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INFORMED CONSENT FORM AND 
AUTHORIZATION TO USE AND DISCLOSE PROTECTED HEALTH INFORMATION 

FOR PARENT/LEGAL GUARDIAN OF PARTICIPANTS (Children 12-17 years) 

AND FOR PARTICIPANTS REACHING THE AGE OF MAJORITY 

PARTICIPATING IN PART 3 

Sponsor / Study Title: ModernaTX, Inc. / "A Phase 2/3, Randomized, 

Observer-Blind, Placebo-Controlled, Study to Evaluate 
the Safety, Reactogenicity, and Effectiveness of 

mRNA-1273 SARS-CoV-2 Vaccine in Healthy 

Adolescents 12 to < 18 years of age" 

Protocol Number: mRNA-1273-P203 

Principal Investigator: «PiFullName» 

(Study Doctor) 

Telephone: «lcfPhoneNumber» 

Address: «Pi Locations» 

If you are a participant reaching the age of majority, your parent/legal guardian 

previously signed and dated this consent. Since you are now of age, if you wish to 
continue participating in this study, you also need to read, sign, and date this consent. 

When "your child" appears in this form, it refers to you. 

Your child is being invited to take part in a research study, sponsored by ModernaTX, 

Inc. (Moderna). Please read this consent form carefully and ask the study staff to 

explain words or information that you do not clearly understand. It is important that you 

know: 

• Your child's participation is voluntary, which means you can choose whether or
not you want them to participate in the study. Your child may or may not benefit
from participating in this study. Your child's participation may help others in the
future as a result of knowledge gained from this study.

• If you choose to have your child take part in the study and then change your
mind, your child will be free to leave the study at any time.

• If you choose not to have your child join the study, or if you decide to have your
child leave the study, your child's future care and your relationships with your
child's doctor or with the research center staff will not change.

• Being in this study does not replace your child's regular medical care.
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Part 3 is testing a variant-containing vaccine, called the mRNA-1273.222 study vaccine, 

that targets 2 different forms of the SARS-CoV-2 virus (the original strain, called 

Wuhan-Hu-1, and Omicron BA.4/BA.5). It is given at a dose of 50 µg in 1 or 2 doses, 6 

months apart, in individuals who haven't received any doses of COVID-19 vaccine 
before. The main purpose of this study is to understand if the bivalent mRNA-1273.222 

can prevent people from getting infections due to different strains of COVID-19 and to 

understand the safety of the mRNA-1273.222 study vaccine in individuals from 12 to up 

to 18 years of age. 

Vaccines serve to prepare your immune system for fighting infection and preventing 

illnesses. Certain cells of the immune system produce antibodies (special proteins) that 

recognize viruses and other pathogens (things that cause disease) and make them 

harmless. The mRNA-1273.222 study vaccine is intended to boost the immune system 
to produce enough antibodies against SARS-CoV-2 (the original strain called Wuhan­

Hu-1 and the Omicron BA.4/BA.5) to ensure that in case of an infection, the virus does 

not cause illness. 

The mRNA-1273.222 study vaccine is made using a new process that allows for a much 

faster vaccine production than older methods. Typical vaccines for viruses are made 

from a weakened or killed virus, but the mRNA-1273.222 study vaccine is not made 

from the SARS-CoV-2 virus. It includes a short segment of messenger ribonucleic acid 

(mRNA). The mRNA is a genetic code that tells cells how to make a protein. This mRNA 

is entirely made in a laboratory. 

When injected into the body, the mRNA causes some cells to make that viral protein, 

which can trigger an immune response. If the person is later infected, their immune 

system remembers the protein from the prior vaccination which may help it to fight the 

invading virus. The mRNA study vaccine degrades naturally and does not persist in the 

body. 

Why is this study being done? 

Your child is being asked to take part in this study because the Sponsor of this study, 

Moderna, is studying a vaccine for the prevention of COVID-19 in children. The study 

vaccine is called mRNA-1273.222. This study is being conducted to learn about any 

side effects and how your child's body responds to the study vaccine (the "immune 

response"). 

Part 1 of this study has been completed, which includes Part 1A, Part 1 B, Part 1 C-1, 

and Part 1 C-2. Part 2 and Part 3 are ongoing. 

You are being asked to participate in Part 3 if you have not yet received a COVID-19 

vaccination. 

Approximately 300 participants will take part in Part 3 from up to 16 study sites. 
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