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Recommendation

NACI recommends that a complete series with a Pfizer-BioNTech COVID-19
vaccine should be offered to individuals 12 to 18 years of age without
contraindications to the vaccine. (Strong NACI Recommendation)

Background
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The Pfizer-BioNTech COVID-19 vaccine (Tozinameran or BNT162b2) is an
MRNA vaccine that was authorized by Health Canada for use in individuals
16 years of age and older on December 9, 2020. Since December 12, 2020,
NACI has recommended the use of Pfizer-BioNTech in individuals 16 years
and older. On May 5, 2021, Health Canada expanded the Interim Order
authorization for the Pfizer-BioNTech COVID-19 vaccine from use in those
16 years and older to also include adolescents 12 to 15 years of age. Further
information on the regulatory approval of the Pfizer-BioNTech COVID-19
vaccine can be found on Health Canada's COVID-19 vaccines and treatment
portal.

Prior to this authorization, NACI had made a discretionary recommendation
on the use of this vaccine in adolescents 12 to 15 years of age for select
high-risk groups, as they were included in limited numbers in the original
clinical trial.

For further information, please refer to NACI's Recommendations on the

use of COVID-19 vaccines.

Methods

Ethical considerations related to COVID-19 vaccination in adolescents were
discussed with the Public Health Ethics Consultative Group (PHECG) on May
3, 2021. The Canadian Immunization Committee (CIC) provided feedback on
key policy questions to ensure alignment with program needs on May 6,
2021. NACI reviewed available evidence on the burden of illness in this
population and vaccine acceptability of parents and guardians. NACI
reviewed the available evidence on the use of the Pfizer-BioNTech COVID-19
vaccine in adolescents 12 to 15 years of age on May 9, 2021 (Pfizer
manufacturer submission to Health Canada) and approved the
recommendation on May 11, 2021.
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Details of NACI's evidence-informed recommendation development
process can be found elsewhere e

Summary of evidence and rationale for the
recommendation

Trial description: The Pfizer-BioNTech COVID-19 vaccine was evaluated in
2,260 adolescents 12 to 15 years of age as an amendment to study
C4591001, an ongoing randomized, observer-blind, placebo-controlled
Phase 3 trial. Participants were randomized to receive either two doses of
the vaccine (n=1,131) or placebo (n=1,129), 21 days apart. All adolescent
study participants were recruited from the United States (US). Almost half
(49.0%) of participants were female and the median age of adolescent
participants at vaccination was 14.0 years (range: 12 to 15 years).

Safety: Consistent with clinical findings in individuals 16 to 25 years of age
>, the Pfizer-BioNTech COVID-19 vaccine was well tolerated in adolescents
12 to 15 years of age. Local reactions were mostly mild to moderate in
severity and occurred predominantly following the first dose. Systemic
events were predominantly fatigue, headaches, chills, muscle pain, fever,
and joint pain (in order of descending frequency) and occurred more
frequently after the second dose. Compared to individuals 18 to 55 years of
age, adolescents 12 to 15 years of age demonstrated increased frequency
of headache, chills, and fever. Up to 64.5% of adolescent participants had
headaches, up to 41.5% had chills, and up to 19.6% had fever *. Vaccination-
related lymphadenopathy in adolescents occurred in 0.6% of vaccine
recipients, and no serious adverse events related to the vaccine and no
deaths were reported. Duration of safety follow-up was limited. After the
second dose, 98.3% of all participants had = 1 month of follow-up while
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57.9% had =2 months of follow-up. Follow up will continue in trial
participants for at least 2 years following the second dose for ongoing
safety reporting to Health Canada.

Efficacy: In study participants 12 to 15 years of age without prior evidence
of SARS-CoV-2 infection, the estimate of vaccine efficacy against the first
occurrence of confirmed SARS-CoV-2 infection from 7 days after Dose 2 was
100% (95% CI: 75.3 to 100.0%; 16 cases in the placebo group, 0 cases in the
vaccine group). The estimate of vaccine efficacy in all participants 12 to 15
years of age (including those with prior evidence of SARS-CoV-2 infection)
was also 100% (95% CI: 78.1 to 100.0%; 18 cases in the placebo group, and 0
cases in the vaccine group). After Dose 1, there were 3 cases of confirmed
COVID-19 identified in the vaccine group and 35 cases identified in the
placebo group. All cases in the vaccine group occurred less than 11 days
after Dose 1, before a full immune response to the vaccine would be
expected. No cases meeting the severe COVID-19 case definition
(hospitalization, admission to the ICU, intubation or mechanical ventilation,
or death) were reported in any participant 12 to 15 years of age as of the
data cut-off date for efficacy analysis of March 13, 2021.

Immunogenicity : The humoral immune response to the Pfizer-BioNTech
COVID-19 vaccine was non-inferior in adolescents 12 to 15 years of age
compared to individuals 16 to 25 year of age. This non-inferiority analysis
comparing the immune response between adolescents 12 to 15 years of
age (n=209) and young adults 16 to 25 years of age (n=186) was performed
using SARS-CoV-2 50% neutralizing titers (NT50). One month following dose
2, the estimated ratio of antibody levels in adolescents relative to young
adults was 1.76 (95% CI: 1.47 to 2.10), which exceeded the 1.5-fold pre-
established non-inferiority criterion (lower bound of the 2-sided 95% CI for
the geometric mean ratio [GMR] >0.67). Note: no correlate of protection
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has been determined for SARS-CoV-2 at this time, therefore higher or lower

immune responses cannot be correlated to a level of protection against
SARS-COV-2 infection.

Considerations

Approximately 1.63 million adolescents 12 to 15 years of age reside in
Canada °

Canada is anticipating large supplies of mRNA vaccines in June and the
summer months to complete second doses in adults who have already
received their first dose of vaccine, and to also vaccinate adolescents 12
years of age and older.

There is limited evidence on the risk factors for severe COVID-19
disease in both adolescent and pediatric populations ® however, risk of
severe outcomes associated with COVID-19 (hospitalization, admittance
to ICU, death) are infrequent in this age group ’

Public health measures remain the foundation of the pandemic
response while vaccines continue to roll out across the country. It is
important that everyone, regardless of vaccination status, continue to
follow recommended public health measures.

NACI will continue to monitor the evidence and update its
recommendations as needed.

NACI research priorities

NACI recommends continuous monitoring of data on the safety,
efficacy and effectiveness of the Pfizer COVID-19 vaccine in adolescents
through clinical trials and studies in real-world settings.

Additional research priorities are listed in NACI's statement on
Recommendations for the use of COVID-19 vaccines.

https://www.canada.ca/en/public-health/services/immunization/national-advisory-committee-on-immunization-naci/recommendation-use-pfizer-biontech-covid-19-va...

5/8


https://www.canada.ca/en/public-health/services/immunization/national-advisory-committee-on-immunization-naci/recommendations-use-covid-19-vaccines.html

21/05/2021 Use of Pfizer-BioNTech COVID-19 vaccine in adolescents: Recommendation - Canada.ca

Acknowledgments

This statement was prepared by : N Forbes, O Baclic, R Krishnan, M
Salvadori, B Warshawsky, R Stirling, J Zafack, S Ismail, L Coward, M Tunis, S
Deeks, and C Quach on behalf of NACI.

NACI gratefully acknowledges the contribution of : V Ferrante, K
Ramotar, K Farrah, E Wong, Su Hyun Lim, K Young, and the NACI
Secretariat.

NACI

Members: C Quach (Chair), S Deeks (Vice-Chair), ) Bettinger, P De Wals, E
Dubé, V Dubey, R Harrison, K Hildebrand, K Klein, J Papenburg, C Rotstein, B
Sander, S Smith, and S Wilson.

Liaison representatives : LM Bucci (Canadian Public Health Association), E
Castillo (Society of Obstetricians and Gynaecologists of Canada), A Cohn
(Centers for Disease Control and Prevention, United States), L Dupuis
(Canadian Nurses Association), ] Emili (College of Family Physicians of
Canada), D Fell (Canadian Association for Immunization Research and
Evaluation), M Lavoie (Council of Chief Medical Officers of Health), D Moore
(Canadian Paediatric Society), M Naus (Canadian Immunization
Committee), and A Pham-Huy (Association of Medical Microbiology and
Infectious Disease Canada).

Ex-officio representatives : A Noble (Marketed Health Products
Directorate, HC), E Henry (Centre for Immunization and Respiratory
Infectious Diseases [CIRID], PHAC), M Lacroix (Public Health Ethics
Consultative Group, PHAC), S Ogunnaike-Cooke (CIRID, PHAC), C Lourenco
(Biologic and Radiopharmaceutical Drugs Directorate, Health Canada), G

https://www.canada.ca/en/public-health/services/immunization/national-advisory-committee-on-immunization-naci/recommendation-use-pfizer-biontech-covid-19-va...  6/8



21/05/2021

Use of Pfizer-BioNTech COVID-19 vaccine in adolescents: Recommendation - Canada.ca

Poliquin (National Microbiology Laboratory, PHAC), V Beswick-Escanlar

(National Defence and the Canadian Armed Forces), and T Wong (First

Nations and Inuit Health Branch, Indigenous Services Canada).

NACI High Consequence Infectious Disease Working Group

Members : C Quach (Chair), Dr. S Deeks (Vice-Chair), Y-G Bui, Dr. K Dooling,

R Harrison, K Hildebrand, M Murti, ] Papenburg, R Pless, N Stall, and S
Vaughan, M Miller, S Ramanathan.

PHAC participants : N Abraham, YE Chung, L Coward, N Forbes, C. Jensen,
A Killikelly, R Krishnan, A Nam, M Patel, M Salvadori, A Sinilaite, R Stirling, E
Tice, B Warshawsky, R Ximenes MW Yeung, and ] Zafack.

References

1

INo

[08)

https://www.canada.ca/en/public-health/services/immunization/national-advisory-committee-on-immunization-naci/recommendation-use-pfizer-biontech-covid-19-va...

Ismail ), Langley JM, Harris TM, Warshawsky BF, Desai S,
FarhangMehr M. Canada's National Advisory Committee on
Immunization (NACI): Evidence-based decision-making on
vaccines and immunization. Vaccine. 2010;28:A58,63. doi:
10.1016/j.vaccine.2010.02.035.

Ismail SJ, Hardy K, Tunis MC, Young K, Sicard N, Quach C. A
framework for the systematic consideration of ethics, equity,
feasibility, and acceptability in vaccine program
recommendations. Vaccine. 2020 Aug 10;38(36):5861,5876. doi:
10.1016/j.vaccine.2020.05.051.

Polack FP, Thomas S, Kitchin N, Absalon J, Gurtman A, Lockhart S,

et al. Safety and efficacy of the BNT162b2 mRNA Covid-19 Vaccine.

N Engl ] Med. 2020 Dec 31;383(27):2603,2615. doi:
10.1056/NEJM0a2034577.

7/8



21/05/2021

lon

o

N

Use of Pfizer-BioNTech COVID-19 vaccine in adolescents: Recommendation - Canada.ca

Pfizer Canada. Product Monograph. Pfizer-BioNTech COVID-19
Vaccine. COVID-19 mRNA Vaccine, suspension for intramuscular
injection [Internet]. Ottawa (ON): Health Canada; 2021 May 5
[cited 2021 May 13]. Available from: https://covid-
vaccine.canada.ca/info/pdf/pfizer-biontech-covid-19-vaccine-
pm1-en.pdf.

Statistics Canada. Table 17-10-0005-01 Population estimates on
July 1st, by age and sex [Internet]. Statistics Canada: Ottawa (ON)
[updated 2021 May 10; cited 2021 May 13]. Available from:
https://doi.org/10.25318/1710000501-eng.

Alberta Research Centre for Health Evidence (ARCHE). Factors
contributing to severe outcomes of COVID-19 in the pediatric
population: results of a rapid review of risk factors undertaken by
the Alberta Research Centre for Health Evidence. [Unpublished
preliminary report]. 2021 May 10.

Public Health Agency of Canada. COVID-19 daily epidemiology
update [Internet]. Ottawa (ON): Government of Canada; 2021
May 12 [cited 2021 May 13]. Available from: https://health-
infobase.canada.ca/covid-19/epidemiological-summary-covid-19-
cases.html.

Date modified:

2021-05-18

https://www.canada.ca/en/public-health/services/immunization/national-advisory-committee-on-immunization-naci/recommendation-use-pfizer-biontech-covid-19-va...

8/8



