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Purpose 

The document outlines the vaccine safety considerations for children aged 12 and above drawing from 

current literature including emerging clinical and epidemiological data.  

Overview  

With the evolving situation of the pandemic and current outbreaks, emerging data suggest that the Delta 

variant of COVID-19 causes more infections than previous variants and that children are more likely to be 

infected and spread the virus compared with other variants. Cases are on the rise among children in Victoria, 

but to date this hasn’t been accompanied by a large increase in paediatric hospitalisations. Children that have 

chronic medical conditions are at a higher risk of severe COVID-19 and have been listed as a priority group. 

Current vaccine policy for children 
The Therapeutic Goods Administration (TGA) has approved the Comirnaty (Pfizer) and Spikevax (Moderna) 

vaccine for children aged 12 to 15 years in addition to people aged 16 years and over.  

The Australian Technical Advisory Group on Immunisation (ATAGI) reviewed all the clinical evidence and 

data from clinical trials and recommended that the following children aged 12 to 15 years should be prioritised 

for vaccination: 

• children with specified medical conditions that increase their risk of severe COVID-19 (including asthma, 

diabetes, obesity, cardiac and circulatory congenital anomalies, neuro developmental disorders, 

epilepsy, immuno-compromised and trisomy 21). Refer to Appendix A – Conditions associated with 

increased risk of severe COVID-19.  

• Aboriginal and Torres Strait Islander children aged 12 to 15 years 

• all children aged 12 to 15 years in remote communities, as part of broader community outreach 

vaccination programs that provide vaccines for all ages (12 years and above).  

From 13 September 2021, all children aged between 12 and 15 years will be able to book a COVID-19 Pfizer 

vaccine. 

Age Group Eligibility  

The (Comirnaty) Pfizer vaccine has been approved by the TGA for children over 12 and vaccine efficacy in 

children aged 12-15 year old has shown 100% efficacy1 in clinical trials against COVID-19. 

 

1 Mahase E. Covid-19: Pfizer reports 100% vaccine efficacy in children aged 12 to 15. BMJ. April 2021:n881. 

doi:10.1136/bmj.n881 

https://www.health.gov.au/news/atagi-statement-regarding-vaccination-of-adolescents-aged-12-15-years
https://www.health.gov.au/news/atagi-statement-regarding-vaccination-of-adolescents-aged-12-15-years
https://www.bmj.com/content/373/bmj.n881
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In children aged under 11 years clinical trials of the mRNA vaccines from Pfizer and Moderna (Spikevax) are 

currently underway –with no current vaccines licensed in this age group, further advice from TGA to follow, 

Table 1 – Age groups and eligibility2  

Age groups (years) Eligibility  

5-11 Not yet eligible. 

Safety and efficacy data and trials currently underway 

12-15 Currently, specific cohorts within the 12-15 years age group are prioritised: 

• children with specified medical conditions 

• Aboriginal and Torres Strait Islander children 

• living in remote communities as part of community outreach vaccination 

programs 

• Those living with disability requiring frequent assistance with activities of 

daily living, including down syndrome, muscular dystrophy, traumatic brain 

and spinal cord injury, and severe intellectual disability. 

From September 13 2021, all children aged between 12 and 15 years will be able 

to book a COVID-19 Pfizer vaccine.  

 

Delta variant and children 

Preliminary evidence of the Alpha variant suggested that children and adolescents had a lower susceptibility 

to SARS-CoV-2 compared to adults and played a lesser role in transmission at a population level. Children 

and adolescents with the Alpha variant of COVID-19 were commonly asymptomatic or had mild or moderate 

symptoms. Emerging evidence suggests that the number of children infected with the Delta variant is higher 

than the Alpha variant.  

Studies examining the epidemiological and clinical characteristics of children positive for SARS-CoV-2 Delta 

variant in Australia have found that COVID‐19 related morbidity and mortality have been reported to be lower 

for children than adults. However, the increase in transmission of the Delta variant in children particularly 

throughout school and home-based settings continues to rise.   

A systematic review that included data on illness severity in 1,475 children with COVID-19 reported 

asymptomatic infection in 15%, mild illness in 42%, moderate illness in 39%, severe illness in 2% and critical 

illness in 0.7%3.   

Medical conditions and increased risk of severe COVID-19 in 
children 

With recent outbreaks of the Delta variant, it has been noted that children, adolescents and young adults with 

underlying medical conditions have an increased likelihood of developing severe disease and complications 

when infected with SARS-CoV-2.  

 

2 https://www.health.gov.au/news/atagi-statement-regarding-vaccination-of-adolescents-aged-12-15-years 

3 https://www.health.gov.au/sites/default/files/documents/2021/08/covid-19-vaccination-atagi-clinical-guidance-on-covid-19-

vaccine-in-australia-in-2021.pdf 
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Only a limited number of studies provided data on these risk associations stratified by selected specific 

medical conditions; most other published studies reported only by broad disease groups. 

The evidence suggests that children with chronic conditions such as diabetes, obesity and cardiac and 

circulatory congenital anomalies are more likely to be hospitalised with COVID-19 and to be severely ill while 

hospitalised.   

Strategy for vaccinating children aged 12-15 

Based on current age eligibility, specific children aged 12-15 (as outlined in table 1) are being vaccinated at 

state-run clinics in Victoria. These hubs will continue to be a principal place for this age group to be 

vaccinated once eligibility opens to the whole cohort of approximately 303,600 (4.5% population).   

In-school vaccinations are currently not being considered for this cohort; however, this remains an option in 

the medium to long term.   

Special considerations are being made for in-reach vaccination services for target risk groups such as 

specialist schools, juvenile correction settings and other similar cohorts, with further guidance to follow.  

The safety considerations for vaccinating children aged 12-15 in hubs are outlined below in three stages:  

1. Pre-vaccination 

Informed consent 

For certain procedures, including vaccination, a child (any person under the age of 18 years) may be 

determined to be mature enough to understand the risks and benefits, and thereby provide informed consent. 

This principle applies to people under the age of 18 years requesting COVID-19 vaccination. In accordance 

with the Medical Treatment Planning and Decisions Act 2016 (Vic) (MTPD Act), a medical treatment decision-

maker for a child will be the child's parent or guardian or other person with parental responsibility for the child 

who is reasonably available and willing and able to make the medical treatment decision. 

For children under the age of 18 years, who are presenting for vaccination without a parent, guardian or other 

medical treatment decision maker, capacity to consent will be assessed based on the principles outlined in 

Gillick v West Norfolk and Wisbech Area Health Authority. Children assessed as being ‘Gillick competent’ can 

consent to the COVID-19 vaccination. These principles are enshrined in section 4 of the MTPD Act Additional 

resources: Mature Minors and Decision Making. 

Additional workforce and training  

• Vaccination hubs should ensure that an experienced immuniser is present on-site, who has 

completed all required COVID-19 vaccination training and has completed recent anaphylaxis training.  

• Authorised immunisers for the COVID-19 vaccine include medical practitioners, nurse practitioners 

(whose scope covers vaccination), nurse immunisers, pharmacist immunisers, and paramedics with 

experience in vaccination. 

• Responding to AEFIs - including anaphylaxis is covered in the mandatory COVID-19 training program.  

• Anaphylaxis training is recommended for all staff administering the COVID-19 vaccination. The 

recommended training is the Australian Society of Clinical Immunology and Allergy (ASCIA) 

Anaphylaxis e-Learning for Health Professionals.  

• Paediatric life support- currently not a mandatory requirement for vaccinating 12–15-year-old, 

however, it is encouraged to train additional staff.  

• Paediatric staff are encouraged to have a Working with Children Check (WWCC)  

• Please refer to the Australian Immunisation Handbook for further information  

https://www.legislation.vic.gov.au/in-force/acts/medical-treatment-planning-and-decisions-act-2016/008
https://www2.education.vic.gov.au/pal/mature-minors-and-decision-making/policy
https://www2.education.vic.gov.au/pal/mature-minors-and-decision-making/policy
https://immunisationhandbook.health.gov.au/vaccination-procedures/administration-of-vaccines
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Needle phobia 

Pain and anxiety associated with vaccine administration can be a source of distress for children and their 

families. There are a range of techniques that can be used to reduce this pain and anxiety, such as effective 

preparation, distraction techniques and pain management strategies. Please refer to Needle phobia - The 

Melbourne Vaccine Education Centre (MVEC) for further strategies, techniques and resources.  

2. During vaccination 

Assessment, confirmation and observation  

The child is clinically assessed and has details confirmed before receiving a vaccination. This involves 

reviewing consent forms for completeness, undertake pre-vaccination assessment, provide an opportunity for 

the child/parent or guardian to raise any questions, complete consent and pre-immunisation assessment 

checklists. The child and guardian are instructed to wait for at least 15 minutes as a safety requirement while 

they are observed for signs of adverse reaction.  

Site readiness guidance 

For further operational advice on site readiness for vaccination of 12-15 year old please refer to the following 

guidance on resources, workforce training and additional support – Hubs guidance for vaccination of 12-15 

year in hubs 

3. Post-vaccination 

Adverse Events Following Immunisation (AEFI) 

Adverse events following immunisation (AEFI) are common and may develop in the days following 

vaccination. Mild, common and expected adverse effects of Comirnaty (Pfizer) vaccine vaccination are the 

same for adults and children and include headache, muscle pain, joint pain, injection site pain/ swelling, 

fatigue, fever, chills, injection site redness and nausea.  

Myocarditis and pericarditis 

Myocarditis and pericarditis have been reported following vaccination with Comirnaty (Pfizer) and Spikevax 

(Moderna) vaccine. Data suggest these conditions are causally related to vaccination with a COVID-19 mRNA 

vaccine although the exact mechanism is not clear and no risk factors have been identified apart from young 

males aged less than 30 years. The risk appears highest in young people (adults <18 years and adolescents), 

and cases are more common in males and following the second than the first vaccine dose. The vast majority 

of these cases have been mild and patients have recovered quickly with supportive care.  

There is currently no evidence to suggest that the rate or severity of myocarditis or pericarditis in individuals 

12-15 years old is substantially different to that in older adolescents or young adults. More data are 

anticipated to be available soon on the risk, severity and longer-term outcomes of myocarditis and pericarditis 

in adolescents following both mRNA vaccines4. Guidance on Myocarditis and Pericarditis after mRNA COVID-

19 Vaccines. 

 

4 https://www.health.gov.au/news/atagi-recommendations-on-the-use-of-covid-19-vaccines-in-all-young-

adolescents-in-australia 

https://mvec.mcri.edu.au/references/needle-phobia/
https://mvec.mcri.edu.au/references/needle-phobia/
https://dhhsvicgovau.sharepoint.com/:w:/r/sites/Covid-19VaccinePreparednessPlan-DHHS-GRP-SafetyandQuality/_layouts/15/Doc.aspx?sourcedoc=%7B48CCA6FC-EA16-4813-B030-C8843E4107DB%7D&file=Guidance%20for%20vaccination%20of%201215-year-old%20in%20hubs.docx&wdLOR=c04A6F24E-AAEF-4D61-8DCB-B131894EA190&action=default&mobileredirect=true
https://dhhsvicgovau.sharepoint.com/:w:/r/sites/Covid-19VaccinePreparednessPlan-DHHS-GRP-SafetyandQuality/_layouts/15/Doc.aspx?sourcedoc=%7B48CCA6FC-EA16-4813-B030-C8843E4107DB%7D&file=Guidance%20for%20vaccination%20of%201215-year-old%20in%20hubs.docx&wdLOR=c04A6F24E-AAEF-4D61-8DCB-B131894EA190&action=default&mobileredirect=true
https://www.health.gov.au/resources/publications/covid-19-vaccination-guidance-on-myocarditis-and-pericarditis-after-mrna-covid-19-vaccines
https://www.health.gov.au/resources/publications/covid-19-vaccination-guidance-on-myocarditis-and-pericarditis-after-mrna-covid-19-vaccines
https://www.health.gov.au/news/atagi-recommendations-on-the-use-of-covid-19-vaccines-in-all-young-adolescents-in-australia
https://www.health.gov.au/news/atagi-recommendations-on-the-use-of-covid-19-vaccines-in-all-young-adolescents-in-australia
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Fainting and syncopal seizures 

Anxiety/pain related reactions to any vaccine is likely to be higher for children and adolescents than adults. 

Studies have shown that the occurrence of syncope and seizures following vaccination administrating is 

higher in children and adolescents compared to adults.  

A retrospective study has shown that in HPV5 the reporting rate of syncope and syncopal seizures were 

approximately 8 syncope per 100,000 doses administered and 2.6 syncopal seizures per 100,000 doses 

administered (of which almost a quarter could experience urinary incontinence) in the Victorian secondary 

school-aged program. The study also found that the median age of syncope and seizures following HPV 

vaccination was 15 years (range 8-26 years). 

While most cases of fainting and syncopal seizures are not serious, some children may sustain injury from 

high impact falls, so it is important to have a safe vaccinating environment and an awareness of some of the 

clinical signs of a faint/syncope. 

Allergic reactions 

Allergic reactions to COVID-19 vaccines are rare. Mild to moderate allergic reaction signs/symptoms include 

rapid onset swelling of face, lips and/or eyes, tingling mouth, hives (urticaria) or welts, and abdominal 

pain/vomiting. A mild to moderate allergic reaction may sometimes progress to a severe allergic reaction, 

known as anaphylaxis. 

Reactions may be more difficult to predict in children who generally have had limited prior exposure to 

allergens. Refer to ASCIA Guide: Allergy and COVID-19 Vaccination for more information. 

Mild common expected AEFI such as headache, muscle pain, joint pain, injection site pain/ swelling, fatigue, 

fever and chills are reported in approximately 37% (dose 1) and 56% (dose 2) of persons responding to post-

vaccination survey6. 

Schools should expect a portion of their students to be ill with headache, myalgia, injection site reaction, 

chills, fever and nausea in the 1-4 days following vaccination and consider 

 

 

 

 

 

 

 

 

5 https://www.mja.com.au/journal/2011/194/1/syncope-and-seizures-following-human-papillomavirus-

vaccination-retrospective 

6 https://www.ausvaxsafety.org.au/safety-data/covid-19-vaccines  

 

https://www.mja.com.au/journal/2011/194/1/syncope-and-seizures-following-human-papillomavirus-vaccination-retrospective
../ASCIA%20Guide:%20Allergy%20and%20COVID-19%20Vaccination
https://www.mja.com.au/journal/2011/194/1/syncope-and-seizures-following-human-papillomavirus-vaccination-retrospective
https://www.mja.com.au/journal/2011/194/1/syncope-and-seizures-following-human-papillomavirus-vaccination-retrospective
https://www.ausvaxsafety.org.au/safety-data/covid-19-vaccines
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Concerns about adverse events following immunisation 

Clinics using CVMS 

• Record all medically attended AEFI in CVMS as an adverse event report –  

• Report will automatically be forwarded to SAEFVIC 

Medically attended events are defined as medical assistance from the onsite clinician, paramedic 

attendance or transfer to an emergency department or hospital admission 

• If the adverse event is serious, IMMEDIATE notification is also required – see red box below 

Clinics not using CVMS  

• All medically attended AEFI to be reported to SAEFVIC via online reporting at 

www.saefvic.org.au or by using the QR code  

a) Medically attended events are defined as medical assistance from the onsite 

clinician, paramedic attendance or transfer to an emergency department 

or hospital admission 

b) If the adverse event is serious, IMMEDIATE notification is also required – see red box below 

Serious or unexpected AEFI  

Serious or unexpected AEFI require urgent direct notification in addition to routine reporting via CVMS or online 

SAEFVIC form. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Serious adverse events requiring urgent reporting 

 

AEFI that result in:  

▪ Transfer to hospital care                 

▪ CPR 

▪ Defibrillator use 

▪ Life-threatening incidents 

▪ Death 

Vaccine administration errors 

 

 

1. Manage the AEFI by usual clinical pathways 

2. Immediately notify via phone: 

 

→  Business hours (Mon – Fri, 9AM – 5PM) 

     Call SAEFVIC 1300 882 924 (Option 1)  

 

→  Out of Hours 

      Call Victorian Vaccine Control Centre (VVCC) 

      1800 675 398 (Options 3-1-2)  

 

3. Submit an AEFI report online to SAEFVIC 

 

 

 

 

http://www.saefvic.org.au/
https://www.safevac.org.au/Home/Info/VIC
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