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Moderna Announces its COVID-19 Vaccine Phase 2/3
Study in Children 6 Months to Under 6 Years Has
Successfully Met Its Primary Endpoint

3/23/2022

Two 25 μg doses of mRNA-1273 in participants 6 months to under 6 years met primary endpoint with robust

neutralizing antibody titers similar to adults mRNA-1273 was generally well tolerated in this age group

Although not a primary endpoint, statistically signi�cant vaccine e�cacy was observed during the Omicron

wave that was consistent with the lower two-dose e�ectiveness against Omicron seen in adults

Moderna is moving forward with global regulatory submissions for mRNA-1273 for primary vaccination of

children 6 months to under 6 years of age

Additionally, Moderna has initiated a submission to the FDA for emergency use authorization of mRNA-1273

in children 6 to under 12 years of age; mRNA-1273 is approved for use in this age group in Europe, Canada

and Australia

CAMBRIDGE, MA / ACCESSWIRE / March 23, 2022 / Moderna, Inc. (NASDAQ:MRNA), a biotechnology company

pioneering messenger RNA (mRNA) therapeutics and vaccines, today announced positive interim data from the

Phase 2/3 KidCOVE study of the Moderna COVID-19 vaccine (mRNA-1273) in children 6 months to under 2 years and

2 years to under 6 years of age. This interim analysis showed a robust neutralizing antibody response in both age

groups after a 25 µg two-dose primary series of mRNA-1273 along with a favorable safety pro�le. Based on these

data, Moderna will submit a request for authorization of a 25 μg two-dose primary series of mRNA-1273 for

children 6 months to under 6 years of age to the U.S. Food and Drug Administration (FDA), European Medicines

Agency (EMA) and other global regulators in the coming weeks.

"We believe these latest results from the KidCOVE study are good news for parents of children under 6 years of age.
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We now have clinical data on the performance of our vaccine from infants six months of age through older adults,"

said Stéphane Bancel, Chief Executive O�cer of Moderna. "Given the need for a vaccine against COVID-19 in infants

and young children we are working with the U.S. FDA and regulators globally to submit these data as soon as

possible. Additionally, after consultation with the U.S. FDA we have initiated a submission for emergency use

authorization of our COVID-19 vaccine in children ages 6 to 11 years old and are updating our submission to the

FDA for emergency use authorization of mRNA-1273 in adolescents ages 12 to 17 years with additional follow-up

data. We remain committed to helping to end the COVID-19 pandemic with a vaccine for children of all ages."

KidCOVE is a randomized, observer-blind, placebo-controlled study to evaluate the safety, tolerability, and

immunogenicity of two doses of mRNA-1273 given to healthy children 28 days apart. The study population is

divided into three age groups (6 to <12 years, 2 to <6 years, and 6 months to <2 years). In the study, e�cacy could

be evaluated if enough cases accrued. Overall, the Company has enrolled approximately 11,700 pediatric

participants in the U.S. and Canada into the trial including approximately 4,200 children ages 2 to under 6 years and

approximately 2,500 children ages 6 months to under 2 years.

Today, Moderna is reporting on the 6 months to under 2 years and 2 years to under 6 years age groups.

Approximately 6,700 participants 6 months to under 6 years of age were enrolled into this age cohort.

In both age groups, the tolerability pro�le was generally consistent with that observed in children age 6 to under 12,

in adolescents age 12 to 17, and in adults. The majority of adverse events were mild or moderate and were more

frequently reported after dose two. Rates of fever greater than 38°C among vaccine recipients were consistent with

other commonly used and recommended pediatric vaccines and were 17.0% and 14.6% in the 6 months to under

two years and the two to under six years age groups, compared to 23.9% in the six to under 12 years age group,

which received a 50 µg two-dose primary series. Fever greater than 40°C was seen in only a few children (0.2% in

each age group). No study pause rules were met, and no new safety concerns were identi�ed in either age group.

No deaths, no myocarditis or pericarditis, and no multisystem in�ammatory syndrome in children (MIS-C) were

reported

In both age groups, two doses of 25 µg provided similar immunogenicity to the 100 µg two-dose primary series in

adults ages 18 to 25 years, meeting the non-inferiority criteria and immunobridging[1], and indicating that the

bene�t of mRNA-1273 conferred to adults ages 18 to 25 are also conferred to children and infants as young as 6

months. SARS-Cov-2-neutralizing antibody geometric mean ratio (GMR) comparing the response in children 6

months to under 2 years to the response in young adults from the Phase 3 COVE study was 1.3 (95% Cl: 1.1, 1.5)

and was 1.0 (95% Cl: 0.9, 1.2) for the 2 to under 6 years age group. This also predicts protection from COVID-19 and

severe COVID-19 disease down to 6 months of age.
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The Omicron SARS-CoV-2 variant predominated in the U.S. during the KidCOVE study in these younger age groups.

The secondary endpoint of vaccine e�cacy con�rms statistically signi�cant, but lower e�cacy against COVID-19

infection as expected during the Omicron wave and consistent with adult observational data. Using the Phase 3

COVE study COVID-19 de�nition, vaccine e�cacy in children 6 months to 2 years was 43.7% and vaccine e�cacy

was 37.5% in the 2 to under 6 years age group. In this case, statistically signi�cant is de�ned as a lower bound on

the 95% con�dence interval which is greater than 0. The majority of cases were mild, and no severe COVID-19

disease was observed in either age group. The absence of any severe disease, hospitalization or death in the study

precludes the assessment of vaccine e�cacy against these endpoints.

Similar to adults, Moderna is preparing to evaluate the potential of a booster dose for all pediatric populations,

including those age 6 months to under 6 years, 6 to under 12 years, and adolescents. The Company is evaluating

booster doses of mRNA-1273 and its bivalent booster candidate (mRNA-1273.214), which includes Omicron variant

booster and mRNA-1273.

Safety data continue to accrue, and the study continues to be monitored by an independent safety monitoring

committee. All participants will be monitored for 12 months after their second injection to assess long-term

protection and safety. These data are subject to change based on ongoing data collection. The Company plans to

submit these data to a peer-reviewed publication.

Moderna previously reported positive topline data from the 6 to under 12 year old cohort, indicating a strong

immune response one month after the second dose. The co-primary immunogenicity endpoints in this age group

were met. Today, Moderna also announced that the Company has initiated the submission process with the U.S.

FDA for an emergency use authorization of a 50 μg two-dose primary series of mRNA-1273 for the 6 to under 12

years cohort. Regulators in Australia, Canada and the European Union have authorized the use of mRNA-1273 in

this age group. Moderna will update its submission to the U.S. FDA for the emergency use of a 100 μg two-dose

primary series in adolescents ages 12 to under 18 years. Moderna has received regulatory authorizations for the

100 µg two-dose primary series in adolescents 12 to 17 years of age in the European Union, UK, Australia, Canada,

Switzerland and other countries.

The KidCOVE study is being conducted in collaboration with the National Institute of Allergy and Infectious Diseases

(NIAID), part of the National Institutes of Health (NIH) and the Biomedical Advanced Research and Development

Authority (BARDA), part of the O�ce of the Assistant Secretary for Preparedness and Response at the U.S.

Department of Health and Human Services. The ClinicalTrials.gov identi�er is NCT04796896.

BARDA, part of ASPR within the U.S. HHS is supporting the continued research and development of the Company's

COVID-19 vaccine development e�orts with federal funding under contract no. 75A50120C00034. BARDA is

reimbursing Moderna for 100 percent of the allowable costs incurred by the Company for conducting the program
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described in the BARDA contract. The U.S. government has agreed to purchase supply of mRNA-1273 under U.S.

Department of Defense contract no. W911QY-20-C-0100.
 

 

About Moderna

In over 10 years since its inception, Moderna has transformed from a research-stage company advancing programs

in the �eld of messenger RNA (mRNA), to an enterprise with a diverse clinical portfolio of vaccines and therapeutics

across seven modalities, a broad intellectual property portfolio in areas including mRNA and lipid nanoparticle

formulation, and an integrated manufacturing plant that allows for rapid clinical and commercial production at

scale. Moderna maintains alliances with a broad range of domestic and overseas government and commercial

collaborators, which has allowed for the pursuit of both groundbreaking science and rapid scaling of

manufacturing. Most recently, Moderna's capabilities have come together to allow the authorized use and approval

of one of the earliest and most e�ective vaccines against the COVID-19 pandemic.

Moderna's mRNA platform builds on continuous advances in basic and applied mRNA science, delivery technology

and manufacturing, and has allowed the development of therapeutics and vaccines for infectious diseases,

immuno-oncology, rare diseases, cardiovascular diseases and auto-immune diseases. Moderna has been named a

top biopharmaceutical employer by Science for the past seven years. To learn more, visit www.modernatx.com.

INDICATION (U.S.)

SPIKEVAX (COVID-19 Vaccine, mRNA) is a vaccine indicated for active immunization to prevent coronavirus disease

2019 (COVID-19) caused by severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) in individuals 18 years of

age and older.

IMPORTANT SAFETY INFORMATION

Do not administer to individuals with a known history of severe allergic reaction (e.g., anaphylaxis) to any

component of the vaccine.

Appropriate medical treatment to manage immediate allergic reactions must be immediately available in the

event an acute anaphylactic reaction occurs following administration of the vaccine.

Postmarketing data demonstrate increased risks of myocarditis and pericarditis, particularly within 7 days

following the second dose. The observed risk is higher among males under 40 years of age than among

females and older males. The observed risk is highest in males 18 through 24 years of age.

Syncope (fainting) may occur in association with administration of injectable vaccines. Procedures should be

in place to avoid injury from fainting.

Immunocompromised persons, including individuals receiving immunosuppressive therapy, may have a
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diminished response to the vaccine.

The vaccine may not protect all vaccine recipients.

Adverse reactions reported in clinical trials following administration of the vaccine include pain at the

injection site, fatigue, headache, myalgia, arthralgia, chills, nausea/vomiting, axillary swelling/tenderness,

fever, swelling at the injection site, and erythema at the injection site, and rash.

The vaccination provider is responsible for mandatory reporting of certain adverse events to the Vaccine

Adverse Event Reporting System (VAERS) online at https://vaers.hhs.gov/reportevent.html or by calling 1-

800-822-7967.

Please see the SPIKEVAX Full Prescribing Information. For information regarding authorized emergency uses

of the Moderna COVID-19 Vaccine, please see the EUA Fact Sheet.

Forward Looking Statements

This press release contains forward-looking statements within the meaning of the Private Securities Litigation

Reform Act of 1995, as amended, including regarding: the anticipated timing of regulatory submissions to the U.S.

FDA, EMA and other global regulators for authorization of mRNA-1273 for primary vaccination of children 6 months

to under 6 years of age; Moderna's submission to the U.S. FDA for emergency use authorization of mRNA-1273 in

children 6 to under 12 years of age and in adolescents ages 12 to 18; the potential for mRNA-1273 to provide

protection from COVID-19 and severe COVID-19 disease in vaccine recipients down to 6 months of age; the safety

and tolerability of mRNA-1273 in pediatric populations; Moderna's plans to evaluate the potential of a booster dose

for all pediatric populations and adolescents; and Moderna's plans to submit data to a peer-reviewed publication.

The forward-looking statements in this press release are neither promises nor guarantees, and you should not

place undue reliance on these forward-looking statements because they involve known and unknown risks,

uncertainties, and other factors, many of which are beyond Moderna's control and which could cause actual results

to di�er materially from those expressed or implied by these forward-looking statements. These risks,

uncertainties, and other factors include those other risks and uncertainties described under the heading "Risk

Factors" in Moderna's most recent Annual Report on Form 10-K �led with the U.S. Securities and Exchange

Commission (SEC) and in subsequent �lings made by Moderna with the SEC, which are available on the SEC's

website at www.sec.gov. Except as required by law, Moderna disclaims any intention or responsibility for updating

or revising any forward-looking statements contained in this press release in the event of new information, future

developments or otherwise. These forward-looking statements are based on Moderna's current expectations and

speak only as of the date hereof.
 

 

Moderna Contacts

Media: 

Colleen Hussey
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Director, Corporate Communications
 

617-335-1374
 

Colleen.Hussey@modernatx.com

Investors: 

Lavina Talukdar
 

Senior Vice President & Head of Investor Relations
 

617-209-5834
 

Lavina.Talukdar@modernatx.com

[1]Immunobridging is an approach to infer the likelihood of a vaccine protective e�ect.

SOURCE: Moderna, Inc.

 

 

View source version on accesswire.com: 
 

https://www.accesswire.com/694300/Moderna-Announces-its-COVID-19-Vaccine-Phase-23-Study-in-Children-6-

Months-to-Under-6-Years-Has-Successfully-Met-Its-Primary-Endpoint
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