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Dr. Molinari: Vaccine development and testing in the United States follow a standard set of tightly regulated steps. The 

FDA and the CDC have complementary roles in establishing vaccine development and administration policy. Their joint 

efforts are crucial in determining safety, efficacy, and timing for approved vaccines. Candidate vaccines must go 

through a series of pre-clinical and clinical phases before they are given final consideration for approval. Regulation and 

oversight increase as a candidate vaccine makes its way through the pre-clinical and clinical trial process. 

Before the FDA considers a vaccine for approval and licensure, an Advisory Committee on Immunization Practices 

(ACIP) work group must review all available scientific information collected concerning the vaccine. After they 

complete the review, the work group presents its information to the entire ACIP at one of several meetings. Then the 

ACIP members vote on whether to recommend the vaccine and who should receive the vaccine. (Work groups 

themselves do not vote on the final recommendation.) The deliberations the work groups and the ACIP conduct are 

very thorough. As mentioned above, before the FDA recommends any vaccine, they must consider many factors. The 

FDA must ensure a vaccine’s safety, purity, potency, and effectiveness before they give their approval for its use in the 

United States. The CDC subsequently sets U.S. adult and childhood immunization schedules based on the ACIP’s 

recommendations.

Clinical studies continue to monitor the effectiveness of both mRNA vaccines (Pfizer-BioNTech and Moderna) and 

Johnson & Johnson’s Janssen (J&J/Janssen) COVID-19 vaccine in real-world conditions. These investigations 

provide growing evidence that mRNA COVID-19 vaccines reduce the risk of COVID-19, especially the risk of severe 

illness, among people who are fully vaccinated.1-3 Yet some remain confused and concerned about several vaccine-

related issues. Questions being asked include: How much protection is afforded to vaccinated people? What is the 

potential for breakthrough infections post-vaccination? Why doesn’t vaccination provide 100% protection within 

the vaccinated population?4 This article uses a question-and-answer format to focus on a few representative 

concerns. Please note that published information from the CDC and other sources serves as the content for the 

responses, with major references provided where applicable.

Q: What are the roles of the separate Food and Drug Administration’s (FDA’s) and Centers 

for Disease Control and Prevention’s (CDC’s) recommendations concerning the evaluation 

of vaccines and their approval for public use?

Q: I thought a vaccine was supposed to fully protect an individual from contracting the 

target disease. What are “breakthrough COVID-19 infections,” and why are they 

occurring in some fully vaccinated people?

Dr. Molinari: A breakthrough infection is an infection with a virus, bacterium, or other microorganism after a person 

has been vaccinated. This is an expected occurrence for a small percentage of those receiving any vaccine, because 

no vaccine for any disease is 100% effective at preventing infection in every person who receives it. In the case of 

COVID-19 vaccines, they are effective at preventing infection, serious illness, and death.

Q:  Should I get tested after close contact with someone who has COVID-19 if I am fully 

vaccinated?

Dr. Molinari: If you have had close contact with someone who has COVID-19, you should get tested 3-5 days after 
your exposure, even if you don’t have symptoms. You should also wear a mask indoors in public for 14 days 
following exposure or until your test result is negative. Isolate if you test positive.5



Q:  If I already had COVID-19 and recovered, do I still need to get vaccinated with the 

COVID-19 vaccine?

Q:  What should fully vaccinated people do if they develop COVID-19 symptoms?

Dr. Molinari: Although the risk that fully vaccinated people could become severely ill and die of COVID-19 is 
low, any fully vaccinated person who experiences symptoms consistent with COVID-19 should isolate 
themselves from others, be clinically evaluated for COVID-19, and be tested for SARS-CoV-2 if indicated.5

Dr. Molinari: Here’s what the CDC says about vaccines if you are planning to become pregnant: Yes, COVID-19 
vaccination is recommended for people who are pregnant, breastfeeding, trying to get pregnant now, or who might 
become pregnant in the future. You might want to have a conversation with your healthcare provider about COVID-19 
vaccination. While such a conversation might be helpful, it is not required before vaccination. Learn more about 
vaccination considerations for people who are pregnant or breastfeeding. If you are pregnant and have received a 
COVID-19 vaccine, we encourage you to enroll in v-safe, CDC’s smartphone-based tool that provides personalized 
health check-ins after vaccination. A v-safe pregnancy registry been established to gather information on the health of 
pregnant people who have received a COVID-19 vaccine.6

And here’s what the CDC wants you to know about COVID-19 vaccines if you are pregnant or breastfeeding:7

• People who are pregnant or recently pregnant are more likely to get severely ill with COVID-19 compared 
with people who are not pregnant.

• Getting a COVID-19 vaccine can help protect you from severe illness from COVID-19.
• COVID-19 vaccination is recommended for people who are pregnant, breastfeeding, trying to get pregnant 

now, or might become pregnant in the future.
• People who are pregnant may receive a COVID-19 vaccine booster shot.
• Evidence about the safety and effectiveness of COVID-19 vaccination during pregnancy has been growing. 

These data suggest that the benefits of receiving a COVID-19 vaccine outweigh any known or potential risks 
of vaccination during pregnancy.

• There is currently no evidence that any vaccines, including COVID-19 vaccines, cause fertility problems in 
women or men.

Q:  Can I get a COVID-19 vaccine if I am pregnant or planning to become pregnant?

Dr. Molinari: Here are the CDC’s recommendations. Yes, you should be vaccinated regardless of whether you already 
had COVID-19 because:

• Research has not yet shown how long you are protected from getting COVID-19 again after you recover 
from COVID-19.

• Vaccination helps protect you even if you’ve already had COVID-19.

Evidence is emerging that people get better protection by being fully vaccinated compared with having had COVID-
19. One study showed that unvaccinated people who already had COVID-19 are more than 2 times as likely as fully 
vaccinated people to get COVID-19 again.8

If you were treated for COVID-19 with monoclonal antibodies or convalescent plasma, you should wait 90 days before 
getting a COVID-19 vaccine. Talk to your doctor if you are unsure what treatments you received or if you have more 
questions about getting a COVID-19 vaccine.

If you or your child has a history of multisystem inflammatory syndrome in adults or children (MIS-A or MIS-C), 
consider delaying vaccination until you or your child have recovered from being sick and for 90 days after the date of 
diagnosis of MIS-A or MIS-C.

Experts are still learning more about how long vaccines protect against COVID-19. CDC will keep the public informed 
as new evidence becomes available.9



Q:  When should I consider getting a COVID-19 vaccine booster dose?

Dr. Molinari: Here are the CDC’s guidelines for booster doses.

Recommendations for use of a single COVID-19 booster dose after completion of a primary series can be found in the 
Overview of COVID-19 vaccine recommendations and are summarized as follows:

• Recipients of an mRNA primary series (Pfizer-BioNTech or Moderna):
o People aged ≥50 years and residents aged ≥18 years in long-term care settings should receive a single 

COVID-19 vaccine booster dose (Pfizer-BioNTech, Moderna, or J&J/Janssen) ≥6 months after 
completion of their primary mRNA vaccine series.

o All other persons aged ≥18 years may receive a single COVID-19 vaccine booster dose (Pfizer-
BioNTech, Moderna, or J&J/Janssen) ≥6 months after completion of their primary mRNA vaccine series 
based on their individual benefits and risks.

• People aged ≥18 years who received a J&J/Janssen primary series should receive a single COVID-19 vaccine 
booster dose (Pfizer-BioNTech, Moderna, or J&J/Janssen) ≥2 months after their J&J/Janssen primary dose.

• Currently, a booster dose is not recommended in people aged <18 years.

Pregnant people can receive any of the currently FDA-approved or FDA-authorized COVID-19 vaccines as a booster dose.

These booster dose recommendations also apply to people who received two doses of different mRNA COVID-19 vaccine 
products for their primary series.10
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