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General questions 

Can you explain how vaccines are typically safety tested in order to receive licensure from the FDA in 
terms of the safety review period, placebo controls, and number of participants?  
We have developed a few resources to help with this question. The most relevant are:  

• Vaccine Science: Process of Vaccine Development  
• Vaccine Science: Licensure, Recommendations and Requirements  

To increase public awareness, should there be public service announcements daily about the efficacy, 
safety, and benefits of all vaccines? 
Many organizations, state and local public health authorities, and private citizens are working to increase public 
awareness through all avenues: social media, traditional media, podcasts, editorials, community organizations, to 
name a few. This work is important and should continue to keep the public informed.  
 
Do you have resources or recommendations for providers to respond to vaccine-hesitant parents and 
restore trust? 
Talking with parents involves two components to restore trust: factually accurate information and empathetic 
communication skills. The VEC website serves as factually accurate information with scientific rationale that can 
be shared with families. Check out this blog post on how to best navigate the site to find what you need. The 
second component is ensuring providers have access to communication training so they can meet families where 
they are in their questions. The VEC recently started a series on this topic, “Vaccine Conversations,” which can 
be accessed on our site and will continue in our newsletter, Vaccine Update. Several organizations provide 
training modules on communication, referenced below.  

• Pediatric Infectious Diseases Society Collaboration for Vaccine Education & Research 
• American Academy of Pediatrics Communicating with Families and Promoting Vaccine Confidence  
• Public Health Communication Collaborative Training 

Where can I obtain the slides for this presentation? Can members of the current ACIP access these 
materials?  
The slides are available to anyone who wishes to view them on our website page where the webinar is archived. 
You can most easily get to the relevant recording and resources by going to the “archived webinar recordings” 
section of the webinar webpage, vaccine.chop.edu/webinars. 

Hepatitis B-related questions 

Was there not a NEJM article decades ago during the peak of the mercury-in-vaccine scare when 
hospitals electively stopped giving the newborn hepatitis B vaccine, which subsequently documented the 
increase in neonatal hep B in the absence of the newborn dose? So why is this controversy new, since 
we know the results of not giving the newborn dose? 
The controversy isn’t new. Now that RFK Jr. has replaced ACIP members with anti-vaccine activists, the 
controversy has been reopened even though abundant evidence about the newborn dose of hepatitis B vaccine 

https://www.chop.edu/vaccine-education-center/science-history/vaccine-science/process-vaccine-development
https://www.chop.edu/vaccine-education-center/science-history/vaccine-science/licensure-recommendations-and-requirements
https://www.chop.edu/vaccine-update-healthcare-professionals/newsletter/vec-resource-highlights
https://www.chop.edu/vaccine-update-healthcare-professionals/newsletter/part1-understanding-attitude-structures
https://www.chop.edu/vaccine-update-healthcare-professionals/newsletter
https://pids.org/education-training/vaccine-education-program/
https://www.aap.org/en/patient-care/immunizations/communicating-with-families-and-promoting-vaccine-confidence/
https://publichealthcollaborative.org/training/
https://www.chop.edu/vaccine-update-healthcare-professionals/vaccine-webinar-series#archivedwebinarrecordings


supports its use. For more, the American Academy of Pediatrics issued a statement in response to the Dec. 4 and 
5, 2025, ACIP meeting.  

• Hepatitis B Immunization is Critical to Protect All Newborns  

With the changes recommended by ACIP on Dec. 5, will parents who still want their child to get the birth 
dose be able to have them receive it?  
The language voted on by the ACIP on Dec. 5, 2025, includes the ability for families and providers to engage in 
individual clinical decision making, also known as shared clinical decision making (SCDM). Thus far, as seen with 
COVID-19 vaccines, vaccines with a SCDM recommendation continue to be available. Insurance companies 
typically continue to cover vaccines with a SCDM recommendation. However, logistical barriers can arise when 
vaccines have a SCDM-type recommendation, such as whether providers stock and offer the vaccine. Families 
should continue to talk with providers to ensure the birth dose is available for newborns and infants in their 
practice. For more information about SCDM, check out “Shared Clinical Decision-Making: What It Is and Why It 
Matters.”  

What should average citizens do to make their voices heard related to changes to the hepatitis B birth 
dose recommendation?   
Citizens have a few methods of advocating for protecting the childhood vaccination schedule. They can talk with 
their local, state, and federal representatives in government. Elected officials need to hear from their constituents 
on the health issues that matter to them. Concerned individuals can also share scientifically accurate information 
with friends and family, and let their health care providers know about their concerns to see whether they have 
suggestions for other ways to advocate, such as through professional societies. Finally, citizens can speak freely 
within their community, whether at a community event, through a local newspaper editorial, or on social media.  

How likely is a child to get infected with hep B from an exposure? 
Hepatitis B virus is highly infectious. For example, of 100 newborns born to a mother with hepatitis B, 70-90 of 
those newborns will become infected in the absence of any prevention for the infant. In comparison, of 100 
newborns born to a mother with HIV, 15-45 of those newborns will become infected in the absence of any 
prevention for the newborn. Of viruses that spread through blood, such as hepatitis B, C and HIV, hepatitis B is 
the most infectious virus circulating in the US.  
 
Why is testing for hepatitis B for a pregnant mother not repeated at the end of pregnancy as is done for 
syphilis? Similarly, if we had a more forceful push for pregnant women to get tested, would that change 
vaccine recommendations?  
The US has a large and fragmented healthcare system. Despite universal recommendations for testing at least 
once during pregnancy, the system is not perfect. Consider these scenarios, which can result in missing results: 
(1) a woman changes providers during pregnancy, (2) a pregnant person does not have time off of work to access 
care or is trying to save their time to have more time with the baby after delivery, and misses their bloodwork 
appointment, (3) a person may refuse testing, (4) a person delivers in a different healthcare system than the one 
in which the testing occurred. In our current system, 15% of people do not have readily available results at the 
time of delivery.  

Additional testing recommendations could be considered after evaluating expected impact, cost, acceptability, 
and feasibility. Critically, though, it’s important to remember that prior to the universal birth dose recommendation, 
half of early pediatric cases occurred in children who did not get infected from their mother. Children got 
infected from casual contact with another person who may not have known they were infected. These could be 
daycare employees, another child, or even a relative visiting the home and unaware they are infected. The 
universal birth dose recommendation helps with the small number of children born to mothers with an unknown 
status, but it also protects children from other contacts.  

https://www.aap.org/en/news-room/news-releases/aap/2025/hepatitis-b-immunization-is-critical-to-protect-all-newborns/
https://www.chop.edu/vaccine-update-healthcare-professionals/newsletter/shared-clinical-decision-making-what-it-and-why-it-matters
https://www.chop.edu/vaccine-update-healthcare-professionals/newsletter/shared-clinical-decision-making-what-it-and-why-it-matters


I heard that the safety testing for the hepatitis B vaccine was only 5 days. How can a vaccine be licensed 
with such limited information?  

Even though parents completed cards for a few days after a dose, this was the period during which the vaccine 
was being processed by the immune system. Importantly, patients remained enrolled in the clinical trials for long 
periods of time to get additional doses and to evaluate immune responses, so they continued to be monitored. 
Further, during the consent process for a clinical trial, participants are given information regarding how to reach 
study personnel in the event of any concerns. Any unusual developments are investigated. Likewise, ongoing 
studies continue monitoring safety after a vaccine is being used. 

The Vaccine Education Center recently discussed this in our Parents PACK newsletter: article | PDF, and we 
discuss the scientific studies, including what monitoring occurs after licensure, on this page of our website. 

How can the hepatitis B vaccine be approved if it was not tested against a placebo? 

Two points are important here:  

First, if a vaccine contains aluminum (which is the case for hepatitis B vaccines), the aluminum often causes local 
reactions, like pain at the injection site. As such, to ensure that the study is done in a blinded manner (meaning no 
one knows who got vaccine or placebo until the code is broken), the control participants often get diluent that 
includes aluminum – otherwise, the local reactions could unintentionally unblind the trial.  

Second, if a vaccine already exists, then the study needs to be designed in a way that does not cause the control 
group to take undue risk by remaining unvaccinated, so the trials typically ensure that the newer product works at 
least as well as (if not better than) the existing product.  

The Vaccine Education Center discusses trials and use of placebos on this webpage, and aluminum safety here 
and here and here. 

https://www.chop.edu/parents-pack/parents-pack-newsletter/clinical-trials-package-inserts-safe-vaccines
https://www.chop.edu/sites/default/files/2025-11/parents-pack-newsletter-nov2025.pdf
https://www.chop.edu/vaccine-education-center/science-history/vaccine-science/process-vaccine-development#phaseivafterlicensure
https://www.chop.edu/vaccine-education-center/science-history/vaccine-science/process-vaccine-development#phaseiiitrials
https://www.chop.edu/vaccine-education-center/vaccine-safety/vaccine-ingredients/aluminum
https://www.chop.edu/sites/default/files/vaccine-education-center-aluminum.pdf
https://www.chop.edu/sites/default/files/vec-aluminum-qa-infographic.pdf

