790684/
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630.ldiopathic idiopathic external jugular vein thrombophlebitis
after coronavirus disease vaccination (COVID-19): https://
pubmed.ncbi.nim.nih.gov/33624509/.

631.Squamous cell carcinoma of the lung with hemoptysis
following vaccination with tozinameran (BNT162b2, Pfizer-
BioNTech): https://pubmed.ncbi.nim.nih.gov/34612003/

632.Vaccine-induced thrombotic thrombocytopenia after
Ad26.COV2.S vaccination in a man presenting as acute
venous thromboembolism: https://pubmed.ncbi.nim.nih.gov/
34096082/

633.Myocarditis associated with COVID-19 vaccination in three
adolescent boys: https://pubmed.ncbi.nim.nih.gov/
34851078/.

634.Cardiovascular magnetic resonance findings in young adult
patients with acute myocarditis after COVID-19 mRNA
vaccination: a case series: https://pubmed.ncbi.nim.nih.gov/
34496880/

635.Perimyocarditis after vaccination with COVID-19: https://
pubmed.ncbi.nim.nih.gov/34866957/

636.Epidemiology of acute myocarditis/pericarditis in Hong Kong
adolescents after co-vaccination: https://
pubmed.ncbi.nim.nih.qov/34849657/.

637.Myocarditis-induced sudden death after BNT162b2
COVID-19 mRNA vaccination in Korea: case report focusing
on histopathological findings: https://
pubmed.ncbi.nim.nih.gov/34664804/

638.Acute myocarditis after vaccination with COVID-19 mRNA in
adults aged 18 years or older: https://
pubmed.ncbi.nim.nih.gov/34605853/

639.Recurrence of acute myocarditis temporally associated with
receipt of the 2019 coronavirus mRNA disease vaccine
(COVID-19) in an adolescent male: https://
pubmed.ncbi.nim.nih.gov/34166671/




1208

CAMARA DE REPRESENTANTES Martes 8 de abril de 2025

640.Young male with myocarditis after mRNA-1273 coronavirus
disease-2019 (COVID-19) mRNA vaccination: https://
pubmed.ncbi.nim.nih.gov/34744118/

641.Acute myocarditis after SARS-CoV-2 vaccination in a 24-
year-old male: https://pubmed.ncbi.nim.nih.gov/34334935/.

642.Ga-DOTATOC digital PET images of inflammatory cell
infiltrates in myocarditis after vaccination with COVID-19:
https://pubmed.ncbi.nim.nih.gov/34746968/

643.0ccurrence of acute infarct-like myocarditis after vaccination
with COVID-19: just an accidental coincidence or rather a
vaccination-associated autoimmune myocarditis?”: https://
pubmed.ncbi.nim.nih.gov/34333695/.

644.Self-limited myocarditis presenting with chest pain and ST-
segment elevation in adolescents after vaccination with
BNT162b2 mRNA vaccine: https://pubmed.ncbi.nim.nih.gov/
34180390/

645.Myocarditis Following Immunization with COVID-19 mRNA
Vaccines in Members of the U.S. Military: https://
pubmed.ncbi.nim.nih.gov/34185045/

646.Myocarditis after BNT162b2 vaccination in a healthy male:
https://pubmed.ncbi.nim.nih.gov/34229940/

647.Myopericarditis in a previously healthy adolescent male after
COVID-19 vaccination: Case report: https://
pubmed.ncbi.nim.nih.gov/34133825/

648.Acute myocarditis after SARS-CoV-2 mRNA-1273 mRNA
vaccination: https://pubmed.ncbi.nlm.nih.gov/34308326/.

649.Chest pain with abnormal electrocardiogram redevelopment
after injection of COVID-19 vaccine manufactured by
Moderna: https://pubmed.ncbi.nim.nih.gov/34866106/

650.Biopsy-proven lymphocytic myocarditis after first vaccination
with COVID-19 mRNA in a 40-year-old man: case report:
https://pubmed.ncbi.nim.nih.gov/34487236/

651.Multimodality imaging and histopathology in a young man
presenting with fulminant lymphocytic myocarditis and
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cardiogenic shock after vaccination with mRNA-1273: https://
pubmed.ncbi.nim.nih.gov/34848416/

652.Report of a case of myopericarditis after vaccination with
BNT162b2 COVID-19 mRNA in a young Korean male: https://
pubmed.ncbi.nim.nih.gov/34636504/

653.Acute myocarditis after Comirnaty vaccination in a healthy
male with previous SARS-CoV-2 infection: https://
pubmed.ncbi.nim.nih.gov/34367386/

654.Acute myocarditis in a young adult two days after vaccination
with Pfizer: https://pubmed.ncbi.nim.nih.gov/34709227/

655.Case report: acute fulminant myocarditis and cardiogenic
shock after messenger RNA coronavirus vaccination in 2019
requiring extracorporeal cardiopulmonary resuscitation:
https://pubmed.ncbi.nim.nih.gov/34778411/

656.Acute myocarditis after 2019 coronavirus disease
vaccination: https://pubmed.ncbi.nlm.nih.gov/34734821/

657.A series of patients with myocarditis after vaccination against
SARS-CoV-2 with mRNA-1279 and BNT162b2: https://
pubmed.ncbi.nim.nih.gov/34246585/

658.Myopericarditis after Pfizer messenger ribonucleic acid
coronavirus coronavirus disease vaccine in adolescents:
https://pubmed.ncbi.nlm.nih.qov/34228985/

659.Post-vaccination multisystem inflammatory syndrome in
adults without evidence of prior SARS-CoV-2 infection:
https://pubmed.ncbi.nim.nih.gov/34852213/

660.Acute myocarditis defined after vaccination with 2019 mRNA
of coronavirus disease: https://pubmed.ncbi.nim.nih.gov/
34866122/

661.Biventricular systolic dysfunction in acute myocarditis after
SARS-CoV-2 mRNA-1273 vaccination: https://
pubmed.ncbi.nim.nih.gov/34601566/

662.Myocarditis following COVID-19 vaccination: MRI study:
https://pubmed.ncbi.nim.nih.gov/34739045/.
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663.Acute myocarditis after COVID-19 vaccination: case report:
https://docs.google.com/document/d/
1Hc4bh gNbZ7UVm5BLxkRAMPNnnI9zcCsl/e

664.Association of myocarditis with COVID-19 messenger RNA
BNT162b2 vaccine COVID-19 in a case series of children:
https://pubmed.ncbi.nim.nih.gov/34374740/

665.Clinical suspicion of myocarditis temporally related to
COVID-19 vaccination in adolescents and young adults:
https://pubmed.ncbi.nim.nih.gov/34865500/

666.Myocarditis following vaccination with Covid-19 in a large
healthcare organization: https://pubmed.ncbi.nim.nih.gov/
34614329/

667.AstraZeneca COVID-19 vaccine and Guillain-Barré syndrome
in Tasmania: a causal link: https://pubmed.ncbi.nim.nih.gov/
34560365/

668.COVID-19, Guillain-Barré and vaccineA dangerous mix:
https://pubmed.ncbi.nlm.nih.gov/34108736/.

669.Guillain-Barré syndrome after the first dose of Pfizer-
BioNTech COVID-19 vaccine: case report and review of
reported cases: https://pubmed.ncbi.nim.nih.gov/34796417/.

670.Guillain-Barre syndrome after BNT162b2 COVID-19 vaccine:
https://link.springer.com/article/
10.1007%2Fs10072-021-05523-5.

671.COVID-19 adenovirus vaccines and Guillain-Barré syndrome
with facial palsy: https://onlinelibrary.wiley.com/doi/10.1002/
ana.26258.

672.Association of receipt association of Ad26.COV2.S
COVID-19 vaccine with presumed Guillain-Barre syndrome,
February-July 2021: https://jamanetwork.com/journals/jama/
fullarticle/2785009

673.A case of Guillain-Barré syndrome after Pfizer COVID-19
vaccine: https://pubmed.ncbi.nlm.nih.gov/34567447/

674.Guillain-Barré syndrome associated with COVID-19
vaccination: https://pubmed.ncbi.nim.nih.gov/34648420/.
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675.Rate of recurrent Guillain-Barré syndrome after COVID-19
BNT162b2 mRNA vaccine: https://jamanetwork.com/journals/
jamaneurology/fullarticle/2783708

676.Guillain-Barre syndrome after COVID-19 vaccination in an
adolescent: https://www.pedneur.com/article/
S0887-8994(21)00221-6/fulltext.

677.Guillain-Barre syndrome after ChAdOx1-S / nCoV-19
vaccination: https://pubmed.ncbi.nim.nih.gov/34114256/.

678.Guillain-Barre syndrome after COVID-19 mRNA-1273
vaccine: case report: https://pubmed.ncbi.nim.nih.gov/
34767184/.

679.Guillain-Barre syndrome following SARS-CoV-2 vaccination
in 19 patients: https://pubmed.ncbi.nim.nih.gov/34644738/.

680.Guillain-Barre syndrome presenting with facial diplegia
following vaccination with COVID-19 in two patients: https://
pubmed.ncbi.nim.nih.gov/34649856/

681.A rare case of Guillain-Barré syndrome after COVID-19
vaccination: https://pubmed.ncbi.nim.nih.qov/34671572/

682.Neurological complications of COVID-19: Guillain-Barre
syndrome after Pfizer COVID-19 vaccine: https://
pubmed.ncbi.nim.nih.gov/33758714/

683.COVID-19 vaccine causing Guillain-Barre syndrome, an
uncommon potential side effect: https://
pubmed.ncbi.nim.nih.gov/34484780/

684.Guillain-Barre syndrome after the first dose of COVID-19
vaccination: case report; https://pubmed.ncbi.nlm.nih.gov/
34779385/.

685.Miller Fisher syndrome after Pfizer COVID-19 vaccine:
https://pubmed.ncbi.nim.nih.gov/34817727/.

686.Miller Fisher syndrome after 2019 BNT162b2 mRNA
coronavirus vaccination: https://pubmed.ncbi.nim.nih.gov/
34789193/.

687 .Bilateral facial weakness with a variant of paresthesia of
Guillain-Barre syndrome after Vaxzevria COVID-19 vaccine:
https://pubmed.ncbi.nim.nih.gov/34261746/
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688.Guillain-Barre syndrome after the first injection of ChAdOx1
nCoV-19 vaccine: first report: https://
pubmed.ncbi.nim.nih.gov/34217513/.

689.A case of sensory ataxic Guillain-Barre syndrome with
immunoglobulin G anti-GM1 antibodies after first dose of
COVID-19 BNT162b2 mRNA vaccine (Pfizer): https://
pubmed.ncbi.nim.nih.qgov/34871447/

690.Reporting of acute inflammatory neuropathies with COVID-19
vaccines: subgroup disproportionality analysis in VigiBase:
https://pubmed.ncbi.nim.nih.gov/34579259/

691.A variant of Guillain-Barré syndrome after SARS-CoV-2
vaccination: AMSAN: https://pubmed.ncbi.nlm.nih.gov/
34370408/.

692.A rare variant of Guillain-Barré syndrome after vaccination
with Ad26.COV2.S: https://pubmed.ncbi.nim.nih.gov/
34703690/.

693.Guillain-Barré syndrome after SARS-CoV-2 vaccination in a
patient with previous vaccine-associated Guillain-Barré
syndrome: https://pubmed.ncbi.nim.nih.gov/34810163/

694.Guillain-Barré syndrome in an Australian state using mRNA
and adenovirus-vector SARS-CoV-2 vaccines: https://
onlinelibrary.wiley.com/doi/10.1002/ana.26218.

695.Acute transverse myelitis after SARS-CoV-2 vaccination:
case report and review of the literature: https://
pubmed.ncbi.nim.nih.gov/34482455/.

696.Variant Guillain-Barré syndrome occurring after SARS-CoV-2
vaccination: https://pubmed.ncbi.nim.nih.gov/34114269/.

697.Guillian-Barre syndrome with axonal variant temporally
associated with Modern SARS-CoV-2 mRNA-based vaccine:
https://pubmed.ncbi.nim.nih.gov/34722067/

698.Guillain-Barre syndrome after the first dose of SARS-CoV-2
vaccine: a temporary occurrence, not a causal association:
https://pubmed.ncbi.nim.nih.gov/33968610/
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699.SARS-CoV-2 vaccines can be complicated not only by
Guillain-Barré syndrome but also by distal small fiber
neuropathy: https://pubmed.ncbi.nim.nih.gov/34525410/

700.Clinical variant of Guillain-Barré syndrome with prominent
facial diplegia after AstraZeneca 2019 coronavirus disease
vaccine: https://pubmed.ncbi.nlm.nih.gov/34808658/

701.Adverse event reporting and risk of Bell’s palsy after
COVID-19 vaccination: https://www.thelancet.com/journals/
laninf/article/PlIS1473-3099(21)00646-0/fulltext.

702.Bilateral facial nerve palsy and COVID-19 vaccination:
causality or coincidence: https://pubmed.ncbi.nim.nih.gov/
34522557/

703.Left Bell’s palsy after the first dose of mMRNA-1273 SARS-
CoV-2 vaccine: case report: https://pubmed.ncbi.nlm.nih.gov/
34763263/.

704.Bell’s palsy after inactivated vaccination with COVID-19 in a
patient with a history of recurrent Bell’s palsy: case report:
https://pubmed.ncbi.nim.nih.gov/34621891/

705.Neurological complications after the first dose of COVID-19
vaccines and SARS-CoV-2 infection: https://
pubmed.ncbi.nim.nih.gov/34697502/

706.Type | interferons as a potential mechanism linking COVID-19
MRNA vaccines with Bell’s palsy: https://
pubmed.ncbi.nlm.nih.gov/33858693/

707.Acute transverse myelitis following inactivated COVID-19
vaccine: https://pubmed.ncbi.nlm.nih.gov/34370410/

708.Acute transverse myelitis after COVID-19 vaccination: https://
pubmed.ncbi.nim.nih.gov/34579245/.

709.A case of longitudinally extensive transverse myelitis
following Covid-19 vaccination: https://
pubmed.ncbi.nim.nih.gov/34182207/

710.Post COVID-19 transverse myelitis; a case report with review
of the literature: https://pubmed.ncbi.nim.nih.gov/34457267/.
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711.Beware of neuromyelitis optica spectrum disorder after
vaccination with inactivated virus for COVID-19: https://
pubmed.ncbi.nlm.nih.gov/34189662/

712.Neuromyelitis optica in a healthy woman after vaccination
against severe acute respiratory syndrome coronavirus 2
MRNA-1273: https://pubmed.ncbi.nim.nih.gov/34660149/

713.Acute bilateral bilateral optic neuritis/chiasm with longitudinal
extensive transverse myelitis in long-standing stable multiple
sclerosis after vector-based vaccination against SARS-CoV-2:
https://pubmed.ncbi.nim.nih.gov/34131771/

714 A case series of acute pericarditis after vaccination with
COVID-19 in the context of recent reports from Europe and
the United States: https://pubmed.ncbi.nim.nih.gov/
34635376/

715.Acute pericarditis and cardiac tamponade after vaccination
with Covid-19: https://pubmed.ncbi.nlm.nih.gov/34749492/

716.Myocarditis and pericarditis in adolescents after the first and
second doses of COVID-19 mRNA vaccines: https://
pubmed.ncbi.nim.nih.gov/34849667/

717 .Perimyocarditis in adolescents after Pfizer-BioNTech
COVID-19 vaccine: https://pubmed.ncbi.nim.nih.gov/
34319393/

718.Acute myopericarditis after COVID-19 vaccine in
adolescents: https://pubmed.ncbi.nim.nih.gov/34589238/

719.Pericarditis after administration of the BNT162b2 mRNA
vaccine COVID-19: https://pubmed.ncbi.nim.nih.gov/
34149145/

720.Case report: symptomatic pericarditis post COVID-19
vaccination: https://pubmed.ncbi.nlm.nih.gov/34693198/.

721.An outbreak of Still’s disease after COVID-19 vaccination in a
34-year-old patient: https://pubmed.ncbi.nim.nih.gov/
34797392/

722 .Hemophagocytic lymphohistiocytosis following COVID-19
vaccination (ChAdOx1 nCoV-19): https://
pubmed.ncbi.nim.nih.gov/34862234/
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723.Myocarditis after SARS-CoV-2 mRNA vaccination, a case
series: https://pubmed.ncbi.nim.nih.gov/34396358/.

724.Miller-Fisher syndrome and Guillain-Barré syndrome overlap
syndrome in a patient after Oxford-AstraZeneca SARS-CoV-2
vaccination: https://pubmed.ncbi.nim.nih.gov/34848426/.

725.Immune-mediated disease outbreaks or new-onset disease
in 27 subjects after MRNA/DNA vaccination against SARS-
CoV-2: https://pubmed.ncbi.nlm.nih.gov/33946748/

726.Post-mortem investigation of deaths after vaccination with
COVID-19 vaccines: https://pubmed.ncbi.nim.nih.gov/
34591186/

727 .Acute kidney injury with macroscopic hematuria and IgA
nephropathy after COVID-19 vaccination: https://
pubmed.ncbi.nlm.nih.gov/34352309/

728.Relapse of immune thrombocytopenia after covid-19
vaccination in young male patient: https://
pubmed.ncbi.nim.nih.gov/34804803/.

729.Immune thrombocytopenic purpura associated with
COVID-19 mRNA vaccine Pfizer-BioNTech BNT16B2b2:
https://pubmed.ncbi.nim.nih.gov/34077572/

730.Retinal hemorrhage after SARS-CoV-2 vaccination: https://
pubmed.ncbi.nim.nih.gov/34884407/.

731.Case report: anti-neutrophil cytoplasmic antibody-associated
vasculitis with acute renal failure and pulmonary hemorrhage
can occur after COVID-19 vaccination: https://
pubmed.ncbi.nim.nih.gov/34859017/

732.Intracerebral hemorrhage due to vasculitis following
COVID-19 vaccination: case report: https://
pubmed.ncbi.nim.nih.gov/34783899/

733.Peduncular, symptomatic cavernous bleeding after immune
thrombocytopenia-induced SARS-CoV-2 vaccination: https://
pubmed.ncbi.nim.nih.gov/34549178/.

734.Brain death in a vaccinated patient with COVID-19 infection:
https://pubmed.ncbi.nim.nih.gov/34656887/
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735.Generalized purpura annularis telangiectodes after SARS-
CoV-2 mRNA vaccination: https://pubmed.ncbi.nim.nih.gov/
34236717/.

736.Lobar hemorrhage with ventricular rupture shortly after the
first dose of a SARS-CoV-2 mRNA-based SARS-CoV-2
vaccine: https://pubmed.ncbi.nim.nih.gov/34729467/.

737.A case of outbreak of macroscopic hematuria and IgA
nephropathy after SARS-CoV-2 vaccination: https://
pubmed.ncbi.nim.nih.gov/33932458/

738.Acral hemorrhage after administration of the second dose of
SARS-CoV-2 vaccine. A post-vaccination reaction: https://
pubmed.ncbi.nim.nih.gov/34092400/742.

739.Severe immune thrombocytopenic purpura after SARS-
CoV-2 vaccine: https://pubmed.ncbi.nim.nih.gov/34754937/

740.Gross hematuria after severe acute respiratory syndrome
coronavirus 2 vaccination in 2 patients with IgA nephropathy:
https://pubmed.ncbi.nim.nih.gov/33771584/

741.Autoimmune encephalitis after ChAdOx1-S SARS-CoV-2
vaccination: https://pubmed.ncbi.nim.nih.gov/34846583/

742.COVID-19 vaccine and death: causality algorithm according
to the WHO eligibility diagnosis: https://
pubmed.ncbi.nim.nih.gov/34073536/

743.Bell’s palsy after vaccination with mRNA (BNT162b2) and
inactivated (CoronaVac) SARS-CoV-2 vaccines: a case series
and a nested case-control study: https://
pubmed.ncbi.nim.nih.gov/34411532/

744 .Epidemiology of myocarditis and pericarditis following mRNA
vaccines in Ontario, Canada: by vaccine product, schedule,
and interval: https://www.medrxiv.org/content/
10.1101/2021.12.02.21267156v1

745.Anaphylaxis following Covid-19 vaccine in a patient with
cholinergic urticaria: https://pubmed.ncbi.nlm.nih.gov/
33851711/
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746.Anaphylaxis induced by CoronaVac COVID-19 vaccine:
clinical features and results of revaccination: https://
pubmed.ncbi.nlm.nih.qgov/34675550/.

747 .Anaphylaxis after Modern COVID-19 vaccine: https://
pubmed.ncbi.nim.nih.gov/34734159/.

748.Association of self-reported history of high-risk allergy with
allergy symptoms after COVID-19 vaccination: https://
pubmed.ncbi.nim.nih.gov/34698847/

749.Sex differences in the incidence of anaphylaxis to LNP-
mMRNA vaccines COVID-19: https://pubmed.ncbi.nim.nih.gov/
34020815/

750.Allergic reactions, including anaphylaxis, after receiving the
first dose of Pfizer-BioNTech COVID-19 vaccine — United
States, December 14 to 23, 2020: https://
pubmed.ncbi.nlm.nih.gov/33641264/

751.Allergic reactions, including anaphylaxis, after receiving the
first dose of Modern COVID-19 vaccine — United States,
December 21, 2020 to January 10, 2021: https://
pubmed.ncbi.nim.nih.gov/33641268/

752.Prolonged anaphylaxis to Pfizer 2019 coronavirus disease
vaccine: a case report and mechanism of action: https://
pubmed.ncbi.nim.nih.gov/33834172/

753.Anaphylaxis reactions to Pfizer BNT162b2 vaccine: report of
3 cases of anaphylaxis following vaccination with Pfizer
BNT162b2: https://pubmed.ncbi.nlm.nih.gov/34579211/

754 .Biphasic anaphylaxis after first dose of 2019 messenger RNA
coronavirus disease vaccine with positive polysorbate 80 skin
test result: https://pubmed.ncbi.nim.nih.gov/34343674/

755.Acute myocardial infarction and myocarditis after COVID-19
vaccination: https://pubmed.ncbi.nim.nih.gov/34586408/

756.Takotsubo syndrome after COVID-19 vaccination: https://
pubmed.ncbi.nim.nih.gov/34539938/.

757.Takotsubo cardiomyopathy after coronavirus 2019
vaccination in patient on maintenance hemodialysis: https://
pubmed.ncbi.nim.nih.gov/34731486/.
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758.Premature myocardial infarction or side effect of COVID-19
vaccine: https://pubmed.ncbi.nlm.nih.gov/33824804/

759.Myocardial infarction, stroke, and pulmonary embolism after
BNT162b2 mRNA COVID-19 vaccine in persons aged 75
years or older: https://pubmed.ncbi.nim.nih.gov/34807248/

760.Kounis syndrome type 1 induced by inactivated SARS-
COV-2 vaccine: https://pubmed.ncbi.nim.nih.gov/34148772/

761.Acute myocardial infarction within 24 hours after COVID-19
vaccination: is Kounis syndrome the culprit: https://
pubmed.ncbi.nim.nih.gov/34702550/

762.Deaths associated with the recently launched SARS-CoV-2
vaccination (Comirnaty®): https://pubmed.ncbi.nim.nih.gov/
33895650/

763.Deaths associated with recently launched SARS-CoV-2
vaccination: https://pubmed.ncbi.nim.nih.gov/34425384/

764.A case of acute encephalopathy and non-ST-segment
elevation myocardial infarction after vaccination with
MRNA-1273: possible adverse effect: https://
pubmed.ncbi.nim.nih.gov/34703815/
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https://www.ncbi.nlm.nih.gov/pmc/articles//

https://www.bmj.com/content/372/bmj.n627

https://www.tandfonline.com/doi/full/10.1080/08916934.2023.2259123

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10442303/

https://www.frontiersin.org/articles/10.3389/fimmu.2023.1242380/full

https://www.nature.com/articles/s41421-021-00329-3

https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2799266
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https://corona-elefant.ch/hemmt-die-covid-impfung-das-angeborene-immunsystem/

Evidencias mas débiles, articulos no revisados por pares.

https://www.medrxiv.org/content/10.1101/2023.06.09.23290893v1

https://www.sciencedirect.com/science/article/pii/S0306987723000117

https://www.medrxiv.org/content/10.1101/2022.10.11.22280963v1.full

https://www.authorea.com/users/414448/articles/522499-sars-cov-2-mass-vaccination-urgent-

questions-on-vaccine-safety-that-demand-answers-from-international-health-agencies-regulatory-

authorities-governments-and-vaccine-developers

https://journals.sciencexcel.com/index.php/mcs/article/view/411/413

https://www.medrxiv.org/content/10.1101/2023.06.09.23290893v1

https://dailysceptic.org/wp-content/uploads/2023/07/SSRN-id4496137.pdf

https://zenodo.org/record/8120771

https://www.mdpi.com/1422-0067/23/13/6940?cmid=de3a70dd-30e4-4d19-beef-1cf840d2ee7a

Articulos de prensa

Alemania
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En el video inmediatamente debajo, el analista de datos aleman Tom Lausen, hablando frente a una
audiencia en el parlamento federal del pais, ofrece su analisis de los datos de mortalidad
recopilados de la Asociacion Nacional de Médicos de Seguros de Salud Estatutarios (0 KBV). Y,
como muestran sus graficos, claramente, hubo aumentos asombrosos en las muertes atribuidas a
causas desconocidas, muertes que ocurrieron 24 horas después del inicio de los sintomas
y“muertes subitas”todo perfectamente sincronizado con el lanzamiento de las inyecciones de
COVID en el pais.

https://rumble.com/v212060-german-health-insurance-data-shows-sudden-enormous-increase-in-

sudden-death.html

https://de.rt.com/inland/172736-ploetzlich-und-unerwartet-verstorben-bundesinstitut/

https://www.zdf.de/nachrichten/politik/corona-hilfe-impfschaeden-long-covid-lauterbach-100.html

https://www.berliner-zeitung.de/gesundheit-oekologie/fuehrten-corona-impfungen-zur-
uebersterblichkeit-eine-wissenschaftliche-debatte-1i.355761

https://uncutnews.ch/pfizer-fuegte-393-seiten-von-daten-mit-unerwuenschten-impf-schaeden-bei-
schande-eine-schande/

https://tkp.at/2023/01/21/im-vorjahr-in-deutschland-74-000-todesfaelle-zu-viel/

https://corona-blog.net/2022/03/04/biontech-pfizer-verpflichtet-zulassungsunterlagen-
herauszugeben-ergebnis-unzaehlige-nebenwirkungen/

https://corona-blog.net/2023/03/07/3-500-freiwillige-experten-analysieren-55-000-dokumente-von-

mehr-als-158-000-impfschaeden-fda-wollte-diese-75-jahre-geheim-halten/

https://www.blautopf.net/index.php/politik/politik-corona/item/648-diekontrollgruppe-de-erste-
antworten-auf-lange-gestellte-fragen
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https://dailysceptic.org/2023/06/16/spike-in-deaths-corresponding-to-covid-vaccine-rollout-found-

in-peer-reviewed-analysis-of-japan-and-germany/

https://www.nau.ch/news/europa/corona-impfschaden-fast-9000-antrage-auf-anerkennung-gestellt-
66525763

https://uncutnews.ch/wir-wussten-dass-kinder-an-der-coronaimpfung-gestorben-waren-aber-das-

hier-ist-doch-schockierend/

Holanda

https://report24.news/uebersterblichkeit-in-den-niederlanden-demonstranten-gedenken-14-000-
toten/?feed id=27259

https://www.cbs.nl/nl-nl/nieuws/2023/28/oversterfte-in-juni

Irlanda

https://www.lifesitenews.com/news/ireland-sees-42-more-deaths-in-past-two-months-compared-to-

pre-covid-levels/?utm_source=popular

Espaiia

https://www.youtube.com/watch?v=u69HaUH3kg4&ab channel=JosepMariaFranc%C3%A0sPorti

https://www.elmundo.es/ciencia-y-salud/salud/2023/02/12/63e63c37e4d4d8c8238b45b2.html

https://www.redaccionmedica.com/secciones/neurologia/-efecto-protrombotico-de-la-vacuna-
covid-neurologia-pide-analizar-muertes-2528

https://www.diariodesevilla.es/sevilla/Sevilla-registra-muertes-mas-ano-
pandemia 0 1808220039.html

Japon
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https://www.japantimes.co.jp/news/2023/04/06/national/science-health/excess-deaths-doubled-
2022-covid19/

https://www.montevideo.com.uy/Salud/Japon-registra-record-historico-de-muertes-por-
coronavirus-en-un-dia-con-420-uc841835

https://transition-news.org/pfizer-dokument-mrna-injektionen-losten-1-6-millionen-
nebenwirkungen-aus

Inglaterra

https://www.saveusnow.org.uk/covid-vaccine-scientific-proof-lethal/
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Monthly Age-Standardised Mortality Rates by Vaccination
Status by Age Group for Non-Covid-19 Deaths in England

January to May 2022
Source: (UK Gov.) Office for National Statistics
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Mortalidad por todas las causas en los "paises occidentales sofisticados", segun el analisis
del LIC. John Campbell (Abajo)

https://www.youtube.com/watch?v=ku2Fv7xnl.10&t=200s&ab_channel=Dr.JohnCampbell
https://www.youtube.com/watch?v=av4Ej6om0WI&t=3s&ab_channel=Dr.JohnCampbell

https://unser-mitteleuropa.com/erschuetternde-regierungs-daten-aus-grossbritannien-dreifach-
geimpfte-mit-hoechster-covid-todesrate/

https://twitter.com/JamesMelville/status/1611034393702694924

https://www.express.co.uk/life-style/health/1772647/excess-deaths-covid-nhs-investigation

https://expose-news.com/2022/04/30/44k-dead-covid-vaccination-europe/

https://www.bbc.com/news/health-64209221

https://www.dailymail.co.uk/health/article-12219789/Almost-100-000-Brits-died-needlessly-heart-
strokes-start-pandemic.html

Noruega

https://www.nrk.no/osloogviken/flere-blir-syke-og-dor- -lege-slar-alarm-1.16153563

Francia

https://www.covidhub.ch/vaccines-produisent-proteine-spike-apres-2-ans/

Australia
Excess Deaths in Australia, 2020 (Wk 1 to Wk 53) +
2021 (Wk 1 to Wk 52)+ 2022 (Wk 1 to Wk 38 only)
Source: Australian Bureau of Statistics
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Cardiac Presentations to Emergency Department and Hospital Admissions
10-19 Year Olds, Victoria, Australia, 2018 to 2022

800,000

800

https://www.researchgate.net/publication/368426122 Australian COVID-
19 pandemic A Bradford Hill analysis of iatrogenic excess mortality

of-high-all-cause-mortality-and-its-covid-19-vaccine-rollout/

https://dailysceptic.org/2023/02/15/australias-drug-regulator-hid-child-vaccine-deaths-to-maintain-
public-confidence/

EEUU

https://childrenshealthdefense.org/defender/confidential-eu-documents-deaths-pfizer-biontech-
shots/

https://brownstone.org/articles/serious-harms-from-vaccine-are-not-rare/

https://childrenshealthdefense.org/defender/long-vax-science-magazine-autoimmune-disorders-

covid-shots/

https://www.zerohedge.com/covid-19/serious-doubt-about-covid-19-vaccine-safety-after-forced-
release-15000-pages-clinical

https://theeaglefliesfree.substack.com/p/has-oido-hablar-de-deportistas-sanos
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VAERS Reported Deaths by Vaccine Type (1988-2021)

1771
5%
SCOovVDls |HEY HEF Oy BPNC EPNC13 WOTAP
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MMR BOTAPHEPEWP BHPVA DTAPPVHEB BARV1 EVARZIOS BDTFHE
BOVAX.-F WHESEPEH BVARCEL WEHAB WBFLU4SEASOMAL) HPYX BHEPA
sBco I MEN BTOAP B FLUHIND] EFLUAI[SEASONAL) BRVX RO
BMENE mYFE BFLUX{HINL) DTPHEP BHPYVD2 aTD DTAPIPY
BHPVI oMEA BTYP BANTH BOTPAIPY BMMAY WBHEFPAB
BTTOX PNC10 ®OT BFLUNNYS5EASONAL) SsaaLL BFLUNASEASOMAL) BDTAPH
BFLUCASEASDONAL) BRV BHEPY BFLUNMIND BLYME BMENHE FPER
BDTPHI BOTEYV v BXV B MNC BFLURASEASOMAL) R DTPPHIB
.FLUA“EISMA}.} EBFLUCASEASONAL) BEVX L YY) MER BPLAGUE BTOAPPY
# TBE WTEE 5 CHOL BIXEV] mRUB BADEN 4 7 BOTOX
Analisis de datos actuariales de Edward Dowd et al. (Abajo)
https://Ic.org/mewsroom/details/033123-covid-shot-damage-report-reveals-alarming-human-and-

economic-cost-1

https://dailyclout.io/bombshell-pfizer-and-the-fda-knew-in-early-2021-that-the-pfizer-mrna-covid-
vaccine-caused-dire-fetal-and-infant-risks-they-began-an-aggressive-campaign-to-vaccinate-

pregnant-women-anyway/
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https://www.conservativereview.com/horowitz-confidential-pfizer-document-shows-the-company-
observed-1-6-million-adverse-events-covering-nearly-every-organ-system-2661316948.html

https://www.judicialwatch.org/us-and-uk-agreement/

https://icandecide.org/press-release/ican-confronts-cdc-and-fda-about-hiding-important-vaccine-

adverse-event-reports-from-public-view/

https://www.judicialwatch.org/documents/jw-v-hhs-covid-vaccines-feb-2022-00660/

https://www.soa.org/4a368a/globalassets/assets/files/resources/research-report/2022/group-life-
covid-19-mortality-03-2022-report.pdf

https://www.zerohedge.com/medical/covid-vaccines-are-obviously-dangerous-and-should-be-
halted-immediately-say-senior-swedish

https://www.reuters.com/business/healthcare-pharmaceuticals/us-says-pfizers-bivalent-covid-shot-
may-be-linked-stroke-older-adults-2023-01-13/

https://thepeoplesvoice.tv/first-major-world-politician-apologizes-to-the-unvaccinated-you-were-

right-we-were-wrong/

https://apollo-news.net/pentagon-bestaetigt-dramatischer-anstieg-bei-herzmuskel-entzuendungen-
im-us-militaer/

Deaths Per Million Doses (US Only)
Traditional Vaccines (2006 - 2019),
Covid-19 Vaccines (2020-Present)

Data Obtained from CDC's VAERS and NVICP data & statistics report
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Sudafrica

https://theprint.in/world/british-indian-medic-backs-legal-review-of-covid-vaccine-in-south-africa-
high-court-2/1482253/?amp

Austria

https://report24.news/hat-orf-schwere-nebenwirkungen-und-todesopfer-der-mrna-impfkampagne-
verharmlost/?feed id=27483

https://www.ots.at/presseaussendung/OTS 20230704 OTS0069/aufarbeitungskampagne-ueber-
corona-massnahmen-erreicht-wien-anhang

Canada

https://www.globalresearch.ca/dr-denis-rancourt-covid-injections-have-killed-13-million-people-

worldwide/5824868

Rumania

https://www.national.ro/coronavirus/excesul-de-mortalitate-din-ue-direct-proportional-cu-rata-de-
vaccinare-romania-si-bulgaria-din-nou-pe-negativ-798603.html

Demandas/Reclamos

https://tkp.at/2023/06/16/deutschland-zivilprozess-gegen-hersteller-wegen-impfschaden/

https://www.youtube.com/watch?v=u69HaUH3kg4&ab channel=JosepMariaFranc%C3%A0sPorti

https://www.abc.es/sociedad/demanda-colectiva-pie-primer-juicio-danos-vacuna-20230411191342-

nt.html

https://childrenshealthdefense.org/defender/australian-covid-vaccine-injury-class-action-lawsuit/

https://www.aerzte-hippokratischer-eid.de/de/presse-und-oeffentlichkeit/aktuelle-

pressemitteilungen/pressemeldungen-des-aebvhe/oeffentlichkeit-sollte-gezielt-desinformiert-und-
unwissend-gehalten-werden-in-bezug-auf-die-hohe-zahl-der-corona-impfnebenwirkungen-

aerzteverband-fordert-sofortigen-impfstopp-und-strafrechtliche-verfolgung-der-verschleierungen/
2023-01-18/17/

https://www.theepochtimes.com/exclusive-over-300-caf-members-harmed-by-covid-vaccine-

mandates-launch-500-million-lawsuit-against-military 5353040.html

| https://www.bmj.com/content/378/bmj.01731/rr-2
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Censura

https://eleconomista.com.ar/actualidad/twitter-suspendio-cuenta-inventor-tecnologia-arnm-afirmo-
vacunas-aumentan-drasticamente-riesgo-ataque-cardiaco-n49327

https://childrenshealthdefense.org/defender/orwellian-tactics-social-media-censorship-white-house/

Prueba PCR

https://fassadenkratzer.wordpress.com/2020/12/06/internationale-experten-drosten-pcr-test-wegen-

schwerwiegender-mangel-vollig-untauglich-fur-infektions-nachweis/

https://academic.oup.com/cid/article/73/11/e3884/6018217

https://web.archive.org/web/20220122062141/https://cormandrostenreview.com/report/

https://www.medrxiv.org/content/10.1101/2021.05.06.21256289v2

https://www.pnas.org/doi/10.1073/pnas.2105968118

Muerte de atletas

https://goodsciencing.com/covid/athletes-suffer-cardiac-arrest-die-after-covid-shot/

Opiniones de expertos

https://blogs.bmj.com/bmj/2021/08/23/does-the-fda-think-these-data-justify-the-first-full-approval-

of-a-covid-19-vaccine/#content

https://stevekirsch.substack.com/p/new-vaers-analysis-reveals-hundreds

https://www.thegatewaypundit.com/2023/01/renowned-mit-professor-drug-safety-analytics-
specialist-calls-immediate-suspension-mrna-covid-vaccines/

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9062939/

https://dailysceptic.org/2022/11/26/as-an-oncologist-i-am-seeing-people-with-stable-cancer-

rapidly-progress-after-being-forced-to-have-a-booster/

https://www.youtube.com/watch?v=X0oMARO9rOCrk&t=1s&ab channel=GrassrootsArmy

https://www.science.org/content/article/rare-link-between-coronavirus-vaccines-and-long-covid-
illness-starts-gain-acceptance

https://kirschsubstack.com/p/breaking-vaers-data-clearly-shows
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https://fassadenkratzer.wordpress.com/2023/07/18/ungezahlte-tote-durch-die-
beatmungsmaschinen-die-grose-vertuschung/

https://anandamide.substack.com/p/curious-kittens

https://anandamide.substack.com/p/pfizer-and-moderna-bivalent-vaccines

https://kirschsubstack.com/p/can-anyvone-explain-the-alarming-rise?utm source=post-email-

title&publication id=548354&post _id=135232788&isFreemail=true&utm medium=email

i
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Documento: 12/001/3/5848/2022 Actuacion: 8

Montevideo, 3 de Noviembre de 2022
Ref. N° 12/001/3/5848/2022.-
Mediante acceso a la informacién publica se solicita:

“TEMA PCR. CONSIDERANDOQS:

Vuestro Ministerio a autorizado y ha condicionado la movilidad de ciudadanos en funcion
del Test RT PCR, el cual viene altamente cuestionado desde las Publicaciones que
Christian Drosten realizo a 24 horas del alerta que emitiéo China en 2020.
PREGUNTAS.

1) Deseo saber si los Test por Ustedes validados tienen la posibilidad de distinguir entre
un Virus Activo de un Virus Inactivo.

2) Deseo saber si los Test por ustedes validados pueden determinar el grado de
infecciosidad del paciente.

3) Deseo saber si a vuestro Ministerio le consta que algun trabajo cientifico en el mundo,
haya podido verificar la existencia del Virus Sars Cov2 infectando a personal o animal
sano a partir de células infectadas con dicho virus.

4) Deseo consultar si vuestro Ministerio esta al tanto de algun trabajo cientifico que
hayan podido documentar poder infectar células humanas de pulmon a partir hisopados
de personas asintomaticos pero con un PCR positivo.

5) Por dltimo y no menos importante consultar si vuestro Ministerio esta al tanto que el
nivel de fiabilidad del resultado esta en funcion de la cantidad de ciclos o ampliaciones
necesarias para obtener la fluorescencia o CT de corte”.

Consultada la Direccién General de la Salud, se informa por parte de la Divisién de

Epidemiologia:

22
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1) Deseo saber si los Test por Ustedes validados tienen la
posibilidad de distinguir entre un Virus Activo de un Virus
Inactivo.

El Departamento de Laboratorio de Salud Pablica no validd
test para distinguir entre Virus activoe de un Virus
inactivo.

2) Deseo saber si los Test por ustedes validados pueden
determinar el grado de infecciésidad del paciente.

El Departamento de Laboratorios de Salud Publica no validé
estudios para determinar el grado de infecciosidad del
paciente.

3) Deseo saber si a vuestro Ministeric le consta que algun
trabajo cientifico en el mundo , haya podido verificar la
existencia del Virus Sars Cov2 infectando a personal o
animal sano a partir de células infectadas con dicho virus.

El Departamento de Laboratorios de Salud Publica no tiene
conocimiento de trabajo cientifico que comunigue lo gque se
consulta.

4) Deseo consultar si vuestro Ministerio esta al tanto de
algin trabajo cientifico que hayan podido documentar poder
infectar células humanas de pulmén a partir hisopados de
personas asintomaticos pero con un PCR positivo.

El Departamento de Laboratorios de Salud Publica no tiene
conocimiento de trabajo cientifico que comunique lo que se
consulta.

5) Por ultimo y no menos importante consultar si vuestre
Ministerio estd al tanto que el nivel de fiabilidad del
resultado estd en funcién de la cantidad de ciclos o
ampliaciones necesarias para obtener la fluorescencia o CT
de corte.

Desde el punto de vista del laboratorio se utilizan el
namero los ciclos en que aparece la positividad para cada
reactivo utilizado para definir si el material genético del
virus se detectdé en la muestra.

En virtud de los motivos expuestos, se sugiere hacer lugar a lo solicitado en los
términos del presente informe.-
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Documento: 12/001/3/5848/2022 Actuacion: 10

Ministris b Fittod bt

VISTO: la solicitud de informacién publica efectuada por el Sr. Fernando Vega
Torrens, titular de la cédula de identidad N° 2.629.967-3, al amparo de lo
dispuesto por la Ley N° 18.381 de 17 de octubre de 2008;

RESULTANDO: que el peticionante solicita informaciéon vinculada a los test

RT - PCR validados por el Ministerio de salud Publica, a saber: i) si distinguen
entre un virus activo y un virus inactivo; si determinan el grado de infecciosidad
del paciente y si se ha podido verificar la existencia del Virus Sars Cov2
infectando a personal o animal sano a partir de células infectadas con dicho virus;
i) si el Ministerio de Salud Publica estéd al tanto de algin trabajo cientifico que
hayan podido documentar acerca de infectar células humanas de pulmén a partir
hisopados de personas asintomdticos pero con un PCR positivo; y iii) si el nivel
de fiabilidad del resultado estd en funcion de la cantidad de ciclos o ampliaciones
necesarias para obtener la fluorescencia o CT de corte;

CONSIDERANDO: I) que corresponde hacer lugar a lo solicitado;

II) que de acuerdo a lo dispuesto por el Articulo 16 de la
citada disposicion legal, el acto que resuelva la peticion debe emanar del jerarca
maximo del Inciso o quien posea facultades delegadas al efecto;

ATENTO: a lo precedentemente expuesto y a lo establecido por Resolucion
Ministerial N° 38/991 de 22 de enero de 1991;
EL DIRECTOR GENERAL DE SECRETARIA

en ejercicio de las atribuciones delegadas
RESUELVE:

1°)  Autorizase el acceso a la informacién en referencia a la solicitud efectuada
por el Sr. Fernando Vega Torrens, titular de la cédula de identidad N°
2.629.967-3, al amparo de lo dispuesto por la Ley N° 18.381 de 17 de
octubre de 2008.

27
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2°)  Notifiquese a la parte interesada a través de Secretaria de la Direccion
General de Secretaria. Pase al Departamento de Comunicaciones para su

publicacién en la p4dgina web institucional. Cumplido, archivese.

Ref. N° 001-3-5848-2022
VC
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Ministerio
de Salud Publica i
DIRECCION GENERAL DE LA SALUD

Montevideo, 17 de mayo de 2023

Sra. Directora General de Salud,

Dra. Adriana Alfonso,

Ref: acceso de informacién 3/2697/2023

Se solicita:

1) Saber si el Ministerio de Salud Publica Obliga a las prestadoras de salud a que
Obliguen a los ciudadanos a utilizar tapabocas?

2) Saber si el MSP Obliga a los ciudadanos al uso del tapabocas y en caso positivo en
qué circunstancias?

3) Saber si el MSP solo sugiere y son los prestadores de salud los que obligan el uso del
tapabocas a sus pacientes.

4) Consultar si vuestro Ministerio dispone de evidencia cientifica que pueda justificar
una minima evidencia superior al 10% en eficacia entre grupos de ensayo con y sin

tapabocas.

Respuesta 1,2y 3:
El Ministerio de Salud Publica establece en el comunicado del 9 de junio de 2022 los
casos en que se debe wusar obligatoriamente el tapabocas. (disponible en:

https://www.gub.uy/ministerio-saludpublica/comunicacion/noticias/uso-mascarilla-

facial-obligatorio-altamenterecomendado )

Respuesta 4: Aln no existe evidencia cientifica publicada. La experiencia no publicada de
los profesionales de salud expresa que en los ambitos hospitalarios el uso de mascarilla

disminuye el contagio de enf. de transmision respiratoria.

Dra. Ima Ledn

Unidad de Informacion

Resp 2697 .pdf Av. 18 de Julio 1892, P. 2, Of. 219 - CP 11.200 Montevideo- Uruguay - E-Mail: digesa@msp.gub.uy
Tel. int. 1934 2167/2168 -Mesa expedientes — 2143/2161/2162/2163/2169 — Secretaria
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Documento: 12/001/3/2697/2023 Actuacion: 5

Montevideo, 23 de Mayo de 2023
Ref. N° 12/001/3/2697/20283.-
Mediante acceso a la informacién publica se solicita:

“1) Quisiera saber si el Ministerio de Salud Publica Obliga a las prestadoras de salud a
que Obliguen a los ciudadanos a utilizar tapabocas? 2) Deseo saber si el MSP Obliga
a los ciudadanos al uso del tapabocas y en caso positivo en que circunstancias ? 3)
Deseo saber si el MSP solo sugiere y son los prestadores de salud los que obligan el
uso del tapabocas a sus pacientes. 4) Por ultimo deseo consultar si vuestro Ministerio
dispone de evidencia cientifica que pueda justificar una minima evidencia superior al

10% en eficacia entre grupos de ensayo con y sin tapabocas.”

Consultada la Unidad de Informacién, se elabora informe que luce en los presentes

obrados y se sugiere notificar, a fojas 8.-

Al respecto, venidos los presentes obrados a la suscrita, corresponde informar, no
obstante la informacion recibida, lo siguiente:

Corresponde destacar, en primer lugar, que por mandato del articulo 13 de la Ley N°
18.381, las solicitudes de acceso a la informacion publica deben contener “La
descripcion clara de la informacion requerida y cualquier dato que facilite su
localizacién”, 1o cual en el caso del escrito presentado por el interesado, presenta un

pliego de preguntas que exceden el objeto del instrumento normativo aplicable.

A su vez, como destaca el articulo 14 de la norma antes mencionada, “Esta ley
tampoco faculta a los peticionarios a exigir a los organismos que efectuen
evaluaciones o analisis de la informacion que posean...”, por lo cual tampoco ésta

cartera de Estado esté obligada a generar informacion.

Finalmente corresponde concluir que la Ley N° 18.381 reglamenta un canal para
solicitar informacion concreta, no para obligar a la Administracion a que elabore
analisis o informes a medida. No es un mecanismo de solicitud de opiniones,
explicaciones o justificaciones ni tampoco de elaboracion de informes situaciones

hipotéticas.-

En virtud de lo expuesto, y no obstante lo manifestado, se sugiere hacer lugar parcial a

lo solicitado al amparo del articulo 14 de la Ley N°218.381 y en los términos del

presente informe.-
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Documento: 12/001/3/2697/2023 Actuacién: 7

VISTO: la solicitud de informacion publica efectuada por el Sr. Fernando Vega

Torrens, titular de la cédula de identidad N° 2.629.967-3, al amparo de lo
dispuesto por la Ley N° 18.381, de 17 de octubre de 2008;

RESULTANDO: que el peticionante solicita acceder a la siguiente informacion:

1) si el Ministerio de Salud Publica obliga a las prestadoras de salud a que
obliguen a los ciudadanos a utilizar tapabocas y a los ciudadanos al uso del
tapabocas y en caso positivo, en qué circunstancias; ii) si el Ministerio de Salud
Publica solo sugiere y son los prestadores de salud los que obligan el uso del
tapabocas a sus pacientes; y iii) si se dispone de evidencia cientifica que pueda
justificar una minima evidencia superior al 10% en eficacia entre grupos de
ensayo con y sin tapabocas;

CONSIDERANDO: I) que en mérito de lo informado por la Asesoria Legal de

la Direccion General de Secretaria, por mandato del articulo 13 de la Ley N°
18.381, las solicitudes de acceso a la informacion publica deben contener “la
descripcion clara de la informacion requerida y cualquier dato que facilite su
localizacion”, lo cual en el caso del escrito presentado por el interesado, presenta
un pliego de preguntas que exceden el objeto del instrumento normativo
aplicable. A su vez, como destaca el articulo 14 de la norma antes mencionada,
“Esta ley tampoco faculta a los peticionarios a exigir a los organismos que
efectiien evaluaciones o andlisis de la informacion que posean...”, por lo cual
tampoco esta cartera de Estado estd obligada a generar informacion. Finalmente
corresponde concluir que la Ley N° 18.381 reglamenta un canal para solicitar
informacidn concreta, no para obligar a la Administracion a que elabore analisis
o informes a medida. No es un mecanismo de solicitud de opiniones,
explicaciones o justificaciones ni tampoco de elaboracion de informes
situaciones hipotéticas, por lo que corresponde acceder a lo solicitado en forma

parcial;
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IT) que de acuerdo a lo dispuesto por el articulo 16 de la
citada disposicion legal, el acto que resuelva la peticion debe emanar del jerarca
maximo del Inciso o quien posea facultades delegadas al efecto;

ATENTO: a lo precedentemente expuesto y a lo establecido por Resoluciéon
Ministerial N° 38/991 de 22 de enero de 1991;
EL DIRECTOR GENERAL DE SECRETARIA

en ejercicio de las atribuciones delegadas

RESUELVE:

1°)  Autorizase el acceso a la informacién en forma parcial, en referencia a la
solicitud efectuada por el Sr. Fernando Vega Torrens, titular de la cédula
de identidad N° 2.629.967-3, al amparo de lo dispuesto por la Ley N°
18.381, de 17 de octubre de 2008.

2°)  Notifiquese a la parte interesada a través de Secretaria de la Direccidon
General de Secretaria. Pase al Departamento de Comunicaciones para su
publicacion en la pagina web institucional. Cumplido, archivese.

Ref. N°001-3-2697-2023

VC
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Documento: 12/001/3/3163/2021 Actuacion: 1 2

Pase a DIGESA a efectos de informar lo solicitado

----- Mensaje reenviado -----

De: "Atencion al usuario” < atencionalusuario@msp.gub.uy >
Para: digese@msp.gub.uy

Enviados: Martes, 11 de Mayo 2021 9:16:12

Asunto: Solicitud de acceso a la informacion

Fernando Vega Torrens ([webform_submission:values:correo_electronico:raw]) ha enviado la siguiente
consulta:

Solicitud de acceso
Informacién personal
Nombre completo:
Fernando Vega Torrens

Documento de identidad:
26299673

Direccion:
GENERAL LUNA 1390

Teléfono:
099611205

Correo electrénico:
[ mailto:fernando@fulltime.uy | fernando@fulltime.uy ]

Datos de la solicitud

Informacioén solicitada:
Deseo consultar si el MSP, tiene o cuenta con informacién chequeada de quién tiene el virus Sars-CoV2

cultivado, aislado, purificado , y correctamente secuenciado.

En caso de ser una institucion Uruguaya necesitamos toda la documentacién para buscar la replicabilidad en
otro labotorio y comenzar los estudios adecuados, en caso de ser en el exterior agradecemos se nos brinde la
informacion y en caso que no se tenga dicha informacién agradeceriamos que ademas de informarnos se dé

difusion publica al tema.
El genetista Argentino Dr. Luis Marcelo Martinez me informa que realizado monitoreos en publicaciénes de

EEUU y Europa no ha encontrado publicaciones en este sentido.
Desde ya muchas gracias,

Formato de respuesta
Formato de respuesta:
Mail con archivos adjuntos

Clausula de consentimiento informado
Términos de la clausula

Términos de la clausula:
Acepto los términos
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Msisteris ot Tkt Dot s

VISTO: la solicitud de informacion publica efectuada por el Sr. Fernando Vega
Torrens titular de la cédula de identidad N° 2.629.967-3, al amparo de lo
dispuesto por la Ley N° 18.381 de 17 de octubre de 2008;

RESULTANDO: que el peticionante solicita informacion sobre: si el MSP

cuenta con informacion chequeada de quién tiene el virus Sars- CoV2 cultivado,
aislado, purificado y correctamente secuenciado;

CONSIDERANDO: I) que se ha entendido necesario solicitar una prorroga para

recabar la informacion respectiva;

IT) que corresponde en consecuencia prorrogar el plazo que
alude el Articulo 15 de la Ley N° 18.381, a regir a partir del vencimiento del
original;

ATENTO: a lo precedentemente expuesto y a lo establecido por Resolucién
Ministerial N° 38/991 de 22 de enero de 1991;
LA DIRECCION GENERAL DE SECRETARIA

en ejercicio de las atribuciones delegadas
RESUELVE:
1°)  Prorrogase el plazo que refiere el Articulo 15 de la Ley N° 18.381 de 17 de

octubre de 2008, en referencia a la solicitud efectuada por el Sr. Fernando
Vega Torrens, titular de la cédula de identidad N° 2.629.967-3, al amparo
de lo dispuesto por la Ley N° 18.381 de 17 de octubre de 2008, por el
maximo legal a partir del vencimiento del plazo original.

2°)  Notifiquese a la parte interesada a través de Secretaria de la Direccion

General de Secretaria. Cumplido, pase a la Direccion General de la Salud.

Ref. N° 001-3-3163-2021
VF
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A DIRECCION GENERAL DE SECRETARIA

En funcién de lo solicitado mediante acceso a la informacién publica, se informa que, de acuerdo
a lo informado por la Direccién del Departamento de Laboratorios del MSP, no se tiene
conocimiento de la existencia de lo solicitado en nuestro pais.

Se eleva sugiriendo dar respuesta a lo consultado, en los términos del presente informe.
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Documento: 12/001/3/3163/2021 Actuacion: 9 25

VISTO: la solicitud de informacién publica efectuada por el Sr. Fernando
Vega Torrens titular de la cédula de identidad N° 2.629.967-3, al amparo
de lo dispuesto por la Ley N° 18.381 de 17 de octubre de 2008;

RESULTANDO: que el peticionante solicita informacion sobre: si el MSP

cuenta con informacion de quién tiene el virus Sars- CoV2 cultivado,
aislado, purificado y correctamente secuenciado;

CONSIDERANDO: que de acuerdo a lo dispuesto por el Articulo 16 de la

citada disposicion legal, el acto que resuelva la peticion debe emanar del
jerarca maximo del Inciso o quien posea facultades delegadas al efecto;
ATENTO: a lo precedentemente expuesto y a lo establecido por
Resolucion Ministerial N° 38/991 de 22 de enero de 1991;

LA DIRECCION GENERAL DE SECRETARIA

en ejercicio de las atribuciones delegadas

RESUELVE:

1°)  Autorizase el acceso a la informacion en referencia a la solicitud
efectuada por el Sr. Fernando Vega Torrens titular de la cédula de
identidad N° 2.629.967-3, al amparo de lo dispuesto por la Ley N°
18.381 de 17 de octubre de 2008.

2°)  Notifiquese a la parte interesada a través de Secretaria de la
Direccion General de Secretaria. Pase al Departamento de
Comunicaciones para su publicacion en la pagina web Institucional.

Cumplido, archivese.

Ref. N° 001-3-3163-2021
VC
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Habiendose ingresado a la planilla, pase a la DIGESE a efectos de informar lo solicitado.

----- Mensaje reenviado -----

De: "Ministerio de Salud Publica" < msp_tramites@tramitesenlinea.gub.uy >
Para: "Direccion General de Secretaria" < digese@msp.gub.uy >

Enviados: Sa bado, 3 de Febrero 2024 15:19:19

Asunto: Solicitud de acceso a la Informacion Publica - Tramite # 8976405

Se ha ingresado una nueva solicitud:

Informacién personal

Nombre completo: Fernando Vega Torrens
Documento de identidad: 26299673
Direccion: GENERAL LUNA 1386
Teléfono: 099611205

Correo eléctronico: fernando@fulltime.uy

Datos de la solicitud

Informacién solicitada: Atencién Dra. Karina Rando.

Por la presente deseo hacer un acceso a la informacion publica con el
siguiente objetivo.

1) Se me informe cantidad de inoculaciones compradas a partir de Octubre del
2023 a la firma PFIZER contra el supuesto SarsCoV2, desglozando por lotes, y
vencimientos,, vale decir Cantidad, detalle del Lote, Vencimientos de los

lotes.

2) se me informe que destino tuvieron las inoculaciones vencidas hasta el
momento y el detalle de cantidad , lote y vencimiento de dichas
inoculaciones vencidas.

Simplemente aprovecho la ocasion para informarle que en Nueva Zelanda se
han publicado, informacion sobre lotes que llegan a tener un 21% de
Letalidad en sus inyectados, el Diputado César Vega a informado a la
camara de diputados dicha informacién, quiza le sea de utilidad si el

objetivo final del MSP, es SALVAR VIDAS, también es cierto que puede
"hacer" como el diputado Alvaro Perrone de su partido politico , que

solicitd desestimar todo y pasar a tratar "temas mas importantes”

Desde ya le deseo muy buenas tardes y mucha salud, para ver y vivir todo lo
que viene a partir de las verdades que llevaran a la que se haga justicia y
todo el fraude termine para siempre.

Uruguay de Uruguayos libres, soberanos y bien cuestionadores.

fernando vega torrens
099 611 205

Formato de respuesta: Mail con archivos adjuntos
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Documento: 12/001/3/764/2024 Actuacioén: 9

Ministerio

de Salud Publica

Sra. Directora General de Salud,

Dra. Adriana Alfonso,

En referencia a la solicitud de acceso a la informaciéon 3/764/2024 que pide:

DIRECCION GENERAL DE LA SALUD

Montevideo, 20 de marzo 2024

1. Se meinforme cantidad de inoculaciones compradas a partir de Octubre del 2023
a la firma PFIZER contra el supuesto SarsCoV2, desglosando por lotes, y
vencimientos, vale decir Cantidad, detalle del Lote, Vencimientos de los lotes.

Respuesta 1: La Unidad de Inmunizaciones informa que no se han comprado vacunas
de COVID-19 al laboratorio Pfizer desde la fecha solicitada. Las vacunas que se estan
utilizando actualmente corresponden a las establecidas en los acuerdos iniciales
mantenidos con el proveedor al inicio de la pandemia. La vacuna disponible es la

vacuna actualizada para variante de SARS-CoV-2 OMICRON XBB 1.5

Los lotes disponibles son:

Comirnaty Omicron

pediatrica

Pfizer XBB.1.5, presentacién | HJ9510 | 296.640 28/2/2025
adulto
Comirnaty Omicron
Pfizer XBB.1.5, presentacion HJ4781 25.920 31/7/2024

*Los lotes pueden estar sujetos a extension de su vida util. Para lograr la extension
de las fechas de vencimiento el laboratorio fabricante, (en este caso Pfizer), debera
presentar ante el Departamento de Medicamentos del MSP nuevos estudios de
estabilidad y los certificados de aprobacién de las autoridades internacionales
regulatorias (FDA y EMA).
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Ministerio DIRECCION GENERAL DE LA SALUD
de Salud Publica

2. Se me informe que destino tuvieron las inoculaciones vencidas hasta el momento
y el detalle de cantidad, lote y vencimiento de dichas inoculaciones vencidas.

Respuesta 2: De acuerdo a lo informado por la Direccion General de Secretaria, se
informa que las vacunas vencidas, al igual que todo medicamento, son sometidos a
un proceso de destruccién segun los protocolos vigentes. Se detalla informacion de
vacunas retiradas por vencimiento:

FX5823 49140 31/1/2024
FX5823 67665 31/1/2024
FX5823 33150 31/1/2024
FP1176 4220 30/9/2023

Unidad de Informacién
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Ministerio
de Salud Publica

Montevideo, 13 de marzo 2024.

Director General de Secretaria

Ref. N. 2 12/001/3/764/2024.-

Mediante solicitud de Acceso a la Informacidn Publica, el Sr. Fernando Vega Torrens, solicita
la siguiente informacion al Ministerio de Salud Publica:

1) Se me informe cantidad de inoculaciones compradas a partir de Octubre del
2023 a |la firma PFIZER contra el supuesto SarsCoV2, desglozando por lotes, y
vencimientos,, vale decir Cantidad, detalle del Lote, Vencimientos de los

lotes.

2) se me informe que destino tuvieron las inoculaciones vencidas hasta el
momento y el detalle de cantidad , lote y vencimiento de dichas
inoculaciones vencidas.

Consultada la Direccion General de la Salud (DIGESA), cuyo informe luce adjunto a estos
obrados fs. 23y 24,se sugiere proporcionar la informacion ut supra referida en los términos

gue se detallan a continuacion.

Considerando que la solicitud se formuld conforme al procedimiento establecido en la
norma (Ley 18.381 - art. 13 y ss.), y no se encuentra declarada como reservada o

confidencial.

Se recomienda hacer lugar al pedido de Acceso a la Informacién Publica de forma total,
notificando al interesado las fojas 23 - 24 y la correspondiente resolucion.
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VISTO: la solicitud de informacién publica efectuada por el Sr. Fernando

Vega Torrens, titular de la cédula de identidad N° 2.629.967-3, al amparo
de lo dispuesto por la Ley N° 18.381 de 17 de octubre de 2008;
RESULTANDO: que el peticionante solicita la siguiente informacion: 1)

cantidad de inoculaciones compradas a partir de octubre del 2023 a la firma
PFIZER contra SarsCoV2, desglosando por lotes, y vencimientos de los
mismos; y i) qué destino tuvieron las inoculaciones vencidas hasta el
momento detallando cantidad, lote y vencimiento de dichas inoculaciones;

CONSIDERANDO: I) que corresponde hacer lugar a lo peticionado;

IT) que de acuerdo a lo dispuesto por el Articulo 16
de la citada disposicion legal, el acto que resuelva la peticion debe emanar
del jerarca maximo del Inciso o quien posea facultades delegadas al efecto;
ATENTO: a lo precedentemente expuesto y a lo establecido por
Resolucion Ministerial N° 38/991 de 22 de enero de 1991;

EL DIRECTOR GENERAL DE SECRETARIA

en ejercicio de las atribuciones delegadas

RESUELVE:

1°)  Autorizase el acceso a la informacion en referencia a la solicitud
efectuada por el Sr. Fernando Vega Torrens, titular de la cédula de
identidad N° 2.629.967-3, al amparo de lo dispuesto por la Ley N°
18.381, de 17 de octubre de 2008.

2°)  Notifiquese a la parte interesada a través de Secretaria de la
Direccion General de Secretaria. Pase al Departamento de
Comunicaciones para su publicacion en la pagina web institucional.
Cumplido, archivese.

Ref. N° 001-3-764-2024

MO
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Se otorg6 el N2 de Res. DIGESE 378-2024
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Documento: 12/001/3/2100/2024 Actuacion: 1

A DIRECCION GENERAL DE SECRETARIA

Habiéndose registrado en la planilla correspondiente, pase a efectos de informar lo solicitado.-

----- Mensaje reenviado -----
De: "Ministerio de Salud Publica" < msp_tramites@tramitesenlinea.gub.uy >
Para: "Direccion General de Secretaria" < digese@msp.gub.uy >

Enviados: Mi ércoles, 10 de Abril 2024 18:40:56
Asunto: Solicitud de acceso a la Informacién Publica - Tramite # 9042080

Se ha ingresado una nueva solicitud:
Informacion personal

Nombre completo: Fernando Vega Torrens
Documento de identidad: 26299673

Direccion: GENERAL LUNA 1390
Teléfono: 099611205

Correo eléctronico: fernando@fulltime.uy

Datos de la solicitud

Informacion solicitada: Atencion Ministro de Salud Publica
Dra. Karina Rando

10/04/2024

En el acceso 12/001/3/191/2024 actuaciéon 3 vuestro Ministerio informa, el
18 de Enero del 2024

Se informa que en el acceso 3/3295/2023
tenian los siguientes lotes proximos a vencer

SINOVAC -lote 2021060831 vencimiento 10/06/2023 452.720 dosis.
SINOVAC - lote 2021060811 vencimiento 09/09/2023 97.280 dosis

Pfizer ( pediatrica) - lote FP1176 vencimiento 30/09/2023 - 43.600 dosis.

Vale decir que ustedes informaron tener préoximas a vencer o vencidas un
total de 593.150 dosis

Yo pregunté en el 12/001/3/764/2024 se me informe sobre destino de
INOCULACIONES VENCIDAS. Se me informa que fueron destruidas conforme a
protocolo,

LOTE FX5823 VENCIMIENTO 31/01/2024 cantidad 149.955 dosis, y

LOTE FP1176 Vencimiento 30/09/2023 4.220 dosis.

totalizando una destruccion de 154.175 dosis desde el comienzo de la
PLANDEMIA.

Dicho esto y si no caigo en error de interpretacion deseo consultar.
1) Donde estan.. las 438.975 dosis que faltan destruir ?
Desde ya muchas gracias,

Fernando Vega Torrens
099 611 205
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Documento: 12/001/3/2100/2024 Actuacion: 2

Acorde a lo solicitado se informa que las vacunas de SINOVAC y Pfizer se encuentran en
proceso de destruccion.
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@

Ministerio
de Salud Publica

Montevideo, 30 de abril 2024.

Director General de Secretaria
Ref. N. © 12/001/3/2100/2024.-

Mediante solicitud de Acceso a la Informacién Publica, el Sr. Fernando Vega Torrens,
solicita la siguiente informacién al Ministerio de Salud Publica:

En el acceso 12/001/3/191/2024 actuacion 3 vuestro Ministerio informa, el
18 de Enero del 2024

Se informa que en el acceso 3/3295/2023

tenian los siguientes lotes proximos a vencer
SINOVAC -lote 2021060831 wvencimiento 10/06/2023 452.720 dosis.

SINOVAC - lote 2021060811 wvencimiento 09/09/2023 97.280 dosis

Pfizer | pediatrica) - lote FP1176 vencimiento 30/09/2023 - 43.600 dosis.

WVale decir que ustedes informaron tener pradximas a vencer o vencidas un
total de 593.150 dosis

Yo pregunte en el 12/001/3/764/2024 se me informe sobre destino de

INOCCULACIONES VENCIDAS. Se me informa que fueron destruidas conforme a
protocolo,

LOTE FX5823 VENCIMIENTO 31/01/2024 cantidad 149.955 dosis, y

LOTE FP1176 Vencimiento 30/09/2023 4.220 dosis.

totalizando una destruccion de 154.175 dosis desde el comienzo de la
PLAMDEMIA.

Dicho esto y si no caigo en error de interpretacion deseo consultar.

1) Donde estan.. las 438.975 dosis que faltan destruir ?

Referente a esta interrogante, es necesario hacer referencia al Decreto reglamentario de
la Ley 18.381, el decreto N. 2 232/010, particularmente a su articulo 17, literal E, el cual
define a “informacién” como “todo archivo, registro o dato contenido en cualquier medio,

documento o registro impreso, éptico, electronico, magnético, quimico, fisico, o biolégico
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gue se encuentre en poder de los sujetos obligados”, la interrogante referida ut supra, no
describe una solicitud de informacion concreta, independientemente de ello, esta asesora
sugiere que se proporcione lo informado por la Direccion General de Secretaria, en tanto
se manifiesta que a la fecha 23 de abril del corriente aflo “se informa que las vacunas de

SINOVAC y Pfizer se encuentran en proceso de destruccion.”

Por lo expuesto, se recomienda hacer lugar a la solicitud de Acceso a la Informacidn
Pdblica de forma total, notificando al interesado la foja 5 y la correspondiente resolucion

en los términos del presente informe.

3-2100.pdf
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VISTO: la solicitud de informacién publica efectuada por el Sr. Fernando
Vega Torrens, titular de la cédula de identidad N° 2.629.967-3, al amparo
de lo dispuesto por la Ley N° 18.381 de 17 de octubre de 2008;

RESULTANDO: que el peticionante solicita acceder a la cantidad de

inoculaciones contra SarsCoV2 vencidas que fueron destruidas desde el
comienzo de la pandemia a la fecha;

CONSIDERANDO: I) que corresponde hacer lugar a lo peticionado;

IT) que de acuerdo a lo dispuesto por el Articulo 16
de la citada disposicion legal, el acto que resuelva la peticion debe emanar
del jerarca maximo del Inciso o quien posea facultades delegadas al efecto;
ATENTO: a lo precedentemente expuesto y a lo establecido por
Resolucion Ministerial N° 38/991 de 22 de enero de 1991;

EL DIRECTOR GENERAL DE SECRETARIA

en ejercicio de las atribuciones delegadas

RESUELVE:

1°)  Autorizase el acceso a la informacion en referencia a la solicitud
efectuada por el Sr. Fernando Vega Torrens, titular de la cédula de
identidad N° 2.629.967-3, al amparo de lo dispuesto por la Ley N°
18.381, de 17 de octubre de 2008.

2°)  Notifiquese a la parte interesada a través de Secretaria de la
Direccion General de Secretaria. Pase al Departamento de
Comunicaciones para su publicacion en la pagina web institucional.
Cumplido, archivese.

Ref. N° 001-3-2100-2024

VC
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Se otorgo el N2 de Res. DIGESE 523 - 2024
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Montevideo, 5 de agosto de 2021
A DIRECCION GENERAL DE SECRETARIA
Ref. N° 3/4561/2021 .-
Mediante solicitud de acceso a la informacidn publica, Fernando Vega Torrens solicita:

1) éPor qué motivo en el consentimiento informado no figuran los riesgos de
corto, mediano y largo plazo?

2) ¢éPor qué motivo en el consentimiento informado no figuran los posibles
efectos adversos graves que el fabricante Pfizer publica en la FDA?

3) ¢éPor qué motivo no hay ningun profesional de la salud que se haga responsable
de indicar o no la vacuna asumiendo para si las responsabilidad legales sobre
ulteriores complicaciones al paciente?

4) ¢En que publicacién cientifica se basa el MPS para recomendar la vacunacién
en menores de 16 afios cuando la propia OMS lo desaconseja en su publicacion
del 21 de Abril del presente ano?

5) Quisiera saber si es posible realizar un monitoreo en forma urgente de

fertilidad para los jovenes inoculados contra el SARS-CoV2.

En relacidon a las cinco preguntas, y como ya se le ha aclarado al interesado en
anteriores expedientes, la Ley N° 18.381 establece un procedimiento para solicitar
informacién publica en poder de organismos publicos, lo cual no es equiparable al
pedido de informes parlamentario previsto en el articulo 118 de la Constitucién. La Ley
N° 18.381 reglamenta un canal para solicitar informacién concreta, no para obligar a la
Administracion a que elabore analisis o informes técnicos a medida. No es un
mecanismo de solicitud de opiniones, explicaciones, justificaciones o debates. Como
destaca el articulo 14 de la Ley N° 18.381 “Esta ley tampoco faculta a los peticionarios
a exigir a los organismos que efectuen evaluaciones o andlisis de la informacion que
posean...” Tampoco corresponde al Ministerio de Salud Publica generar citas, ni de
estudios, ni de bibliografia. El Ministerio de Salud Publica dicta actos administrativos,
recomendaciones e informes técnicos publicos, a cuyo contenido corresponde
remitirse, no siendo la Ley N° 18.381 una via para solicitar ampliacién de los mismos. Si

el interesado no comparte una decisidon en particular o desea realizar una solicitud
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fuera de lo previsto en la Ley N° 18.381, cuenta con los canales constitucionales

adecuados para ello.

6) ¢Cual es el porcentaje de efectos adversos graves que Pfizer declara en su

ensayo previo, Fase3, de Diciembre del 20207

De acuerdo a lo informado por la Divisién Epidemiologia:

Vacuna Placebo
n=21.621 n=21.431
individuos individuos

Grave 240 (1.1%) 139 [0.6%)
| Graves con riesgo vital 21 (0.1% 24 [0.1%)

Todos los eventos adversos graves ocurieron en frecuencia similar tanto en =l grupo vacunal
como placebo,

7) éCudl es el NNT numero necesario a tratar de Pfizer en su ensayo de Fase 3?

De acuerdo a lo informado por la Division Epidemiologia: dado que es una vacuna, el
término correcto es NNV (numero necesario a vacunar), segun los datos publicados en

el New England Journal of Medicine en el estudio de fase 3 es 1/119.

8) Quisiera saber cudl es la eficacia de Reduccion de Riesgo Absoluta de Pfizer

considerando los resultados de la manga de Placebo.

De acuerdo a lo informado por la Division Epidemiologia: La reduccién de riesgo

absoluto o aRR fue de 0,84%.

Corresponde de cualquier forma aclarar, en relacién a las tres ultimas preguntas, que
se trata de la informacién que tiene el Ministerio en su poder, con relacién a un

tercero.

Se eleva sugiriendo brindar acceso parcial, en los términos del presente informe.
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VISTO: la solicitud de informacién publica efectuada por el Sr. Fernando Vega
Torrens, titular de la cedula de identidad N° 2.629.967-3, al amparo de lo
dispuesto por la Ley N° 18.381 de 17 de octubre de 2008;

RESULTANDO: que el peticionante solicita informacion respecto a: i) motivo

por el cual en el consentimiento informado no figuran los riesgos de corto,
mediano y largo plazo; i1) motivo por el cual en el consentimiento informado no
figuran los posibles efectos adversos graves que el fabricante Pfizer publica en la
FDA; ii1) motivo por el cual no hay ningin profesional de la salud que se haga
responsable de indicar o no la vacuna, asumiendo para si las responsabilidades
legales sobre ulteriores complicaciones al paciente; iv) en que publicacion
cientifica se basa el Ministerio de Salud Publica para recomendar la vacunacién
en menores de 16 afios; v) si es posible realizar, en forma urgente, un monitoreo
de fertilidad para los jovenes inoculados contra el SARS-CoV2; vi) cual es el
porcentaje de efectos adversos graves que Pfizer declara en su ensayo previo,
Fase 3, de diciembre de 2020; vii) cual es el NNT nimero necesario a tratar de
Pfizer en su ensayo de Fase 3; viii) cudl es la eficacia de Reduccion de Riesgo
Absoluta de Pfizer considerando los resultados de la manga de Placebo;

CONSIDERANDQO: I) que en merito a lo informado por la Divisién Servicios

Juridicos, corresponde acceder a lo peticionado con excepcidén de aquella
informacién que no se ajusta a los requisitos normativos, la Ley 18.381
establece un procedimiento para solicitar informacién publica en poder de
organismos publicos, reglamenta un canal para solicitar informacién concreta,
no para obligar a la Administracién a que elabore andlisis o informes técnicos
a medida. No es un mecanismo de solicitud de opiniones, explicaciones,
justificaciones o debates, como destaca el articulo 14 de la mencionada
norma, estableciendo que “esta Ley tampoco faculta a los peticionantes a

exigir a los organismos que efectien evaluaciones o anélisis de la informacion
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que poseen, salvo aquellos que por sus cometidos institucionales deban
producir”;

IT) que de acuerdo a lo dispuesto por el Articulo 16 de la
citada disposicion legal, el acto que resuelva la peticion debe emanar del jerarca
maximo del Inciso o quien posea facultades delegadas al efecto;

ATENTO: a lo precedentemente expuesto y a lo establecido por Resolucién
Ministerial N° 38/991 de 22 de enero de 1991;
LA DIRECCION GENERAL DE SECRETARIA

en ejercicio de las atribuciones delegadas

RESUELVE:

1°)  Autorizase el acceso a la informacion en forma parcial, en referencia a la
solicitud efectuada por el Sr. Fernando Vega Torrens, titular de la cedula
de identidad N° 2.629.967-3, al amparo de lo dispuesto por la Ley N°
18.381 de 17 de octubre de 2008.

2°)  Notifiquese a la parte interesada a través de Secretaria de la Direccién
General de Secretaria. Pase al Departamento de Comunicaciones para su

publicacién en la pdgina web Institucional Cumplido, archivese.

Ref. N° 001-3-4561-2021
MIJB
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se otorgd el N° de Res DIGESE 625-2021
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Documento: 12/001/3/5848/2022 Actuacién: 8

Montevideo, 3 de Noviembre de 2022
Ref. N° 12/001/3/5848/2022.-
Mediante acceso a la informacién publica se solicita:

“TEMA PCR. CONSIDERANDOQS:

Vuestro Ministerio a autorizado y ha condicionado la movilidad de ciudadanos en funcion
del Test RT PCR, el cual viene altamente cuestionado desde las Publicaciones que
Christian Drosten realizo a 24 horas del alerta que emitiéo China en 2020.
PREGUNTAS.

1) Deseo saber si los Test por Ustedes validados tienen la posibilidad de distinguir entre
un Virus Activo de un Virus Inactivo.

2) Deseo saber si los Test por ustedes validados pueden determinar el grado de
infecciosidad del paciente.

3) Deseo saber si a vuestro Ministerio le consta que algun trabajo cientifico en el mundo,
haya podido verificar la existencia del Virus Sars CovZ2 infectando a personal o animal
sano a partir de células infectadas con dicho virus.

4) Deseo consultar si vuestro Ministerio esta al tanto de algun trabajo cientifico que
hayan podido documentar poder infectar células humanas de pulmon a partir hisopados
de personas asintomaticos pero con un PCR positivo.

5) Por dltimo y no menos importante consultar si vuestro Ministerio esta al tanto que el
nivel de fiabilidad del resultado esta en funcion de la cantidad de ciclos o ampliaciones
necesarias para obtener la fluorescencia o CT de corte”.

Consultada la Direccién General de la Salud, se informa por parte de la Divisién de

Epidemiologia:
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Documento: 12/001/3/5848/2022 Actuacion: 8

1) Deseo saber si los Test por Ustedes validados tienen la

posibilidad de distinguir entre un Virus Activo de un Virus
Inactivo.

El Departamento de Laboratorio de Salud Pablica no validd
test para distinguir entre Virus active de un Virus
inactivo.

2) Deseo saber si los Test por ustedes validados pueden
determinar el grado de infecciésidad del paciente.

El Departamento de Laboratorios de Salud Publica no validé
estudios para determinar el grado de infecciosidad del
paciente.

3) Deseo saber si a vuestro Ministerio le consta que algun
trabajo cientifico en el mundo , haya podido verificar la

existencia del Virus Sars Cov2 infectande a personal o

animal sano a partir de células infectadas con dicho virus.

El Departamento de Laboratorios de Salud Publica no tiene
conocimiento de trabajo cientifico gue comunigque lo que se
consulta.

4) Deseo consultar si vuestro Ministerio esta al tanto de
algin trabajo cientifico que hayan podido documentar poder
infectar células humanas de pulmén a partir hisopados de
personas asintomaticos pero con un PCR positivo.

El Departamento de Laboratorios de Salud Publica no tiene
conocimiento de trabajo cientifico que comunique lo que se
consulta.

5) Por ultimo y no menos importante consultar si vuestro
Ministerio estd al tanto que el nivel de fiabilidad del
resultado estd en funcién de la cantidad de ciclos o
ampliaciones necesarias para obtener la fluorescencia o CT
de corte.

Desde el punto de vista del laboratorio se utilizan el
namero los ciclos en que aparece la positividad para cada
reactivo utilizado para definir si el material genético del
virus se detectd en la muestra.

En virtud de los motivos expuestos, se sugiere hacer lugar a lo solicitado en los
términos del presente informe.-

23
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Mristoris o Foton! Dbtdiors
Dseoviore %/aé Forctinas

VISTO: la solicitud de informacién publica efectuada por el Sr. Fernando Vega
Torrens, titular de la cédula de identidad N° 2.629.967-3, al amparo de lo
dispuesto por la Ley N° 18.381 de 17 de octubre de 2008;

RESULTANDO: que el peticionante solicita informacién vinculada a los test

RT - PCR validados por el Ministerio de salud Publica, a saber: 1) si distinguen
entre un virus activo y un virus inactivo; si determinan el grado de infecciosidad
del paciente y si se ha podido verificar la existencia del Virus Sars Cov2
infectando a personal o animal sano a partir de células infectadas con dicho virus;
i1) si el Ministerio de Salud Publica estd al tanto de algin trabajo cientifico que
hayan podido documentar acerca de infectar células humanas de pulmén a partir
hisopados de personas asintomaticos pero con un PCR positivo; y iii) si el nivel
de fiabilidad del resultado estd en funcion de la cantidad de ciclos o ampliaciones
necesarias para obtener la fluorescencia o CT de corte;

CONSIDERANDO: I) que corresponde hacer lugar a lo solicitado;

IT) que de acuerdo a lo dispuesto por el Articulo 16 de la
citada disposicion legal, el acto que resuelva la peticion debe emanar del jerarca
maximo del Inciso o quien posea facultades delegadas al efecto;

ATENTO: a lo precedentemente expuesto y a lo establecido por Resolucién
Ministerial N° 38/991 de 22 de enero de 1991;
EL DIRECTOR GENERAL DE SECRETARIA

en ejercicio de las atribuciones delegadas
RESUELVE:

1°)  Autorizase el acceso a la informacién en referencia a la solicitud efectuada
por el Sr. Fernando Vega Torrens, titular de la cédula de identidad N°
2.629.967-3, al amparo de lo dispuesto por la Ley N° 18.381 de 17 de
octubre de 2008.
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2°)  Notifiquese a la parte interesada a través de Secretaria de la Direccion
General de Secretaria. Pase al Departamento de Comunicaciones para su

publicacion en la pagina web institucional. Cumplido, archivese.

Ref. N° 001-3-5848-2022
VC
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Documento: 12/001/3/5848/2022 Actuacién: 11 30

Se otorgd N° de Resolucion DIGESE N° 804-2022.
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Informe: Analisis sobre viales de las denominadas “vacunas” contra la 2022
enfermedad COVID-19, utilizando microscopia electrénica de barrido
acoplada a EDS (Espectroscopla de Rayos X de Energia Dispersiva).

AUTORAS: Dra. MARCELA SANGORRIN * y Lic. LORENA DIBLASI 2

1- Dra. En Ciencias Bioldgicas, Investigadora Independiente de CONICET, Profesora asociada de la Universidad
Nacional del Comahue. PROBIEN (Instituto de Investigacion y Desarrollo en Ingenieria de Procesos, Biotecnologia y
Energias Alternativas) - CONICET-UNCO.

2- Licenciada en Biotecnologia, CPA profesional en CITAAC (Centro de Investigaciones en Toxicologia Ambiental y
Agrobiotecnologia del Comahue) - CONICET-UNCO.

MATERIALES Y METODOS

Se analizaron 7 viales de las denominadas “vacunas” contra la enfermedad COVID-19, utilizando
microscopia electrdnica de barrido acoplada a EDS, la MARCA, LOTE y FECHA DE VENCIMIENTO
de los mismos, se describen en el siguiente cuadro:

Pfizer/BioNTech FNOO87 1/03/2022
Pfizer/BioNTech FK8892 1/03/2022
CanSino. Convidecia NCOV202109013VT  24/9/2022
CanSino. Convidecia NCOV202105008V 5/4/2022

Covilo. CNBG BIO 202108B2715 26/08/2023
Covilo. CNBG BIO 202108B2692 25/8/2023
AstraZeneca AB23413 11/2021

Se compararon contra un patrén de Oxido de Grafeno, Marca: Sigma-Aldrich, Cédigo: 763713-
250MG, Lote: MKCF4166. Se adjunta Certificado de Analisis de Origen (ANEXO 1).

Preparacién de las muestras:

Las muestras de las distintas “vacunas” fueron tomadas con agujas 25G y jeringas de 3 ml,
ambas estériles.

Se colocaron 10 ul de cada muestra sobre portaobjetos metalicos tipo stub (los portaobjetos se
limpiaron por sonicacién con alcohol isoprolilico y luego con gas inerte) y se dejaron secar a
temperatura ambiente tapados para evitar contaminacién ambiental. Luego las muestras fueron
metalizadas con oro para poder ser observadas al microscopio electrénico de barrido.

Para preparar la muestra del estandar de 6xido de grafeno se tomd una escama (flake), se la
pulverizé y se prepard una suspension con agua ultrapura estéril. Para la preparacién de la
muestra del estandar a ser observada bajo MEB se procedié de la misma manera que para las
demas muestras.

Observacion de las muestras

Se utilizé un Microscopio Electrénico de Barrido (MEB), Marca Zeiss, Modelo EVO 15 dotado con
dos detectores de electrones secundarios (SE), un detector de electrones retrodispersados
(BSE), un detector de catodoluminiscencia (CL) y un espectrometro de energia dispersiva (EDS),

l1deb
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Informe: Analisis sobre viales de las denominadas “vacunas” contra la 2022
enfermedad COVID-19, utilizando microscopia electronica de barrido
acoplada a EDS (Espectroscopla de Rayos X de Energia Dispersiva).

localizado en el Instituto de Investigacion en Paleobiologia y Geologia (Consejo Nacional de
Investigaciones Cientificas y Técnicas - Universidad Nacional de Rio Negro).

Se analizaron las muestras de las distintas marcas de “vacunas”, se determind la composicidn
semi-cuantitativa de las particulas presentes en cada muestra. Se detectaron particulas extrafias
con diferente morfologia, de tamafio y cantidad que superan el limite dictado por la Farmacopea
Argentina en el capitulo 650 “particulas para inyectables” y la USP (Farmacopea de los Estados
Unidos) en el capitulo 788 “particulate matter in injections”.

Sobre esas particulas extrafias se tomaron microfotografias (denominadas como IMAGEN en
cada informe), se eligieron zonas de cada particula para determinar su composicion semi-
cuantitativa (denominadas como ESPECTROS en cada informe). Se realizé un INFORME por cada
particula. En total se analizaron de la marca: Pfizer, 8 imagenes y 27 espectros (ANEXO 2),
CanSino, 6 imagenes y 15 espectros (ANEXO 3), COVILO, 18 imagenes y 61 espectros (ANEXO 4),
AstraZeneca, 16 imdagenes y 38 espectros (ANEXO 5).

RESULTADOS

Se detectaron los siguientes elementos quimicos NO DECLARADOS EN LA COMPOSICION de cada
marca: Cobre, Bromo, Titanio, Silicio, Aluminio, Flior, Hierro, Cromo, Manganeso y Cesio. Se
adjuntan los 48 informes (ANEXO 2-5).

En la Tabla 1 se muestran, para cada marca, los resultados del total de particulas analizadas por
SEM-EDS que contenian los diferentes elementos quimicos no declarados:

Tabla 1. Elementos quimicos detectados en las particulas analizadas de las cuatro marcas de “vacunas” COVID-19.

Elemento Cantidad de particulas
quimico Pfizer CanSino coVviLo AstraZeneca

detectado
Cobre 12 1 10 32
Bromo 1 31
Titanio 2 3 3
Silicio 12 12
Aluminio 11 5 40 6
Fltor 9 5 20
Hierro 7 4 3
Cromo 1
Manganeso 1
Cesio 1

Los porcentajes de estos elementos oscilaron entre el 0,01 y 66,58 %. Ver ANEXOS 6-9 Tablas
Excel “SEM-EDS-Resultados”.

Se encontraron particulas de diversos tamafios. Los tamafios oscilaron entre 30-1500 um.

2deb6
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Informe: Analisis sobre viales de las denominadas “vacunas” contra la 2022
enfermedad COVID-19, utilizando microscopia electronica de barrido
acoplada a EDS (Espectroscopla de Rayos X de Energia Dispersiva).

Se encontraron particulas con diversa morfologia en algunos casos coincidieron con las de dxido
de grafeno (por ejemplo cintas y laminas u hojas), en otras muestras se vieron figuras con
geometria cuadrada y barras con alto contenido de elementos metalicos y algunas muy extraias
qgue coinciden con hallazgos de investigadores independientes de otros paises (pulpos?,
gusanos?, etc.), en la figura 1 se muestran algunos ejemplos de las decenas de microfotografias
gue adjuntamos en los informes oficiales del Instituto de Investigacién en Paleobiologia y
Geologia.

Figura 1: Imagenes de SEM de diferentes muestras de “vacunas” COVID-19
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Informe: Andlisis sobre viales de las denominadas “vacunas” contra la
enfermedad COVID-19, utilizando microscopia electrénica de barrido
acoplada a EDS (Espectroscopla de Rayos X de Energia Dispersiva).

2022

Figura 2: Imagenes en SEM-EDS del patrén de 6xido de grafeno marca SIGMA-ALDRICH.
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Informe: Andlisis sobre viales de las denominadas “vacunas” contra la 2022
enfermedad COVID-19, utilizando microscopia electrénica de barrido
acoplada a EDS (Espectroscopla de Rayos X de Energia Dispersiva).

CONCLUSIONES

Las cuatro marcas de “vacunas” analizadas presentaron particulas cuya composicidon contiene
elementos quimicos NO DECLARADOS en la férmula. Las formulas declaradas se muestran en la
respuesta de INAME-ANMAT, con fecha 11 de Junio de 2022, al pedido de informe solicitado por
la Dra. Maria Eugenia Maldonado, niumero de nota: NO-2022-54293428-APN-ANMAT#MS vy
expediente: EX-2022-50699694-APN-ANMAT#MS:

SINOPHARM (COVILO):

Principio activo: antigenos del virus SARS-CoV-2 inactivado, en una cantidad de 6,5 U/dosis.
Adyuvante: hidréxido de aluminio en cantidad de 0,225 mg/dosis.

Excipientes: fosfato de hidrégeno disddico 1,4 mg/dosis; fosfato de dihidrogeno de sodio
0,1373 mg/dosis; cloruro de sodio 4,25 mg/dosis.

CONVIDECIA/ CanSino:

Principio activo: contiene > 4x1010 particulas virales de Adenovirus tipo 5 humano recombinante que es incapaz de
replicar y el cual expresa la proteina S del SARS-CoV-2.

Excipientes: Manitol, sacarosa, cloruro de sodio, cloruro de magnesio, polisorbato 80, glicerina, N-(2-hidroxietil)
piperazina-N-(dcido 2-etanosulfonico) (HEPES) y agua estéril para inyeccion como disolvente.

Esta vacuna NO contiene conservantes ni adyuvantes.

COMIRNATY/ Pfizer-BioNTech:

El principio activo es vacuna de ARNm frente a COVID-19. Tras la dilucidn, el vial contiene 6 dosis de 0,3 ml con
30 microgramos de ARNm cada una. Los demas componentes son:

- ((4-hidroxibutil)azanodiil)bis(hexano-6,1-diil)bis(2-hexildecanoato) (ALC-0315)

- 2-[(polietilenglicol)-2000]-N,N-ditetradecilacetamida (ALC-0159)

- 1,2-diestearoil-sn-glicero-3-fosfocolina (DSPC)

- colesterol

- cloruro de potasio, dihidrogenofosfato de potasio, cloruro de sodio, fosfato de disodio dihidrato, sacarosa

- agua para preparaciones inyectables

5deb6
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Informe: Andlisis sobre viales de las denominadas “vacunas” contra la 2022
enfermedad COVID-19, utilizando microscopia electrénica de barrido
acoplada a EDS (Espectroscopla de Rayos X de Energia Dispersiva).

ASTRAZENECA: composicion en sitio web de EMA:

https://www.ema.europa.eu/en/documents/product-information/covid-19-vaccine-
astrazeneca-product-information-approved-chmp-29-january-2021-pending-
endorsement_en.pdf

Estos son viales multidosis que contienen 8 dosis o 10 dosis de 0,5 ml por vial (ver seccion 6.5).
Una dosis (0,5 ml) contiene: Adenovirus de chimpancé que codifica la glicoproteina Spike del
SARS-CoV-2 (ChAdOx1-S)*, no menos de 2,5 x 108 unidades infecciosas (Inf.U) *Producido en
rifidn embrionario humano genéticamente modificado (HEK) 293 células y por tecnologia de
ADN recombinante. Este producto contiene organismos genéticamente modificados (OGM).
Excipiente con efecto conocido Cada dosis (0,5 ml) contiene aproximadamente 2 mg de etanol

Lista de excipientes: L-Histidina, clorhidrato monohidrato, Cloruro de magnesio hexahidratado,
Polisorbato 80 (E 433), Etanol, Sacarosa, Cloruro de sodio, EDTA (dihidrato), Agua para
inyectables.

Ninguna de las marcas analizadas cumpliria con los limites establecidos para cantidad y tamafo
de particulas en inyectables, segln capitulo 788 de la USP donde se indica: “Para productos
donde el volumen del vial es menor a 25 mL, se realiza un pool de las unidades para alcanzar los
25 mL, se analiza ese volumen y luego se referencia a una unidad, por cada unidad no puede
haber mdas de 6000 particulas de 10 um y mds de 600 particulas de 25 um.”

En todos los casos las muestras analizadas fueron de un volumen de aproximadamente 10 ul, y
se encontraron multiples particulas de distintos tamafos, que oscilaron entre 30 y 1500 um. Si
se extrapola la cantidad de particulas encontradas en 10 uL (1 mlL, mililitro = 1000 ulL,
microlitros), al volumen de una unidad, por ejemplo 2 mL, se observaron en 10 uL mas de 10
particulas entonces en 2 mL habria 2000 particulas de tamafio mayor a 25 um. Estos productos
NO pasarian este control de calidad de rutina para un producto inyectable, ya que no cumplen
con la cantidad de particulas y tamafo permitidos por las diferentes farmacopeas.

Ademas los elementos quimicos encontrados: Cobre, Bromo, Titanio, Silicio, Aluminio, Fluor,
Hierro, Cromo, Manganeso y Cesio no estdn declarados en la composicién, se encontraron
asociados a particulas de diferente morfologia y tamafio, la mayoria de estos elementos son
toxicos para el ser humano. Al no estar declarados estos componentes no se puede confiar en el
control de calidad correspondiente. Cabe preguntarse qué técnicas analiticas emplearon para el
analisis y aprobacion de cada lote, para la confeccidn de los diferentes Certificados de Andlisis
de Origen (COAs), sumado a que no existen monografias en las diferentes farmacopeas para
estos nuevos productos biolégicos.
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RESUMEN

El objetivo del siguiente trabajo ha sido realizar un muestreo de sefiales espectrales de
vibracion RAMAN que, asociadas a imagenes de microscopia Optica acoplada a los
espectros, permita determinar la presencia de derivados de grafeno en muestras de
vacunas COVID19 comercializadas bajo cuatro marcas diferentes.

Se han analizado mas de 110 objetos visibles al microscopio 6ptico con apariencia
compatible con estructuras de grafeno, de los cuales se seleccionado para el presente
informe un total de 28 objetos por su compatibilidad con la presencia de grafeno o
derivados en las muestras, tiendo en cuenta la correspondencia entre sus imagenes y
sefiales espectrales con los obtenidos de una muestra patron y de la literatura cientifica.

De estos 28 objetos, en 8 de ellos la identidad del material con oxido de grafeno es
concluyente por la elevada correlacion espectral con el patrén.

Los restantes 20 objetos presentan una compatibilidad muy elevada con estructuras de
grafeno, teniendo en cuenta conjuntamente tanto sus espectros como su imagen
Optica.

La investigacidn continua abierta y se pone a disposicion de la comunidad cientifica para
su discusidn y replicacidon y optimizacion.
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DESCARGO DE RESPONSABILIDAD

La presente investigacion ha sido realizada exclusivamente por el Dr. Pablo Campra, sin
ningun tipo de retribucién por parte de entidad privada o publica alguna, ni implicacién
o conformidad a sus resultados y conclusiones por parte de la institucion donde esta
afiliado.

La caracterizacion de los objetos relacionados corresponde en exclusiva a las muestras
analizadas. No es posible sin un muestreo significativo conocer si estos resultados son
generalizables a otras muestras de similares marcas comerciales.

El Dr. Pablo Campra sélo se responsabiliza de las afirmaciones redactadas en este
archivo firmado electrénicamente, no siendo responsable de las opiniones o
conclusiones que del mismo pudieran extraerse en su divulgacion en medios y redes
sociales no expresadas en el presente documento, cuya versién original autentificada y
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cunas COVID19 por espectroscopia Micro-RAMAN

Puede verificar la autenticidad, validez e integridad de este documento en la direccion:
https://verificarfirma.ual.es/verificarfirma/code/tSSoCCKOv5uL GK1kjtpwdg==

Firmado Por

Pablo Campra Madrid Fecha

02/11/2021

ID. FIRMA

afirma.ual.es £5S0CCKOv5ULGKLk] tpwdg== PAGINA

3/22

£SSoCCKOv5uLGK1ky tpwdg==




1334 CAMARA DE REPRESENTANTES Martes 8 de abril de 2025

1. METODOLOGIA ANALITICA

1.1. Fundamento de la técnica micro-Raman

Debido a las caracteristicas de la muestra y en particular a la dispersion de objetos con
apariencia grafénica de tamafio micrométrico en una matriz compleja de composicién
indeterminada, la aplicacion directa de métodos espectroscopicos no permite
caracterizar los objetos problema sin una previa localizacién o fraccionamiento de la
muestra original. Por ello se selecciond la microscopia acoplada a espectroscopia
RAMAN (micro-RAMAN) como técnica eficaz para una prospeccién exhaustiva de los
objetos micrométricos visibles al microscopio dptico.

La espectroscopia de infrarrojo RAMAN es una técnica rdpida, no destructiva, que
permite la verificacion de la estructura del material mediante la identificacién de modos
vibracionales y fonones generados tras la excitacién con ldser monocromatico,
generando dispersion ineldstica que se manifiesta en picos de emision infrarroja
caracteristicos de la estructura reticular del grafeno y derivados. La microscopia éptica
acoplada permite enfocar el laser de excitacion a objetos concretos y puntos localizados
en los objetos y reforzar el grado de confianza en la identificacion de la naturaleza del
material, y complementariamente obtener informacién de grosor, defectos,
conductividad térmica y geometria de borde de las mallas cristalinas de grafeno.

Modos vibracionales RAMAN de grupos funcionales frecuentes

0-P-0 813 cm’

C-C 800 (600-1300) cm*

C-O0-C 800-970 cm™ Raman media

C-(NO2) 1340-1380 cm™ Raman fuerte; 1530-1590 cm™ (asimétrica) Raman medio

C=C vibraciones en anillos aromaticos (ej Grafeno, grafito) (Otto, 1984)
1580-1600 cm™ : Sefial Raman fuerte
1450, 1500 cm™! : sefial Raman media

-CH2- 1465 cm™ doblamiento en plano H-C-H (scissoring)

C=N 1610-1680 cm™ (bases nitrogenadas)

C=0 carbonilo 1640, 1680-1820 cm'!

C-H 3000 cm

O-H 3100-3650 cm™
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1.2. Equipo para espectroscopia micro-Raman

Lace MBS-5100

ESPECTROMETRO LASER RAMAN JASCO NRS-5100

MICROSCOPIO Raman confocal con espectrégrafo, incluye:
-variedad de aumentos y distancias de trabajo de x5 a x100
-hasta 8 laseres que van desde el UV hasta el NIR

-SRI (imagen de resolucién espacial) para ver simultaneamente la imagen de muestra 'y
el punto laser.

-DSF (Filtracién espacial dual) que optimiza el enfoque confocal de la imagen producida
por la lente del objetivo para reducir la aberracidon y mejorar la resolucién espacial y
reducir los efectos de la fluorescencia de la matriz.

Los espectros fueron analizados con software SPECTRA MANAGER, versién 2. JASCO
Corporation.

Previamente se calibro el equipo con patrén de silicio a 520 cm-1.

Parametros de espectroscopia micro-RAMAN aplicados

Data array type Linear data array
Horizontal axis Raman Shift [cm-1]
Vertical axis  Int.

Start 1200 cm-1

End 1800 cm-1

Data interval 1 cm-1

Data points 601

[Measurement Information]

Model Name NRS-5100

Exposure 30 sec

Accumulation 3

Center wavenumber 1470.59 cm-1

Z position 27041.5 um
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Binning Upper143

Binning Lower 202

Valid Channel 1-1024

CCD DV420_OE

Laser wavelength 532.09 nm
Monochromator Single
Grating 1800 I/mm

Slit 100 x 1000 um

Aperture d-4000 um

Notch filter  532.0 nm
Resolution  3.69 cm™, 0.96 cm™/pixel
Objective lens MPLFLN 100 x
BS/DMBS 30/70

1/2 plate Not fitted
Polarization  Not fitted

Laser power 4.0 mW
Attenuator  Open

CCD temperature -60.0 °C
Shift  -3.00 cm™
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1.3. Espectroscopia micro-Raman de grafito y grafeno

BANDAS RAMAN CARACTERISTICAS DE
GRAFITO, GRAFENO y DERIVADOS

- Gy 2D: estructura cristalina del De Stankovich et al, (2007)
grafeno y grafito.

- D: defectos en la malla cristalina et

532 nm D
G band
Oxido de grafeno
2D band [GD}
% Graphite ,J\ ﬁ
S
E
Single layer graphens Oxido de grafeno
I reducido (rGO)
= . | . | . i T n.m.::mm"r T i
1500 2000 2500 3000

Wavanumber fcm") o ot midddlc), and ferdaced praghin onide (botiom).

1. BANDAS DE ESTRUCTURA NANOCRISTALINA

-Banda G (~1580-1600 cm™): Indica una vibracién permitida del fonén (vibracién
elemental de la red) en el plano del anillo aromatico (hibridacidn sp?), caracteristica de
la estructura cristalina del grafito y grafeno. Presenta un desplazamiento al rojo o red
shift (menor frecuencia en cm™), asi como mayor intensidad con mayor nimero de
capas. Al contrario, la mayor energia en grafeno dopado se manifiesta como blue shift
(mayor frecuencia en cm™), a lo largo del rango 1580-1600 cm™) (Ferrari et al, 2007). En
grafito G se presentan mas afilado y estrecho que en grafeno.

-Banda 2D (~2690 cm) (o G’): Indica orden de apilamiento. Depende del nimero de
capas, no depende del grado de defectos, pero su frecuencia es cercana al doble de la
del pico D. Su posicidon oscila segun el tipo de dopado. La presencia de grafeno monocapa
(SLG) se ha asociado a la presencia de un pico 2D aislado y afilado, aumentando su
anchura con el numero de capas (Ni et al., 2008).

- La ratio de l2p/ls es proporcional al nimero de capas de la malla grafitica

- En grafito G y 2D se presentan mas afilados y estrechos que en grafeno.

Figure 3. (Color onlane] {Fom [33] ) The Ramen specim of 5P+ grxle graghise (op).
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2. BANDAS ACTIVADAS POR DEFECTOS en la estructura grafitica.
Se generan por dispersion elastica (misma energia) de transportadores de carga y por

el confinamiento del fonén (anomalia de Kohn en la dispersion del fondn).

En 6xidos de grafeno (GO) el desorden procede de la insercién de grupos hydroxilo (-
OH) y epdxido (-O-).

-Banda D (~1340 cm'). Manifiesta la densidad de defectos en la malla cristalina por
funcionalizacién, dopaje o anomalias estructurales generan agujeros o nuevos centros
sp? (C-C). La intensidad de la banda D disminuye con el alineamiento de capas en la
estructura grafitica

-Banda D’ (~1620 cm™). Sigue un comportamiento de doble resonancia por defectos
en la malla. En ocasiones llega a fundirse con la banda G por blueshift de ésta.

-Banda D+G (~2940 cm™)

PARAMETROS QUE INTRODUCEN VARIABILIDAD DE FRECUENCIA (cm™), INTENSIDAD Y
PERFIL DE LAS BANDAS RAMAN

Estos indicadores de variabilidad no han sido objeto de estudio detallado en el presente
informe, pero deben de tenerse en cuenta para la asignacion de bandas a modos vibracionales.

- Gradoytipo de desorden (dopaje, roturas, etc.). El desorden aumenta la anchura
de los picos G, D, y 2D, la disminuir el tiempo de vida del fondn (vibracién
molecular)

- La banda G no muestra diferencias de intensidad por desorden, pero si varia la
relacién (Ip/lc).

- Compresidn y estiramiento de la malla por dopaje. Puede haber blueshifts (>cm)
en todas las bandas (hasta 15 cm ™ en G y 25 cm "L en 2D) y estrechamientos de
banda (hasta 10 cm 1)
ej “back gates” por dopado con éxidos mediante deposicion

- Por doblamiento de lamina también aumenta la banda 2D, sin cambios en G,
pero con blueshifts de entre 4-12 cm !

- Nivel de apilamiento o niumero de capas

- Funcionalizacién (introduccidn de grupos funcionales) de las mallas genera la
aparicion de nuevos picos Raman: 746 cm™ (C=S stretching), 524, 1062, 1102,
1130 cm™ (skeletal vibrations, CCCC trans y gauche), 1294 (twisting), 1440, 1461
(C-H deformation, scissoring), 2848 and 2884 cm™ (C—H stretching).

- En un mismo objeto puede haber variaciones espectrales segin el angulo de
incidencia y las capas afectadas. Los bordes mostraran mas desorden que el
nucleo cristalino (Ni et al, 2008)

- Blueshifts dependientes del sustrato de crecimiento del grafeno (ej SiC) (Chen et
al, 2008)

- Intensidad variable de los picos en el mismo objeto segun el punto de
focalizacion del laser, por variabilidad estructural respecto al angulo de
incidencia respecto a la malla cristalina (Barros et al, 2005)
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1.4. MUESTRAS ANALIZADAS Y OBJETOS CARACTERIZADOS (VER ANEXOS 1Y 2)
1.5. PROCESAMIENTO DE MUESTRAS

1. Las muestras se obtuvieron a partir de viales sellados de las vacunas mRNA COVID19
resefiadas en el anexo 1. Todos los viales estaban sellados en el momento de su
procesamiento, excepto MOD y JAN, que no presentaban cierre de aluminio.

2. Se extrajeron mediante micro-jeringa diferentes alicuotas por vial de 10 ul cada unay
se depositaron en portaobjetos de microscopia éptica, dejandose secar en campana
aséptica de flujo laminar a temperatura ambiente. Seguidamente se custodiaron en
estuche portaobjetos cerrado y en frio hasta analisis Raman.

3. Se realizaron inspecciones visuales exhaustivas al microscopio ptico (OLIMPUS CX43)
para busqueda de objetos compatibles con estructuras grafiticas o grafeno. Aumentos
de X100 a x60.

Criterios de seleccién de objetos:
1. Localizacion en los restos de la gota o en zona exterior de arrastre por secado

2. Aspecto visual: objetos translucidos bidimensionales o cuerpos opacos
0SCUuros.

4. Obtencidn de espectros RAMAN de los objetos seleccionados
5. Procesamiento de los datos espectrales

La relacién y claves de los objetos caracterizados en el presente informe se expone en
el anexo 2.
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3. RESULTADOS Y DISCUSION

(Ver imagenes y espectros de los objetos seleccionados en ANEXO 3: RESULTADOS)

La técnica de micro-Raman aplicada ha resultado ser muy efectiva para la
caracterizacion rapida de un nimero elevado de objetos microscdpicos en la deteccion
de micro-estructuras de grafeno dispersas en muestras complejas. En comparacién con
la espectroscopia macro-Raman directa de dispersiones acuosas, la combinacion con la
microscopia tiene la ventaja de poder asociar sefiales espectrales a objetos visibles al
microscopio éptico, lo que permite focalizar la prospeccién hacia objetos concretos con
apariencia grafénica, reforzando su caracterizacién espectroscépica. En este trabajo, la
seleccion preliminar de objetos se ha centrado en dos tipologias, [dminas translucidas y
objetos carbondaceos opacos, por su semejanza visual con formas similares observables
en patrones sometidos a ultrasonidos o en dispersiones de éxido de grafeno (ver anexo
Resultados). La diferencia entre ambas tipologias no se debe a su composiciéon quimica,
derivada del grafito, sino tan solo al grado de exfoliacién del material grafitico de partida
y al numero de capas superpuestas, pudiéndose establecer 10 capas como el limite para
considerar que un material ya es grafito (3D) (Ramos-Fernandez, 2017).

Una vez seleccionados un total de 110 objetos con posible apariencia grafénica,
localizados mayoritariamente en el borde de las gotas de las muestras tras su
deshidratacion, el interior o exterior en la zona de arrastre por secado a temperatura
ambiente de la fase acuosa original. Del total de estos objetos, se han seleccionado un
total de 28 objetos por su mayor grado de compatibilidad espectral con materiales
grafénicos reportados en literatura. Las imagenes y espectros RAMAN de estos objetos
se muestran en el anexo 3 de resultados del presente informe. Es de interés notar que
a temperatura ambiente las muestras no llegan a secarse por completo, quedando
siempre un resto gelatinoso, cuyo limite puede observarse en algunas fotografias
mostradas. Se ignora por el momento la composicion de dicho medio por no haber sido
objeto del presente estudio, asi como la de otras tipologias de objetos de tamafio
micrométrico que pudieron observarse recurrentemente en las muestras a bajo
aumento (40-600X). Los espectros Raman de algunos de estos objetos se obtuvieron,
pero no se presentan en este estudio por no mostrar semejanza visual con grafeno o
grafito.

Una limitacién en la obtencién de patrones espectrales definidos ha sido la intensidad
de la fluorescencia que emitian muchos objetos observados. En numerosas laminas
translucidas con apariencia grafénica, no fue posible obtener espectros Raman libres de
ruido por fluorescencia, por lo que la técnica no permitié la obtencién de seiiales
RAMAN especificas con picos bien definidos. Por ello en estos objetos no puede
afirmarme ni descartarse la presencia de estructuras de grafeno. Otra limitacién de la
técnica micro-RAMAN es la baja calidad de la imagen dptica del equipo, que impide
detectar con frecuencia laminas semejantes a grafeno de alta transparencia, que
pueden observarse sin embargo en microscopios épticos con ajuste adecuado del
condensador. Para estos objetos una alternativa seria emplear otras técnicas
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complementarias de microscopia acoplada con espectroscopia, como XPS con buena
Optica o difraccion de electrones por TEM.

Teniendo en cuenta estos criterios de seleccion, se han distribuido en 2 grupos los 28
objetos encontrados con posible identidad grafénica, segun el grado de correlacidn con
el espectro RAMAN del patrén de éxido de grafeno reducido empleado (rGO, "™DICSA).
En el GRUPO 1 se han incluido 8 objetos cuyos patrones espectrales son similares al
espectro del patrén rGO, y por tanto puede afirmarse con certeza la presencia de 6xido
de grafeno (n2 1-8). Esta correspondencia espectral puede considerarse inequivoca, y
se caracteriza por 2 picos dominantes en el rango escaneado (entre 1200-1800 cm™),
picos denominados G (~¥1584 cm™ ) y D (~1344 cm™ ), caracteristicos de Oxidos de
grafeno. Esta caracterizacion por correspondencia espectral entre las seiales de las
muestras problema y del patréon rGO viene reforzada por la apariencia microscdpica de
estos objetos, todos ellos con apariencia opaca carbonacea similar a la de los objetos
patrén, como puede verse en las fotografias del anexo de Resultados. Por tanto,
podemos afirmar con un elevado nivel de confianza que la identificacion de material
grafénico en todas las muestras analizadas del Grupo 1 ES CONCLUYENTE, y con alta
probabilidad se trata de 6xidos de grafeno. Estos objetos del grupo 1 presentaron un
tamafio micrométrico en rangos de decenas de micras (mostrado en las fotografias de
algunos de ellos por una linea azul).

En el segundo grupo (GRUPO 2, n2 9-28), se han detectado sefiales RAMAN compatibles
con la presencia de estructuras de grafeno o grafiticas en 20 objetos, al presentar
maximos vibracionales RAMAN en torno a la banda G (1585-1600 cm™), compatibles con
el pico G de la estructura cristalina de la malla cristalina de grafito o grafeno. Este modo
vibracional se genera por la vibraciéon permitida del fonén en el plano del anillo
aromético (sp?). Su desplazamiento hacia mayores frecuencias en algunos objetos,
tendiendo hacia 1600 cm™ (blue shift) puede deberse a muy diversas modificaciones
referidas extensamente en la literatura, como, por ejemplo, nUmero de capas de
grafeno o dopaje con grupos funcionales o metales pesados entre otros (Ferrari et al,
2007). Visualmente los objetos del grupo 2 pueden presentar los dos tipos de
apariencias que se observan en el patrén, tanto como objetos micrométricos opacos con
apariencia carbondcea (n? 9, 11, 16, 21, 22, 23, 24, 25, 26, 27 y 28) como laminas
translucidas con apariencia grafénica (n2 10, 12, 13, 14, 18, 19y 20).

En los espectros de este grupo 2, los maximos del pico G se acompafian de otros picos
dominantes de asignacién no determinada en este trabajo. Un subgrupo (2.1.) esta
formado por objetos cuyos espectros presentan los dos 2 picos dominantes situados en
rangos de banda que podrian asignarse a los dos modos vibracionales del 6xido de
grafeno, G (rango 1569-1599 cm™y D (rango 1342-1376 cm™) (objetos n2 11, 14, 15, 16,
17,20, 21, 22,23, 24,25y 26). Considerando conjuntamente las imagenes microscopicas
y las sefiales RAMAN, la asignacion de los espectros de este grupo a estructuras
grafénicas puede hacerse con un elevado nivel de confianza, si bien estan por
determinar las modificaciones estructurales de la malla que generan sefiales espectrales
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que no son idénticas a la del patron empleado de referencia (rGO), y causan variabilidad
en la frecuencia y perfil de estos picos respecto al estandar utilizado.

Un segundo subgrupo (2.2) de objetos de este Grupo 2 (n29, 10, 12, 13, 18, 19, 25, 27,
28) se consideran compatibles con la presencia de estructuras grafénicas por la
presencia de maximos en la banda G, si bien seria necesario el empleo de algoritmos de
analisis espectral mas detallado, ya que no se observan con claridad picos que pudieran
asignarse al modo vibracional D, en torno a 1344 cm™ en el patrén rGO. Ello no es sin
embargo condicidn sine qua non para la presencia de estructuras de grafeno., por lo que
se han seleccionado estos objetos para el presente informe al mostrar maximos
vibracionales compatibles en el entorno de la banda G (rango 1569-1600 cm?). Existe
aun un debate abierto sobre la interpretacidn de esta banda D y su localizacién y perfil
variable (Ferrari y Robertson, 2004). Como se expuso en la introduccion metodoldgica,
la intensidad del pico D, en general citado en torno de 1355 cm™, asi como la relacién
de intensidad con el pico G (Ip /ls) es indicativa del grado de desorden en la malla
grafénica, introducido por diferentes agentes como dopado, introduccion de muy
diversos grupos funcionales o roturas en la continuidad de la malla. En materiales
grafiticos ordenados este pico esta ausente. En algunos espectros de este subgrupo 2.2.
aparecen otros picos con mayores frecuencias (blueshift), cuya asignacion al modo
vibracional D es posible, aunque esta asignacion esta aun por determinar mediante el
procesamiento con algoritmos de analisis que excede el ambito del presente trabajo.
Por tanto, de momento para estos espectros sélo podemos afirmar que la ausencia o el
desplazamiento (shift) del pico D respecto a la localizacion del patron rGO precisa aun
de una interpretacion estructural segin los modelos disponibles. Segun la literatura,
tanto las variaciones en el shift de los picos G y D, como su anchura e intensidad variable,
asi como la presencia de otros picos presentes en estos espectros podrian deberse a las
diversas modificaciones aun por determinar que pueden encontrarse en estos
materiales grafénicos, incluyendo grado de desorden, oxidacién, dopaje,
funcionalizacion y roturas estructurales. Estas modificaciones exceden el ambito de
estudio del presente informe.

Complementariamente al rango 1200-1800 cm™, para algunos objetos se amplié el
espectro hasta 2800 cm™ (n2 3, 8 y 11), se detectandose en algunos objetos de este
grupo un pico 2D de baja intensidad y amplitud de frecuencia, estando ausente en otros
objetos escaneados (datos no mostrados). Sin embargo, tanto en el patrén rGO como
en muestreos aleatorios de objetos con maximos de pico G la intensidad de este pico ha
resultado siempre muy reducida en comparacién con los picos G y D de los espectros,
asociados a vibraciones de los carbonos sp? de los anillos arométicos. Ello puede deberse
a que, en Oxidos de grafeno, la intensidad relativa del pico 2D (~2700 cm™) respecto a
los picos G y D aparece muy disminuida. Por ello en este estudio de prospeccién se ha
prescindido en general de analizar el pico 2D por razones de mayor eficacia y empleo de
recursos en el escaneo del mayor nimero posible de objetos en tiempo limitado. En
futuros trabajos seria de interés su examen en todos los objetos, estimando con ello la
ratio de intensidades l,0/26 en aquellos objetos donde se manifieste minimamente este
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modo vibracional, lo que permite hacer estimaciones sobre el nUmero de capas de la
estructura.

Los objetos mostrados en este estudio representan una porcién minoritaria respecto al
del total de objetos micrométricos visibles a bajo aumento en microscopia dptica de
campo claro (100X). Estos objetos fueron escaneados y no se presentan en este estudio
por no manifestar espectros compatibles con grafeno al carecer del pico G. Es de gran
interés destacar que la mayoria de estos objetos, o quizas por solapamiento de sefial
con el medio hidrogel donde se encuentran embebidos algunos de ellos, presentan
méximos RAMAN en la banda de 1439-1457 cm™. Igualmente, entre los objetos del
grupo 2.2, es frecuente la apariciéon de un pico prominente en dicha banda, en torno a
1450 cm™, en combinacidn con los picos Gy D (n2 11, 12, 14, 15, 16, 17, 20, 21, 23, 24,
25, 26 y 28). La asignacion de esta banda en torno de 1450 cm-1 esta pendiente de
realizar, por no corresponder con picos frecuentes en grafeno, pero consideramos es
de gran importancia para el conocimiento de la composicion de las muestras por su
frecuente aparicion. Como hipotesis de trabajo, esta banda suele asignarse a los grupos
organicos metileno —CH,- por doblado del par de hidrégenos- (scissoring o vending). Sin
embargo, también se refiere como una banda de intensidad moderada asociable a los
anillos aromaticos, por lo que podria asociarse asimismo a grafeno (Ferrari y Robertson,
2004). Otra posible asignacion de esta banda seria la de un modo vibracional
superpuesto de algin compuesto diferente al grafeno, con mayor probabilidad, o
incluso del medio hidrogel remanente tras el secado. Recordemos que en todas las
muestras tras la deshidratacidon a temperatura ambiente siempre queda un remanente
viscoso. Este remanente pudiera en muchos casos estar manifestando vibraciones
RAMAN solapadas con los objetos que permanecen embebidos en él, no asi en los que
aparecen fuera del gel en los limites de la zona de arrastre por secado. En este sentido,
es posible que este modo vibracional del medio aparezca solapado con los picos Gy D
del grafeno los espectros del subgrupo 2.1. Esta fuera del ambito de este trabajo la
caracterizaciéon de este medio, asi como de todos los componentes de la muestra. No
obstante, existen algunas sustancias capaces de formar esta matriz hidrogel cuyas
sefiales RAMAN muestran modos vibracionales prominentes en torno de esta banda,
como por ejemplo alcohol polivinilico (PVA), metilacrilamida, o el polimero PQT-12 (Mik
Andersen, https://corona2inspect.blogspot.com/ pers. comm). Se da el caso ademas de
que algunas de estas sustancias se han combinado con grafeno en disefios
experimentales que pueden consultarse en la literatura cientifica, por ejemplo sinapsis
artificiales para el PQT-12 (Chen and Huang, 2020), gelatinas para regeneracién
neuronal combinando metilacrilamida con grafeno (Zhu et al, 2016) o fibras de
electrospun de PVA/GO (Tan et al, 2016). Por el momento todas estas hipotesis sobre
la asignacion de este pico en el entorno de 1450 cm™ siguen abiertas.

En conclusién, de un total de 110 objetos escaneados se han hallado seiiales
inequivocas de la presencia de 6xido de grafeno en 8 objetos, y sefiales compatibles
con la presencia de estructuras grafiticas o de grafeno en otros 20 objetos. El resto de
objetos no ha mostrado sefales compatibles con grafeno, con espectros en ocasiones
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dominados por exceso de ruido causado por excesiva intensidad de fluorescencia, por
lo que no podemos definir su asignacion por el momento.

Como continuacién de esta linea de trabajo, y si bien nuestro analisis micro-RAMAN ha
mostrado sefiales concluyentes de la presencia de objetos con estructura grafénica, para
consolidar la certeza en la identificacion y profundizar en la caracterizacion estructural
seria conveniente la realizacién de analisis complementarios mediante técnicas
acopladas de microscopia y espectroscopia como la espectroscopia XPS, o difraccion
TEM.

Para la presente investigacidn se han obtenido la mayoria de las muestras a partir de
viales sellados. Asimismo, durante la extraccion de las muestras y su traslado a
portaobjetos para la microscopia Raman, se trabajé en condiciones de asepsia bajo
campana de flujo laminar. No obstante, la posibilidad de procesos de contaminacién de
las muestras durante su fabricacion, distribucidn y procesamiento, asi como la
generalizacidon de estos hallazgos a muestras comparables, deben valorarse mediante
muestreos rutinarios y mas amplios de lotes similares de estos productos.

Si bien los resultados de este muestreo son concluyentes en cuanto a la presencia de
estructuras grafénicas en las muestras analizadas, esta investigacion se considera
abierta para su continuacién y se pone a disposicion de la comunidad cientifica para su
replicacion y optimizacion, considerando necesaria su continuacién con un estudio
espectral mas detallado y exhaustivo, basado en un muestreo estadisticamente
significativo de viales similares, y la aplicacién de técnicas complementarias que
permitan confirmar, rebatir, matizar o generalizar las conclusiones de este informe. Las
muestras analizadas estan adecuadamente custodiadas y a disposiciéon de futuras
colaboraciones cientificas.
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CONCLUSIONES

Se ha realizado un muestreo aleatorio de viales de vacunas COVID19 mediante técnica
acoplada micro-RAMAN para caracterizar objetos microscopicos con apariencia
grafénica mediante sefiales espectroscopicas caracteristicas de la estructura molecular.

La técnica micro-RAMAN permite reforzar el nivel de confianza en la identificacién del
material mediante el acoplamiento de imagenes y analisis espectral como evidencias
observacionales que deben considerarse conjuntamente.

Se han detectado objetos cuyas sefiales RAMAN por similitud con el patrén
inequivocamente corresponden con OXIDO DE GRAFENO REDUCIDO.

Otro grupo de objetos presentan sefiales espectrales variables compatibles con
derivados de grafeno, por la presencia mayoritaria de sefiales RAMAN especificas
(banda G) asignado a la estructura aromatica de dicho material, en conjuncién con su
apariencia visible.

La investigacidn sigue abierta para su continuacién, contraste y replicacion. Ulteriores
analisis con la técnica descrita u otras complementarias basadas en muestreos
significativos permitirian evaluar con significaciéon estadistica adecuada el nivel de
presencia de materiales grafénicos en estos farmacos, asi como su caracterizacion
guimica y estructural detallada.
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ANEXO 1

VACUNAS COVID19 ARNm objeto de analisis micro-RAMAN

PFIZER 1 (RD1). Lote EY3014. Sellada

PFIZER 2 (WBR). Lote N2 FD8271. Sellada

PFIZER 3 (ROS). Lote N2 F69428. Sellada

PFIZER 4 (ARM). Lote N2 FE4721. Sellada
ASTRAZENECA (AZ MIT). Lote N2 ABW0411. Sellada
MODERNA (MOD). Lote N2 3002183. No sellada

JANSSEN (JAN). Lote N2 No disponible. No sellada.

MUESTRAS PATRON DE GRAFENO

Patrén de oxido de grafeno reducido (rGO) ("™MSigma Aldrich. Ref 805424)

Patrén de suspension de OXIDO DE GRAFENO (™The Graphene Box)
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ANEXO 2

OBJETOS CARACTERIZADOS COMPATIBLES CON ESTRUCTURAS DE GRAFENO

GRUPO 1

coNOO UL B WN -

PFIZER 2 WBR UP GO2
PFIZER 3 Ros 2hy GOl
PFIZER 3 Ros 2hy GO1b
PFIZER 3 Ros 2hy b GO2
AZ MIT UP CARBI

AZ MIT UP CARB4

AZ MIT DOWN CARB2
MOD grumol

GRUPO 2

9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

PFIZER 2 WBR GOl

PFIZER 2 WBR GO6a

PFIZER 2 WBR 2 GO7

PFIZER 2 WBR UP GO1

PFIZER 2 WBR UP GO3b

PFIZER 2 WBR UP GO4

PFIZER 2 WBR DOWN GO2

PFIZER 2 WBR DOWN GO3

PFIZER 2 WBR DOWN GO5

PFIZER 3 ROS OBJ 1

PFIZER 3 ROS2 OBJ 1

PFIZER 3 ROS 2 OBJ 2

PFIZER 4 Pdown grumol

PFIZER 4 Pdown grumo2

PFIZER 4 Pdown grumo3
ASTRAZENECA AZ MIT UP CARBS
ASTRAZENECA AZ MIT UP CARB6
JANSSEN JAN GO1

JANSSEN JAN GO3

JANSSEN JAN GO4
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ANEXO 3. RESULTADOS

Este anexo puede consultarse en el link

https://www.researchgate.net/publication/355684360 Deteccion de grafeno en va
cunas COVID19 por espectroscopia Micro-RAMAN
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- Estado de conservacion: refrigerado
- Mantenimiento durante el estudio: refrigerado
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Observaciones preliminares de la muestra problema

RD1

trica no caracterizada, visible a 600X

fa hnanomé

Vé

'

Vial sellado, con goma y tapa de aluminio intactas, de 2ml de capacidad,
en microscopio opti

conteniendo una suspension acuosa turbia de 0,45 ml.
- Se realiza extraccion y cuantificacion de RNA

- Se observa presencia de microbiolog
tico
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Procesamiento de la muestra
2. Fraccionamiento por polaridad: 1,2 ml hexano+120 ul de muestra RD1

1. Dilucién en suero fisiologico estéril al 0,9% (0,45 ml + 1,2 ml)
3. Extraccion de fase hidrofilica

4. Extraccion y cuantificacion de RNA en la muestra
5. Microscopia electrdnica y dpticas de fase acuosa

Puede verificar la autenticidad, validez e integridad de este documento en la direccion:
https://verificarfirma.ual.es/verificarfirma/code/wHN2x8tkKPsiSy/ilL6 TwQ==

Firmado Por

Pablo Campra Madrid

Fecha

28/06/2021

afirma.ual.es wHN2x8tkKPsiSy/i1L6TwQ==

PAGINA

5/24

wHN2x8tkKPsiSy/11L6TwQ==




1411

CAMARA DE REPRESENTANTES

Martes 8 de abril de 2025

Wiy 110c

-[ude-18)awoion|-0-z-1qnb-ayy/| | 0z-llde-49-saqoidoiq/| | 0z-SenssI-seqoidoig/suonedlidde-Abo|oIg-|[82-]0
-|euinol-saqo.idoig/S[eulnol-pue-S1a)19|SMaU/Sa0UsIa]a1/alo/S8/S8/W 00 JoysSIJolIsyr MMM//-SANY :0°ZLIgNd
elousosalon)) Jod euy ap eolloadss uooeoluen) ‘¢

0002-aN/#0002-aN/}oNpoid/bo[e}es/18pIo/wod IaysowIayy Mmm//:sdiy , dosgqoueN
0J12W0]0j0.J109ds8e U |Bl0} AN BlOUBJIOSgE 8p UQIoedIuEN) *Z

€£9620€0 |/ UIW-EUI-S{UI2INA-UOIGUIE/SJoNPOI0/d0US/S TOSISUST MMM//-SARY 1Y “YNY UQIooex “|

BJ1SONW B| US BUY DP UOIDEIIJIIUBND A UOIDIRIIXS eulwija.d Sisijeuy

28/06/2021

6/24

Fecha
PAGINA

Puede verificar la autenticidad, validez e integridad de este documento en la direccion:
https://verificarfirma.ual.es/verificarfirma/code/WHN2x8tkKPsiSy/ilL6 TwQ

Pablo Campra Madrid

afirma.ual.es

wHN2x8tkKPsiSy/1i1L6TwQ:

Firmado Por
ID. FIRMA

wHN2x8tkKPsiSy/1i1L6TwQ




Martes 8 de abril de 2025

CAMARA DE REPRESENTANTES

1412

"BJ1S9NW B 3p AN |EIO} UOIDIOSE B| 3P [enpisas 3fejuadsod un edljdxa 0jos 0°z11gND Jod operdalap VNY
3p Bwiujw pepiiued e "esisanw e| ud ouaess ap epuasaid e] Yy1HYISIA ILINYId ON OpPIUS1IGO UOIdI0SCE 3P OWIXew |3

(9€50ST @l Ansiway) Jo jpuinor "€T0Z ‘10 18 bWaY] )
0p1u1q0 04129dsa |2 UOI sa|qIredwod ‘wu O/ e UoIdI0Sge Ip sowixew ejuasald (QDY) oplonpas ouasess3 ap OpIXo |3

(epeuqi|ea ou uoldeWIISD

B| UD UQIDJOSCE 9p OWIXEW UOD BUY |B S9IUJ}IP BIOUBRISNS O SBIDUBISNS 9P PEPIIUED BPEAS| 9P BIDUSSaJd B|aAaJ 04303dsa [T -
In/8u9: (ZLIgND elIdwolion]y Jod BPRWIISD [EI0} UOIDBIIUIIUOD WU 097 B S3|EN}Iey SOWIXew eudsald "YNY -

) In/8u £{£ us opewlss |e10} un uod ‘ugidal ewsiw

iU 0£2-092)[E@H VYLSINIA €] 3P UOIDIOSGE 9P OWIXEIA

A s unogs| i 3
]
05 07t OFE 0ZE 0lE 00E 0z 4 052 0T 0€2 4 A C
0
z
L4
9
8
o
S
g
- no3
WU Qpg  UOJI3L03 3ulaseq [A g
a5
960 | 06209 H
s
v | 08209
74
o9y0) | (ued ww o) o8y
22981 | (uied wui g}) 092y ]
I 1nBu| yape 209 I
= auwnjoa ajduwes [lews [
0007 - YNy edAL e1joads fepiang [
4 ‘uodai 0} ppy [
|mssped  jensenw  Q8ldues gy g W wns
| [
._‘Eu:nv_:u_nmfmmm.au_mu:n_yz_nmv_:u_f:m:un._wm al =& &

dRH A

Qe PIY 13PN T 90 TZ0z sIuamsog\ouensmsias\a) py =N [

e| 9p BSONJE 3se) e| ap AN UOIDJ0Se ap 0J102ds]

(doJp-oueN odinb3)

. eJ1Sonw

Puede verificar la autenticidad, validez e integridad de este documento en la direccion:
https://verificarfirma.ual.es/verificarfirma/code/WHN2x8tkKPsiSy/ilL6 TwQ

28/06/2021

7/24

Fecha
PAGINA

Pablo Campra Madrid

afirma.ual.es

wHN2x8tkKPsiSy/1i1L6TwQ

Firmado Por
ID. FIRMA

i1L6TwQ

wHN2x8tkKPsiS




Martes 8 de abril de 2025

CAMARA DE REPRESENTANTES

1413

de derivados de grafeno

7

7 .

icacion microscopica

Identifi

OBIJETIVO
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1. Toma de imagenes en microscopia optica y electrdnica
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MICROSCOPIA ELECTRONICA DE TRANSMISION

de

4

agenes

(TEM)

(TEM) se utiliza habitualmente para obtener im

nanomateriales de grafeno. Se ha convertido en un instrumento bastante estandar y facil de

usar que es capaz de obtener imagenes de laminas de grafeno en capas individuales.
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lectr
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a microscopia e
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PATRON DE OXIDO DE GRAFENO REDUCIDO
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Imagen de literatura

TEM de bajo aumento
“La figura muestra una imagen TEM de grafeno bicapa con bordes que tienden a

enrollarse y doblarse ligeramente”
Qian, W., Hao, R., Hou, Y. et al. Solvothermal-assisted exfoliation process to

produce graphene with high yield and high quality. Nano Res. 2, 706—-712

(2009).
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