
FDA limits J&J vaccine: Suggested talking points

● The FDA strictly limited the use of the J&J COVID-19 vaccine due to blood clot
risk. This is an example of the system working.

○ The agency says the shot should only be given to adults who cannot receive a
different vaccine or who specifically request the J&J vaccine.

○ This decision follows a CDC recommendation in December that prioritized Pfizer
and Moderna’s shots over J&J’s because of safety issues.

○ Despite the restrictions, the FDA is clear that receiving a J&J shot is still safer
than remaining unvaccinated.

○ The FDA has monitored and followed up on all possible cases of blood clots and
reported its findings to the public. This commitment to transparency and safety
shows that our vaccine monitoring systems are working.

● Blood clot cases from the J&J vaccine are rare but serious.
○ Scientists have identified 60 blood clot cases from the vaccine, including nine

that were fatal, as of mid-March.
○ That amounts to one blood clot case per 3.23 million J&J shots administered. But

among women ages 30 to 49, the risk is much higher, at one case per 100,000
shots.

○ U.S. regulators first identified and warned of clotting problems in April 2021.
Since the adverse events were extremely rare and vaccines were in limited
supply, the benefits of continuing to administer J&J shots outweighed the risks.

○ Now, the J&J blood clot risk remains small, but COVID-19 vaccines from Pfizer
and Moderna are widely available, just as effective, and do not come with such
risks.

● People who received the J&J vaccine should get an mRNA shot for their booster.
○ People who received the J&J vaccine for their primary series should get an

mRNA booster (a Pfizer or Moderna shot) two months later.
○ People who received the J&J vaccine for both their primary series and booster

shot should get an mRNA shot as a second booster four months after their first
booster.

○ For those who received a J&J shot recently, if blood clots do become an issue,
symptoms tend to appear about one to two weeks after vaccination and then
continue to worsen.

○ Medical help should be sought right away if one or more of these symptoms
develop: shortness of breath, chest pain, leg swelling, persistent abdominal pain,
severe or persistent headaches or blurred vision, or easy bruising or tiny blood
spots under the skin beyond the injection site.

https://www.cbsnews.com/news/covid-vaccine-johnson-and-johnsont-blood-clot-risk-fda-restrictions/
https://www.cbsnews.com/news/covid-vaccine-johnson-and-johnsont-blood-clot-risk-fda-restrictions/
https://www.yalemedicine.org/news/coronavirus-vaccine-blood-clots
https://www.cdc.gov/media/releases/2021/s0413-JJ-vaccine.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/stay-up-to-date.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/janssen-faqs.html?ut%5B%E2%80%A6%5DzXH7zPSZO1BF5KaASkgA8&utm_campaign=CDCF%3A%20Partnering%20for%20Vaccine%20Equity&utm_source=hs_email&utm_medium=email&utm_content=2&_hsenc=p2ANqtz--Eia6OHVDgLTWXa7Hc9INcNlu76-u4NoR2CqXYfzURbBI6_-21KcJHJpM0gmYxrpEozY8kBz-A1jWwQOOW2o2bwMFG-eY4A8xu_VxFeiR3-wyF-h0#tts-risk
https://www.cdc.gov/vaccines/covid-19/info-by-product/janssen/janssen-faqs.html?ut%5B%E2%80%A6%5DzXH7zPSZO1BF5KaASkgA8&utm_campaign=CDCF%3A%20Partnering%20for%20Vaccine%20Equity&utm_source=hs_email&utm_medium=email&utm_content=2&_hsenc=p2ANqtz--Eia6OHVDgLTWXa7Hc9INcNlu76-u4NoR2CqXYfzURbBI6_-21KcJHJpM0gmYxrpEozY8kBz-A1jWwQOOW2o2bwMFG-eY4A8xu_VxFeiR3-wyF-h0#tts-risk


FDA limits J&J vaccine: Frequently asked questions

1. Why did the FDA limit the use of the J&J COVID-19 vaccine?

The FDA is restricting the use of the J&J COVID-19 vaccine to adults who cannot receive a
different vaccine or who specifically request the J&J vaccine. This decision is in response to the
risk of developing blood clots as a result of receiving the J&J vaccine, an issue first identified in
spring 2021. As of mid-March, scientists have identified 60 blood clot cases from the vaccine,
including nine that were fatal. Although this amounts to just one blood clot case per 3.23 million
J&J shots administered, the risk is much higher among women ages 30 to 49, at one case per
100,000 shots. mRNA COVID-19 vaccines developed by Pfizer and Moderna are also now
widely available, just as effective, and do not come with such risks.

2. Why didn’t this happen sooner if blood clots have been an issue since last
spring?

The FDA did not limit the J&J vaccine earlier because the agency determined that the benefits
of continuing administration outweighed the risks. The risk of blood clots is extremely rare, and
even now, the agency makes clear that receiving a J&J shot is still safer than remaining
unvaccinated. But since mRNA vaccines are no longer in short supply, the FDA has decided to
prioritize COVID-19 vaccines developed by Pfizer and Moderna over the J&J shot. It is also
notable that the CDC issued a recommendation in December 2021 that prioritized Pfizer and
Moderna’s shots over J&J’s because of safety issues.

3. What should J&J vaccine recipients do going forward?

People who received the J&J vaccine months ago do not need to worry about blood clots. The
symptoms related to blood clots tend to arise one to two weeks after vaccination. The next step
is to get your mRNA booster shots. People who received the J&J vaccine for their primary series
can get an mRNA booster two months later. People who received the J&J vaccine for both their
primary series and booster shot can get an mRNA shot as a second booster four months after
their first booster.

For those who received a J&J shot recently and are concerned by the latest news, know that the
risk of developing blood clots is still very unlikely. If you do develop concerning symptoms, seek
medical help right away. Blood clot-related symptoms include shortness of breath, chest pain,
leg swelling, persistent abdominal pain, severe or persistent headaches or blurred vision, or
easy bruising or tiny blood spots under the skin beyond the injection site.
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