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¿Qué es lo que ya se sabe sobre este tema? 
Altmetric:

En los ensayos de preautorizac¡ón de la vacuna contra la COVID-l9 de Pfizer-BioNTech, los LiB ! Notic¡as

adolescentes de 12 a l T años ¡nformaron reacciones leves y moderadas locales y s¡stém¡cas. artículo f !i8lr ,u,
La miocarditis se ha observado después de la vacunación con vacunas de ARNm en el tiene una ü iw¡Itéi
seguimiento posterior a la autorización. e!ftJ¿íó¡1f !r*"."0,".,

¿euéañadeesteinforme? I ffifffm
Las reacciones locales y sistém¡cas después de la vacunac¡ón con la vacuna de Pfizer- See more
BioNTech fueron comúnmente reportadas por adolescentes de 12 a 17 años a los sistemas deta¡ls
de monitoreo de segur¡dad de la vacuna de los Estados Un¡dos, espec¡almente después de

la dosis 2. Una pequeña proporción de estas reacciones son consistentes con miocarditis.
C¡tas: 0

¿cuáles son las implicaciones para la práctica de la salud ptiblica?

Las reacciones locales y sistémicas leves son comunes entre los adolescentesque s¡guen la ')ili,i:,'"1;7Ílr, 
",vacuna de Pf¡zer-B¡oNTech, y los eventos adversos graves so n raros. El Comité Asesor sdbre vistas de págin¿ más las

Práct¡cas de lnmun¡zac¡ón llevó a cabo una evaluación de riesgo-benef¡cio y continúa descargas de PDF

recomendando la vacuna contra el COVID-19 de Pfizer-BioNTech para todas las personas de

>12 años.

Al 30 dejuliode2o2l, entre lastresvacunas contra el CoVID-19 autorizadas para su uso en Mesas

Estados Unidos, solo la vacuna contra el COV¡D-19 de Pflzer-BioNTech BNT162b2 mRNA está

autorizada para adolescentes de 12 a 17 años. La Administrac¡ón de Al¡mentos y Medicamentos euadrclL
(FDA, por sus, emitió una Autorización de Uso de Emergencia (EUA, por sus, por sus, por sus > 1 6

años de edad, el 11 de d¡ciembre de 2o2o (7); la UCE se ampl¡ó para ¡ncluir a adolescentes de 12 fuadra2

a 1 5 años el 1O de mayo de 2021 (¿, sobre la base de los resultados de un ensayo clínico de Cuadro 3
Fase 3 (3. A partir de jun¡o de 202'1 , comenzaron a notificarse casos de m¡ocardit¡s y

mioper¡carditis (en adelante, miocard itis) tras la recepción de la vacuna de Pfizer-BioNTech,

principalmente entre varonesjóvenes tras la recepción de la segunda dosis (45. El 23 de.iunio BibliografÍa

de 2021, el Comité Asesor sobre Prácticas de Inmun¡zación (AClP, por sus) de los CDC rev¡só los

datos dispon¡bles y concluyó que los beneficios de la vacunaciÓn contra la COVID-19 para las

personas individuales y la población superan los riesSos de miocard¡t¡s y recomendó el uso

continuado de la vacuna en personas de > 1 2 años de eda d (q. Paa caracterizar aÚn más la



(VAERS) y los eventos adversos y las evaluaciones de impacto en la salud reportados en v-safe PDF ! [261 K]

(un sistema de vigilancia de seguridad basado en teléfonos inteligentes) para adolescentes

estadounidenses de 12 a 17 años de edad entre el 14 de dic¡embre de 2020 y el 16 de julio de

2021 . Al 1 6 de julio de 2021 , aproximadamente 8,9 millones de adolescentes estadoun¡denses de entre 12 y 17 años habían

recibido la vacuna de pfizer-BioNTech.* EL VAERS recibió 9.246 informes después de la v¿cunación de Pfizer-B¡oNTech en este

grupo de edad; EI 90,7% de ellos fueron por eventos adversos no Sraves y el 9,3% por eventos adversos Sraves, ¡ncluida la

miocarditis (4,3%). Aproximadamente 129,000 adolescentes estadounidenses de 12 a 17 años de edad se inscribieron en v-safe

después de la v¿cunación de pfizer-BioNTech; reportaron reacciones locales (63,4%)y s¡stém¡cas (48,9%) con una frecuencia

similar a la reportada en ensayos clínicos de preautor¡zac¡ón. Las reacc¡ones s¡stémicas fueron más frecuentes después de la

dosis 2. Los CDC y la FDA continúan mon¡toreando la seguridad de las vacunas y proporc¡onando datos a ACIP pára guiar las

recomendaciones de vacunas covid-1 9.

VAERS es un s¡stema pasivo de vigilancia cle la segur¡dad de las vacunas comanaged por los CDC y la FDA que monitorea los

eventos adversos después de la vacunac¡ón (¿. VAERS acepta lnformes de cualquier persona, incluidos proveedores de atención

médica, fabricantes de vácunas y miembros del público. Bajo los requ¡sitos de la EUA de la vacuna COVID-I9, los proveedores de

atención médica deben ¡nformar ciertos eventos adversos después de la vacunación al VAERS, incluida la muerte.t Los

miembros del personal del VAERS asignan términos prefer¡dos a los signos, síntomas y hallazgos de diagnóstico en los informes

deIVAERS al D¡cc¡onario Méd¡co para Actividades Regulatorias (MedDRA, por sus mis). Los ¡nformes deIVAERS se clas¡f¡can

como graves si se informa de cualquiera de los siguientes: hosp¡talización o prolongación de lá hospital¡zación, enfermedad

potencialmente mortal, discapacidad permanente, anomalí¿ congénita o defecto congén¡to, o muerte. Los informes de eventos

adversos graves reciben seguimiento para obtener información adicional, ¡nclu¡dos Ios reg¡stros méd¡cos; para los informes de

defunc¡ón, se obtienen certiflcados de defunción e ¡nformes de autopsia, s¡ están d¡spon¡bles. Los médicos de los CDC rev¡saron

la información dispon¡ble para cada d¡funto para formarse una ¡mpresión sobre la causa de la muerte.§r

CDC estab¡ished v-safe, a voluntary smartphone-based active safety surveillance system, to monitor adverse events after COVID-

19 vaccination. Ado¡escents who receive a COVID-19 vaccine are elig¡ble to enroll in v-safe, through self-enrollment or as a

d€pendent of a parent or guard¡an, and rece¡ve scheduled text reminders about online health surveys.** Health surveys sent in

the fjrst week after vaccination ¡nclude quest¡ons about local injection site and systemic reactions and health imp¿cts." lf a

report ind¡cated medical attent¡on was sought, VAERS staff members contacted the reporter and encouraged comPlet¡on of a

VAERS report, if ¡ndicated.

VAERS and v-safe data were assessed by sex, age group, and race/ethn¡city for U.S. ádolescents aged 12- l7 years who rece¡ved

Pfizer-BioNfech vaccine during December 14,2020-ltrly 16, 2021 . VAERs reports for adolescents aged 1 2-15 years were

excluded if vacc¡nation occurred before EUA age expáns¡on on May 10, 2021 . FDA used empirical Bayesian data mining to

monitor for disproportional reporting of adverse events by vacc¡ne among VAERS reports for persons aged '12-17 years (8. SAS

software (vers¡on 9.4; SAS lnst¡tute) was used to conduct all analyses. These surveillance activities were reviewed by CDC and

conducted cons¡stent with applicable federal law and CDC policy,ssrtl

IoI]

Review of VAERS Data
VAERS received and processed 9.246 reports of adverse events for adolescents aged 'l 2-17 years who received Pfizer-BioNTech

vaccine during December 14, 2120-)uly 16,2021 (Table 1); 5,376 (58.1%) were in adolescents aged '1 2-15 years and 3 ,870 (41 .9oÁl

¡n persons aged 1 6-17 years.*** No adverse events were reported disproportionately to VAERS in association with Pfizer-
BioNTech vaccination, Common cond¡tions among all reports included dizziness (1,862;20.1%), syncope (1,228; '13.3%), and
headache (1 ,027; 1 1 .1 oó), Among the 1 ,228 repo rts of syncope, 901 met a sta nda rd case defin ition*; 548 (60.8%) of these event;
occurred in females, and med¡an age was I 5 years. Among those who met the syncope case definition, 147 (16.3%) reported a

history of anxiety around needles, and 145 (16.1 %) were transported to an emergency department for further evaluat¡on.

Overall, 8,383 (90.7%) VAERS reports were for nonserious events, and 863 (9.3%) for serious events, including death; 609 (70.60/t')

reports of ser¡ous events were among males, and medián age was 15 years. The most commonly reported cond¡tions and
diagnost¡c find¡ngs among reports of serious events were chest pain (56.4%), increased troponin levels (41 .7016), myocarditis
(40.3%), increased c-reactive protein (30.6%), and negative SARS-CoV-2 test results (29.4%) (Iable2); tnese findings are
consistent w¡th a d¡agnosis of myocard¡tis. [.4yocarditis was listed among 4.3% (397) of all VAERS reports.

CDC reviewed 14 reports of death after vacc¡nation. Among the decedents, four were aged 'l 2-'15 ye¿rs and 10 were aged 1 6-17
years. All death reports were reviewed by CDC physicians; impressions regarding cause of death were pulmonary embolism
(two), suic¡de (two), intracranial hemorrhage (two), heart fa¡lure (on€), hemophagocytic lymphohistioc).tosis and disseminated

txri §



Reviewof v-safe Data
During December 1 4,2o2o-)ttly 16,2o21, v-safe enrolted 66,350 adolescents aged 16-17 years who received pf¡zer,BioNTech
vaccine llablle 3). After Pf¡zer-BioNTech vacc¡ne was authori?ed for adolescents aged 12-15 years (beginning May 1 o, 2021), v-
safe enrolled 62,709 adolescents in this age group. During the week ¿fter receipt ofdose l, local{63.9%) and systemic (4g.9%)
reactions were commonly reported by adolescents aged 12-15 years; systemic reactions were more common after dose 2
(63.4%) than dose 1 (48.9%). Reporting trends were sim ila r for adolescents aged 'l 6- i 7 yea rs: system ¡c reactions were reported
among 55.7% after dose 1 and 69.9% after dose 2. For each dose and age group, react¡ons were reported most frequently the
day after vaccination. The most frequently reported reactions for both age groups after either dose were injection site pain,
fatigue, headache, and myalg¡a.

During the week after receipt of dose 2, approx¡mately one th¡rd of adolescents in both age groups reported fever. Nearly one
quarter of adolescents in both age groups reported they were unable to perform normal daily activit¡es the day after dose 2.

Fewer than 1% of adolescents aged 12-17 years requ¡red med¡cal care in the week after rece¡pt of e¡ther dose; 56 adolescents
(0.04%) were hospitalized.

Discussion
The find¡ngs summárized in th¡s report ¿re consistent with the safety data observed ¡n preauthor¡zation tr¡als for Pf¡zer-

BioNTech after vacc¡nation among persons aged 12-25 years, with the except¡on of myocarditis, a serious adverse event
detected ¡n postauthorizat¡on safety monitoring (3). Trial part¡cipants who rece¡ved vaccine (1,13'i aged 12-15 years; 537 aged
16-25 years) reported local and systemic react¡ons that were mostly m¡ld (i.e., did not interfere w¡th activity) or moderate (some

interference with activ¡ty); no ser¡ous adverse events related to vaccination were reported (3). Similarly, local and systemic

reactions were commonly reported by U.S. adolescents aged 12- 17 years who enrolled in v-safe; a m¡nority (<25%) reported
they were unable to perform normal daily act¡vit¡es the day after receipt of dose 2. A small number of v-safe partic¡pants

reponed they were hospital¡zed after vaccination; however, v-safe does not record reason for hosp¡talization, and it cannot be

determined whether hospital¡zation was related to vaccination.

Among 8.9 m¡llion adolescents vacc¡nated during the study périod, VAERS reports were received for approximately one per
'l,OOO vaccinees, and 90% ofthese reports were for nonserious conditions. Syncope was among the events most commonly

reported to VAERS in this age group and ls common among ado¡escents after any vacc¡nation (9. Other conditions associated

with vasovagal response to vaccinat¡on were also frequently reported. Among the serious reports, myocarditis and other

conditions that might be associated with myocard¡t¡s were among the most common terms reported; however. these terms did

not account for a large proport¡on of VAERS reports overall. No reports of death to VAERS were determined to be the result of

myocarditis. lmpress¡ons regarding cause of death did not ind¡cate a pattern suggest¡ve of a causal relationship with

vaccination; however, cause of death for some decedents is pending receipt of addit¡onal inform¿tion. ACIP conducted a r¡sk-

benefit assessment based in part on the data presented in th¡s report and cont¡nues to rerommend the Pfizer-B¡oNTech covlD-
1 9 vacc¡ne for all persons aged >1 2 years (O. An updated EUA now includes information on myocarditis after mRNA COVID-19

vaccines.§§§

The f¡nd¡ngs in th¡s report are subject to at least five limitations. First, VAERS is a passive surveillance system and ¡s subject to

underreporting and reporting b¡ases (Z; however. under EUA, health care providers are required to report all serious events

follow¡ng vacc¡nation. Second, med¡cal rev¡ew of reported deaths fotlow¡ng vaccinat¡on is dependent ón availability of medical

records, death certificates, and autopsy reports, which m¡ght be unava¡lable or not available in a timely manner, Third, lack of a

stat¡stical safety s¡gnal ¡n planned monitoring does not preclude a safety concern. For example. a¡though a stat¡stically signif¡cant

data mining alert has not been observed for myocárdit¡s fo¡lowing Pf¡zer-B¡oNTech vaccinát¡on, myocarditis has been identified

as an adverse event follow¡ng mRNA COVID-I9 vacc¡nes ¡n multiple surveillance systems ( 70- Fourth, this study was not

designed to identiñ/ all cases of myocardit¡s; only reports that listed the MedORA term "myocardit¡g' were included. Finally, v-

safe is ¿ voluntary self-enrollment program that requires children aged <15 years be enrolled by a parent or guárdian and relies

on vacc¡ne administrators to promote the program. Therefore, v-safe data m¡ght not be general¡zable to the overall vaccinated

adolescent populat¡on.

The initial safety find ings of Pfizer-B¡oNTech va ccine adm¡n istered to U.5. adolescents aged l 2-17 years áre s¡milar to those

descr¡bed ¡n the cl¡nical trials, w¡th the except¡on of myocarditis. a rare serious adverse event assoc¡ated w¡th receiPt of mRNA-

based COVTD-19 vaccines; follow-up of reported myocard¡tis cases is ongo¡ng (O. CDC and FDA w¡ll cont¡nue to monitor for

adverse events, ¡ncluding myocard¡t¡s, after mRNA COVID-19 vaccination and share available data with ACIP to Suide risk-beneflt

assessments for all COVID-19 vaccines.
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* h.trps:lrovidtds.gov/cov¡d-data-tracker/#datatra cker-home

' hllpslvael5J]hsgallfaq.html ü
e Each VAERS report might be assigned more than one MedDRA preferred term. A MedDRA-coded event does not indicate a

medically confirmed d¡agnos¡s. hEps://www.meddra.org/how-to-use/basics/hierarch:{ B

r Based on the Code of Federal Regulations Title 21. h§psrtqAAAg,a«essdalald¿gov/scripts/cdrh/cfdocs/c
Z
** Adolescents aged <15 years must be enrolled by a parent or guard¡an and may not self-enroll. Health check-ins are sent via

text messages that l¡nk to web-based surveys on days 0-7 after vacc¡nation; then weekly through 6 weeks after vaccination; and

then 3, 6, and 12 months after vaccination.

" Part¡c¡pants ¡n v-safe self-identify the severity of the¡r symptoms, defined as mild (noticeable, but not problematic), moderate
(l¡mit normal da¡ly act¡v¡ties), or severe (make daily act¡v¡ties d¡fflcult or impossible). Health impacts ¡nclude whether the vaccine
rec¡pient was unable to perform normal daily activities, missed school or work, or received care (¡.e., telehealth, clin¡c or
emergency department visit, or hospitalization) from a medical profess¡onal because of new symptoms or cond¡t¡ons.

§§ FDA used the Multi-ltem Gamma Po¡sson Shrinker algor¡thm to calculate the Empirical Bayes Geometric Mean ánd ¡ts

assoc¡ated 90% conf¡dence interval (E805, EB95). An EB05 >2 (more than twice expected) was considered the threshold for
defl ning a vaccine-event pair reported disproport¡onately.

r§ 45 C,F.R- parr 46, 21 C.F.R. part 56; 42 U.S.C. Sect. 241(d); 5 U.s.C. Sect. 552a; 44 U.S.C. Sect. 3501 et seq.

*** Processed VAERS reports are those that have been coded using MedDRA, have been dedupl¡cated, and h¿ve undergone
standard quality assurance and quality control review.

* CDC reviewed VAERS reports of synco pe for add itional information. syncopal events that occurred off-s¡te or ¿'1 hour after
vacc¡ne adm¡n¡stration were excluded from analys¡s.

§§§ An updated letter of authorizat¡on for the Pfizer-B¡oNTech COVID-19 vaccine is available at
b§p§:lu¿¡ 

^ddaSov/medi¿/1 
50386/download E) .
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TABLE L Afuerse event r,eports for adolescents aged rz-r7 years who received the pffzer-
BioNTech @VID-r9 vaccine, by demographic characterisdcs and reported symptoms (N =
9,246) - Vaccine Adverse Event Reporting System, United States, December 14, 2o2o-July
L6t2o2L ;.

Retum
to
your
place
in the
text

Too

Total, % Nonser¡ous
(§ = 9,2216) (¡ = 8,383)

Serious, exclud¡ng death
(n = 849)Characteristic

Sex

Fema le

Male

Unknown

Age group, yrs

12-15

16-17

Ethn¡c¡ty

Hispanic or Latino

Non-Hispanic or Latino

Unknown ethn¡city

Race

American Indian or Alaska Native

Death (n = 14)

52.9

45.8

1.4

58.1

41.9

29.1

70.7

o.2

53.4

46.6

14.4

51.2

30.4

3s.7

64.3

0

28.6

71 .4

7.1

50.0

42.9

54.7

41.3

43.4

47.1

1.5

10.4

44.1

45.5

, 6
0.8 0.8 0.5



Total, c}6

characteristic (N = 9'246)

Black 3'2

Native Hawaiian or Pacific lslander 0.3

wh¡te 45 1

l\4ultiracial 2.1

Other 13.1

unknown race 3o'z

Serious, excluding death

(n = 849) Death (n = 14)

Severity, l}6*

Nonserious
(n = 8,383)

3.0

o.2

M.2

2.2

13.9

30.8

5.3

o.7

53.8

2.O

5.4

25.0

7.'l

0

71 .4

0

0

14.3

Abbreviation: VAERS = Vaccine Adverse Event Reporting System'

+ vAERS reports are classified as serious if any of the following are reported: hospitalizatlon or prolongation of hospitalization,

life-threaten¡ng illness, permanent disab¡lity, congen¡tal anomaly or birth defect' or death'

TABLE 2. Most frequent symptoms, sigfis, diatrrosüc results' and

conditions* reported to the Vaccine Adverse Eve-nt Reporting System

for adolescenti aged 12-U years after receipt of the-Pfizer-
BioNTech COVIDIT9 vacciná (N = 9,246) - United States, December

14,2o2o-ltJü[L6,2o2t ñ.tum
to

Symptom, s¡gn, d¡ágnostic resul! or condition eO n"Cffi
in the

Nonserious rePorts (¡ = 8,383) text

D¡zziness 21'2

Syncope 144

Nausea 10.4

Headache 10.0

Fever 8.3

Loss of consciousness 7.5

Excessive sweating 7 4

Fatigue 7.2

Pallor 7.1

Product admin¡stered to patient outside of indicated age range 7.0

Prñdr ral stñráqc Frrñr 6 4
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Symptom, sign, diagnostic result, or condition

Vomiting

Difficulty breath¡ng

Chest pain

Pa¡n

Serious reports, ¡ncludint reporrs of death' (n = 863)

Chest pain

lncreased troponin

Myocardit¡s

lncreased c-reactive protein

Negative SARS-CoV-2 test result

Fever

Normal echocardiogram

Abnormal electrocardiogram

Headache

Difficulty breathing

Elevated electrocardiogram ST segment

Normal chest rad¡ograph

lntens¡ve care

Vomiting

Nausea

9ó Reporting

6.4

5.3

4.9

4.6

56.4

41 .7

40.3

30.6

29.4

26.9

25.6

22.2

21 .4

20.s

19.7

18.1

17.O

16.6

Abbreviations: MedDM = Medical D¡ctionary for Regulatory Act¡vities; VAERS = Vaccine Adverse Event Report¡ng System.
* Signs and symptoms in VAERS reports are assigned MedDRA preferred terms by VAERS st¿ff members. Each VAERS report
might be assigned more than one N¡edDRA preferred term, which can include normal d¡agnost¡c find¡ngs. A MedDRA-coded
event does not lndicate a med¡cally confirmed diagnosis. hEBSJAA^¡ry.meddE OIglt'glU:to:uselbasre5lhrcE z;
t VAERS reports are classif¡ed as ser¡ous if any of the fo¡lowing are reported: hospital¡zation. prolongation of hospitalization, l¡fe-

threaten¡ng ¡llness, permanent d¡sability, congen¡tal ¿nomaly or birth defect, or death.

TABLE 3. Reacdons reported by adolescents aged 2-U years (N = u9,o59) who completed at least
one v-safe health check-in suwey on days o-7 after receiving Pfizer BioNTech COVID-l9 v¿ccine -United States, December 14,2o2o-July 1ó, 2021 ;!
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ffislY:::[::li:li:::[83[llE[3*i:l:i[::itli[B:$l 
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Ase16¡Tyrs,dose(no.) E:ii:i3ll?:t3?Etffi]
AEe 16-17 Yrs, dose (no )

gi::1lss:"s] Bs::iÉi',3i31 Bs::i[3ii33] Bs::38B:Biil
Event
Event

Any ¡nlection site reaction

Itching

Pain

Redness

Swell¡ng

Any systemic react¡on

Abdominal Pain

Myalg¡a

chills

Diarrhea

FatiSue

Fever

Headache

Jo¡nt Pain

Nausea

Rash

Vomiting

Any health ¡mPact

64.4 63 9
62.7

5.7

60.2

3.4

7.7

s5.7

4.7

25.4

¡r.J

4.2

34.1
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