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Pedido de informe: Ref. 3/8895/2021

A solicitud

De mandato verbal de la Direccidn General de la Salud solicito a ustedes sirvan informar lo que
se transcribe:

“Los estudios de analisis beneficio/riesgo que han derivado en la aprobacién de emergencia de las

vacunas Covid-19”

A continuacion se detallan los siguientes estudios:

-Centers for Disease Control and Prevention (CDC). COVID Data Tracker 2021 Available
from: https://covid.cdc.gov/covid-data-tracker/#datatracker-home. Accessed 07 October
2021

- University JH. Coronavirus Resource Center 2021 Available from:
https://coronavirus.jhu.edu/map.html. Accessed 07 October 2021

-Centers for Disease Control and Prevention. COVID-19: COVID Data Tracker Weekly

Review 2021. Available from: https://www.cdc.gov/coronavirus/2019-
ncov/coviddata/covidview/index.html. Accessed 07 October 2021

- Centers for Disease Control and Prevention. COVID-19: COVID Data Tracker United

States Forecasting 2021. Available from: https://covid.cdc.gov/covid-
datatracker/#forecasting_weeklycases. Accessed 07 October 2021

- CDC COVID Data Tracker. Demographic Trends of COVID-19 cases and deaths in the

US reported to CDC. Available from: https://covid.cdc.gov/covid-datatracker/#demographics.
Accessed 14 October 2021

- Wiemken TL, Niemotka S, Clarke J, Prener CP, Santos Rutschman A. Estimating
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pediatric cases of COVID-19 over time in the United States: Filling in a gap of public use
data. American Journal of Infection Control. In Press.[Available upon request]
- CDC COVID Data Tracker. COVID-NET Laboratory-confirmed COVID-19

hospitalizations. Available from: https://covid.cdc.gov/covid-data-
tracker/#covidnethospitalization-network. Accessed 07 October 2021

-FLUVIEW Interactive-Laboratory Confirmed Influenza Hospitalizations. Available at:
https://gis.cdc.gov/GRASP/Fluview/FluHospRates.html. Accessed 07 October 2021.

- American Academy of Pediatrics. Letter to Janet Woodcock, MD 2021. Available from:
https://downloads.aap.org/DOFA/AAP%20Letter%20t0%20FDA%200n%20Timeline%?2

0for%20Authorization%200f%20C0OVID19%20Vaccine%20for%20Children_08_05_21.pdf. Ac-
cessed 07 October 2021

-Centers for Disease Control and Prevention. COVID-19: Delta Variant: What We Know
About the Science 2021; updated 26 August 2021; Available from:
https://www.cdc.gov/coronavirus/2019-ncov/variants/delta-variant.html. Accessed 07
October 2021

-Centers for Disease Control and Prevention Case Surveillance Task Force. COVID-19
Case Surveillance Public Use Data with Geography 2021;updated 1 October 2021;
BNT162b2
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-Available from: https://data.cdc.gov/Case-Surveillance/COVID-19-Case-SurveillancePublic-Use-
Data-with-Ge/n8mc-b4w4. Accessed 18 October 2021

- Mallapaty S. Will COVID become a disease of the young? Nature. 2021;595(7867):343-4.
-European Centre for Disease Control and Prevention. COVID-19 in children and the role
of school settings in transmission - second update. Stockholm, Sweeden; 2021 July 8,
2021.

-CDC COVID Data Tracker. COVID-19 Weekly Cases and Deaths per 100,000
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Population by Age, Race/Ethnicity, and Sex. Available at: https://covid.cdc.gov/coviddata-
tracker/#demographicsovertime. Accessed 07 October 2021

-van der Zalm MM, Lishman J, Verhagen LM, Redfern A, Smit L, Barday M, et al.
Clinical Experience With Severe Acute Respiratory Syndrome Coronavirus 2-Related
lliness in Children: Hospital Experience in Cape Town, South Africa. Clin Infect Dis.
2021;72(12):e938-e44.

- Preston LE, Chevinsky JR, Kompaniyets L, et al. Characteristics and Disease Severity of
US Children and Adolescents Diagnosed With COVID-19. JAMA Netw Open. Apr 1
2021;4(4):€215298. doi:10.1001/jamanetworkopen.2021.5298

- Ortaliza J, Orgera K, Amin K, Cox C. COVID-19 continues to be a leading cause of
death in the U.S. in August 2021. Peterson-KFF Health System Tracker [Internet]. 2021.

Available from: https://www.healthsystemtracker.org/brief/covid-19-continues-to-be-aleading-
cause-of-death-in-the-u-s-in-august-2021. Accessed 07 October 2021

- Centers for Disease Control and Prevention. COVID Data Tracker: Health DepartmentReported
Cases of Multisystem Inflammatory Syndrome in Children (MIS-C) in the

United States 2021. Available from: https://covid.cdc.gov/covid-data-tracker/#misnational-
surveillance. Accessed 07 October 2021

-Feldstein LR, Rose EB, Horwitz SM, et al. Multisystem Inflammatory Syndrome in U.S.
Children and Adolescents. N Engl J Med. Jul 23 2020;383(4):334-346.
doi:10.1056/NEJM0a2021680

- Israel Ministry of Health. Results of the Long-COVID Survey Among Children in Israel
2021. updated September 14, 2021. Available from:
https://www.gov.il/en/departments/news/13092021-01. Accessed on 07 October 2021
-Buonsenso D, Munblit D, De Rose C, Sinatti D, Ricchiuto A, Carfi A, et al. Preliminary
evidence on long COVID in children. Acta Paediatr. 2021;110(7):2208-11.

-Boehmer TK, Kompaniyets L, Lavery AM, Hsu J, Ko JY, Yusuf H, et al. Association
Between COVID-19 and Myocarditis Using Hospital-Based Administrative Data -
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United States, March 2020-January 2021. MMWR Morb Mortal Wkly Rep.
2021;70(35):1228-32.

- Barda N, Dagan N, Ben-Shlomo Y, Kepten E, Waxman J, Ohana R, et al. Safety of the
BNT162b2 mRNA Covid-19 Vaccine in a Nationwide Setting. N Engl ] Med. 2021.
-Leidman E, Duca LM, Omura JD, Proia K, Stephens JW, Sauber-Schatz EK. COVID-19
Trends Among Persons Aged 0-24 Years - United States, March 1-December 12, 2020.
MMWR Morb Mortal Wkly Rep. 2021;70(3):88-94.

- Schleiss MR, John CC, Permar SR. Children are the key to the Endgame: A case for
routine pediatric COVID vaccination. Vaccine. 2021;39(38):5333-6.

-Han MS, Choi EH, Chang SH, Jin BL, Lee EJ, Kim BN, et al. Clinical Characteristics

and Viral RNA Detection in Children With Coronavirus Disease 2019 in the Republic of
Korea. JAMA Pediatr. 2021;175(1):73-80.

- Centers for Disease Control and Prevention. Transmission of SARS-CoV-2 in K-12
schools 2021; updated July 9, 2021. Available from:

https://www.cdc.gov/coronavirus/2019-
ncov/science/sciencebriefs/transmission_k_12 schools.html#schools-cov2-transmission. Ac-
cessed 07 October

2021

- Espana G, Cavany S, Oidtman R, Barbera C, Costello A, Lerch A, et al. Impacts of K-12
school reopening on the COVID-19 epidemic in Indiana, USA. Epidemics.
2021;37:100487.

- Buonsenso D, Valentini P, De Rose C, Pata D, Sinatti D, Speziale D, et al.
Seroprevalence of anti-SARS-CoV-2 IgG antibodies in children with household exposure
to adults with COVID-19: Preliminary findings. Pediatr Pulmonol. 2021;56(6):1374-7.

- Lam-Hine T, McCurdy S, Santora L, Duncan L, Corbett-Detig R, Kapusinszky B, et al.
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Outbreak Associated with SARS-CoV-2 B.1.617.2 (Delta) Variant in an Elementary
School — Marin County, California, May—June 2021. MMWR Morb Mortal Wkly Rep.
2021; 70:1214-1219. DOI: http://dx.doi.org/10.15585/mmwr.mm7035e2.

- Centers for Disease Control and Prevention. COVID-19: Science Brief COVID-19
Vaccines and Vaccination 2021; updated September 15, 2021. Available from:

https://www.cdc.gov/coronavirus/2019-ncov/science/science-briefs/fully-
vaccinatedpeople.html#infections-fully-vaccinated. Accessed 07 October 2021

- Omer SB, Yildirim |, Forman HP. Herd Immunity and Implications for SARS-CoV-2
Control. JAMA. Nov 24 2020;324(20):2095-2096. doi:10.1001/jama.2020.20892

- Aschwanden C. Five reasons why COVID herd immunity is probably impossible.
Nature. 2021 Mar;591(7851):520-522. doi: 10.1038/d41586-021-00728-2. PMID:
33737753.

- Campbell F, Archer B, Laurenson-Schafer H, Jinnai Y, Konings F, Batra N, et al.
Increased transmissibility and global spread of SARS-CoV-2 variants of concern as at
June 2021. Euro Surveill. 2021;26(24):pii=2100509. https://doi.org/10.2807/1560-
7917.ES.2021.26.24.2100509

-Liu Y, Rocklov J. The reproductive number of the Delta variant of SARS-CoV-2 is far
higher compared to the ancestral SARS-CoV-2 virus. J Travel Med. 2021 Aug 9:taab124.
doi: 10.1093/jtm/taab124. Epub ahead of print. PMID: 34369565; PMCID:
PMC8436367.

- Centers for Disease Control and Prevention. COVID-19 Data Tracker: COVID-19

Vaccinations in the United States. Available from: https://covid.cdc.gov/covid-
datatracker/#vaccinations_vacc-total-admin-rate-total. Accessed on 07 October 2021

- Centers for Disease Control and Prevention. Science Brief: Transmission of SARS-CoV2 in K-12
Schools and Early Care and Education Programs — Updated 2021; updated July

9, 2021. Available from: https://www.cdc.gov/coronavirus/2019-
ncov/science/sciencebriefs/transmission_k_12_schools.html. Accessed 07 October 2021.

-Lewis K, Kuhfeld M, Ruzek E, McEachin A. Learning during COVID-19: Reading and

Av. 18 de Julio 1892, piso 4, of. 410 / CP 11.200, Montevideo, Uruguay / inmunizaciones@msp.gub.uy
Tel.: 1934 int. 4050 / 4051 / msp.gub.uy

0000

Pedido de informe



Documento: 12/001/3/8895/2021 Actuacion: 7

Ministerio
de Salud Direccién General Divisién Unidad de
Publica de la Salud Epidemiologia Inmunizaciones

math achievement in the 2020-21 school year. Center for School and Student Progress;

2021. Available from: https://www.nwea.org/research/publication/learning-during-covid19-
reading-and-math-achievement-in-the-2020-2021-school-year. Accessed on 07

October 2021

- United Nations Educational S, and Cultural Organization. UNESCO’s Support:
Educational response to COVID-19 2021. Available from:
https://en.unesco.org/covid19/educationresponse/support. Accessed on 07 October 2021
- Buonsenso D, Roland D, De Rose C, Vasquez-Hoyos P, Ramly B, Chakakala-Chaziya
JN, et al. Schools Closures During the COVID-19 Pandemic: A Catastrophic Global
Situation. Pediatr Infect Dis J. 2021 Apr 1;40(4):e146-e150. doi:
10.1097/INF.0000000000003052. PMID: 33464019.

- Parolin Z, Lee EK. Large socio-economic, geographic and demographic disparities exist
in exposure to school closures. Nat Hum Behav. 2021 Apr;5(4):522-528. doi:
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10.1038/s41562-021-01087-8. Epub 2021 Mar 18. PMID: 33737734; PMCID:
PMC8060162.

- Friedman J, York H, Mokdad AH, Gakidou E. U.S. Children "Learning Online" during
COVID-19 without the Internet or a Computer: Visualizing the Gradient by
Race/Ethnicity and Parental Educational Attainment. Socius. 2021;7.
https://doi.org/10.1177/2378023121992607

-Kesler C, Bash S. A Growing Educational Divide in the COVID-19 Economy Is
Especially Pronounced among Parents. Socius: Sociological Research for a Dynamic
World. 2021;7. https://doi.org/10.1177/2378023120979804

- Pierce M, Hope H, Ford T, Hatch S, Hotopf M, John A, Kontopantelis E, Webb R,
Wessely S, McManus S, Abel KM. Mental health before and during the COVID-19
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pandemic: a longitudinal probability sample survey of the UK population. Lancet
Psychiatry. 2020 Oct;7(10):883-892. doi: 10.1016/52215-0366(20)30308-4. Epub 2020
Jul 21. PMID: 32707037; PMCID: PMC7373389

- LiuY, Liu J, Xia H, et al. Neutralizing activity of BNT162b2-elicited serum.

N EnglJ Med 2021;384:1466-8.

-Muruato AE, Fontes-Garfias CR, Ren P, et al. A high-throughput neutralizing antibody
assay for COVID-19 diagnosis and vaccine evaluation. Nat Commun 2020;11:4059.

- Hospitalization Rates and Characteristics of Children Aged <18 Years Hospitalized with
Laboratory-Confirmed COVID-19 — COVID-NET, 14 States, March 1-July 25, 2020.
Available at: https://stacks.cdc.gov/view/cdc/92567.

- Hospitalization Rates and Characteristics of Children Aged <18 Years Hospitalized with
Laboratory-Confirmed COVID-19 — COVID-NET, 14 States, March 1-July 25, 2020.
Available at: https://stacks.cdc.gov/view/cdc/92567.

- Centers for Disease Control and Prevention (CDC). COVID Data Tracker. Available at:
https://covid.cdc.gov/covid-data-tracker/#variant-proportions. Accessed 16 October
2021.

- Centers for Disease Control and Prevention (CDC). COVID Data Tracker. Available at:
https://covid.cdc.gov/covid-data-tracker/#global-variant-report-map.

Accessed 16 October 2021.

- Bernal JL, Andrews N, Gower C, et al. Effectiveness of COVID-19 vaccines against the
B.1.617.2 variant. medRxiv 2021 [Epub];d0i:0.1101/2021.05.22.21257658. Available
at: https://www.medrxiv.org/content/10.1101/2021.05.22.21257658v1
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- Israel Ministry of Health, Epidemiology Division: COVID-19 Weekly Data Update, 11-
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AUG-2021. Available at:
https://www.gov.il/BlobFolder/reports/vpb12082021/he/files_publications_corona_vpb-
12082021-01.pdf accessed: 16 August 2021

-Tartof et al. Effectiveness of mRNA BNT162b2 COVID-19 vaccine up to 6 months in a
large integrated health system in the USA: a retrospective cohort study. Lancet. Published
Online October 4, 2021 https://doi.org/10.1016/50140-6736(21)02183-8

-Mevorach D, Anis E, Cedar N, Bromberg M, Haas EJ, Nadir E, et al. Myocarditis after
BNT162b2 mRNA Vaccine against Covid-19 in Israel. N Engl J Med. 2021.

-Israel Ministry of Health, Epidemiology Division: COVID-19 Vaccine Safety Update,

25-SEP-2021. Available at:
https://www.gov.il/BlobFolder/reports/seav25092021/he/files_publications_corona_side-
effects-after-vaccination-25092021.pdf

Accessed: 04-0OCT-2021
- Lee GM et al. 30 AUG 2021 Advisory Committee on Immunization Practices
Presentation, Slide 21. Available at:

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-08-30/05-COVIDLee-
508.pdf . Accessed 18 October 2021

- Jain SS, Steele JM, Fonseca B, Huang S, Shah S, Maskatia SA, et al. COVID-19
Vaccination-Associated Myocarditis in Adolescents. Pediatrics. 2021.

-Dionne A, Sperotto F, Chamberlain S, Baker AL, Powell AJ, Prakash A, et al.
Association of Myocarditis With BNT162b2 Messenger RNA COVID-19 Vaccine in a
Case Series of Children. JAMA Cardiol. 2021.

- Witberg G, Barda N, Hoss S, Richter |, Wiessman M, Aviv Y, et al. Myocarditis after
Covid-19 Vaccination in a Large Health Care Organization. N Engl J Med. 2021

- Sharma AG, Kumar V, Sodani R, Sapre A, Singh P, Saha A, et al. Predictors of mortality
in children admitted with SARS-CoV-2 infection in tertiary care hospital in North India.
J Paediatr Child Health. 2021.

- Gargano JW, Wallace M, Hadler SC, et al. Use of mRNA COVID-19 Vaccine After
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Reports of Myocarditis Among Vaccine Recipients: Update from the Advisory
Committee on Immunization Practices — United States, June 2021. MMWR Morb
Mortal Wkly Rep 2021;70:977-982. DOI: http://dx.doi.org/10.15585/mmwr.mm7027e2
-Centers for Disease Control and Prevention (CDC). Symptoms of COVID-19. 21 Feb

2021. Available at: https://www.cdc.gov/coronavirus/2019-
ncov/symptomstesting/symptoms.html. Accessed 07 October 2021.
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- Centers for Disease Control and Prevention (CDC) COVID-19 Response Team.
Coronavirus disease 2019 in children — US, February 12—April 2, 2020. MMWR Morb
Mortal Wkly Rep.2020;69(14):422-6.

- Fleming S, Thompson M, Stevens R, et al. Normal ranges of heart rate and respiratory
rate in children from birth to 18 years of age: a systematic review of observational
studies. Lancet. 2011;377(9770):1011-8

- Goldstein B, Giroir B, Randolph A; International Consensus Conference on Pediatric
Sepsis. International pediatric sepsis consensus conference: definitions for sepsis and
organ dysfunction in pediatrics. Pediatr Crit Care Med. 2005;6(1):2-8. DOI:
10.1097/01.PCC.0000149131.72248.E6.

- Centers for Disease Control and Prevention (CDC). Coronavirus Disease (COVID-19).

Available at: https://www.cdc.gov/coronavirus/2019-ncov/need-extraprecautions/people-with-

medical-conditions.html. Accessed 09 December 2020.

- Centers for Disease Control and Prevention (CDC). Information for Healthcare
Providers about Multisystem Inflammatory Syndrome in Children (MIS C). Available

at: https://www.cdc.gov/mis-c/hcp/. Accessed 09 Dec 2020.
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VISTO: la solicitud de informacion publica efectuada, 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 los estudios
de analisis beneficio/riesgo que han derivado en la aprobacidén de emergencia de
las vacunas Covid-19;

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
, 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° 001-3-8895-2021
MO

001-3-8895-2021 respuesta ACCESO A LA INFORMACION



