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Key points

● On August 23, 2021, the Food and Drug Administration (FDA) granted full approval to the

Pfizer-BioNTech vaccine for individuals aged 16 years and older. The vaccine will be marketed

under the name Comirnaty. The Pfizer vaccine continues to be available for individuals ages 12-15

years under an Emergency Use Authorization (EUA).

● On August 12, 2021, the FDA authorized an additional dose of mRNA vaccine for certain

immunocompromised individuals. On August 13, CDC’s Advisory Committee on Immunization

Practices’ (ACIP) recommended an additional dose of mRNA COVID-19 vaccine for moderately to

severely immunocompromised people. An additional dose of Pfizer or Moderna vaccine at least 28

days after completion of the initial two-dose mRNA series is authorized for individuals with

moderate to severe immune compromise due to a medical condition or receipt of

immunosuppressive medications or treatments. There is no recommendation for additional doses

for individuals who received the Johnson & Johnson (J&J)/Janssen vaccine at this time.

(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/immuno.html). A

CDPHE letter sent to vaccine providers can be accessed here:

https://files.constantcontact.com/1144a99f001/299dd8c5-75d6-4c61-82cd-af6c61f9b78f.pdf

● Providers should counsel people who are immunocompromised about the potential for reduced

immune responses to COVID-19 vaccines and to follow  current prevention measures to protect

themselves against COVID-19 until advised otherwise by their health care provider. Providers

should continue to encourage all eligible immunocompromised individuals to be vaccinated and

receive an additional third dose as appropriate.
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● On August 18, 2021, the U.S. Department of Health and Human Services (HHS) released a

statement that they plan to begin offering mRNA booster shots beginning the week of September

20. These recommendations are subject to FDA and ACIP review, which has not yet occurred.

There is no recommendation for booster doses for individuals who received the J&J/Janssen

vaccine at this time, although they are anticipated. The full statement is available at:

https://www.cdc.gov/media/releases/2021/s0818-covid-19-booster-shots.html.

● ACIP provided an updated benefit-risk analyses after J&J/Janssen and mRNA COVID-19 vaccination

and concluded that the benefits outweigh the risks for rare serious adverse events, found here:

https://www.cdc.gov/mmwr/volumes/70/wr/mm7032e4.htm?s_cid=mm7032e4_w

● Providers should continue to recommend COVID-19 vaccination for all eligible individuals, including

people who are pregnant, lactating, trying to get pregnant now, or might become pregnant in the

future. CDC has updated their clinical considerations

(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html).

● Fully vaccinated people who come into close contact with someone with COVID-19 should get

tested 3-5 days after the date of the exposure and wear a mask in public indoor settings for 14

days after exposure or until a negative test result.

Background information

Vaccines are a key factor in controlling the COVID-19 pandemic. There are currently three COVID-19 vaccines that have

been granted an Emergency Use Authorization (EUA) by the Food and Drug Administration (FDA): Pfizer-BioNTech (first

authorized December 11, 2020; the EUA is still in place for individuals 12-15 years of age), Moderna (first authorized

December 18, 2020), and Johnson & Johnson (J&J)/Janssen (first authorized February 27, 2021). As of August 23, 2021,

the FDA has granted full approval of the Pfizer-BioNTech COVID-19 vaccine (marketed under the name Comirnaty) for

individuals 16 years of age and older. Multiple studies from the United States and other countries have demonstrated

that a two-dose COVID-19 mRNA vaccination series is highly effective against SARS-CoV-2 infection (including both

symptomatic and asymptomatic infections) caused by ancestral and variant strains and sequelae including severe

disease, hospitalization, and death. Early evidence for the J&J/Janssen vaccine also demonstrates effectiveness

against COVID-19 in real-world conditions.

For the B.1.617.2 (Delta) variant, recent studies from England and Scotland have noted reduced effectiveness of the

Pfizer-BioNTech vaccine against confirmed infection (79%) and symptomatic infection (88%), compared with alpha (92%

and 93%, respectively). Press releases from Israel have noted further decreased effectiveness of vaccines against

infection and illness caused by Delta variant; more technical information is needed to allow full interpretation.

Notably, in the United Kingdom, Canada, and Israel, vaccine effectiveness against hospitalization related to Delta

variant was 93%–100% and comparable to that observed with Alpha variant. A summary of vaccine effectiveness
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information can be found at

https://www.cdc.gov/coronavirus/2019-ncov/science/science-briefs/fully-vaccinated-people.html.

Recent studies in the United States published on August 18, 2021, in the CDC Morbidity and Mortality Weekly Report

(MMWR) show similar patterns of vaccine effectiveness against infection declining over time while vaccine

effectiveness against hospitalization remains high:

● Data reported to CDC’s National Healthcare Safety Network (NHSN) for nursing home and long-term care

facility residents showed that two doses of mRNA vaccines were 74.7% effective against infection among

nursing home residents early in the vaccination program (March–May 2021), but during June–July 2021, when

Delta variant circulation predominated, effectiveness declined significantly to 53.1%.

(https://www.cdc.gov/mmwr/volumes/70/wr/mm7034e3.htm?s_cid=mm7034e3_w)

● A study by the New York State Department of Health showed that during May 3–July 25, 2021, the overall

age-adjusted vaccine effectiveness against hospitalization in New York was relatively stable (91.9%–95.3%), but

the overall age-adjusted vaccine effectiveness against infection for all New York adults declined from 91.7% to

79.8%. (https://www.cdc.gov/mmwr/volumes/70/wr/mm7034e1.htm?s_cid=mm7034e1_w)

● Another study on mRNA vaccines (Pfizer and Moderna) showed that no decline in vaccine effectiveness against

COVID-19 hospitalization was observed over 24 weeks. Vaccine effectiveness was 86% 2–12 weeks after

vaccination and 84% at 13–24 weeks. Vaccine effectiveness was sustained among groups at risk for severe

COVID-19. (https://www.cdc.gov/mmwr/volumes/70/wr/mm7034e2.htm?s_cid=mm7034e2_w)

Vaccine approval/authorization updates

On August 23, 2021, the FDA granted full approval to the Pfizer-BioNTech vaccine for individuals ages 16 years and

older. The vaccine will be marketed under the name Comirnaty. Individuals ages 12-15 years may still receive the

vaccine under the EUA. Complete information can be found on the FDA’s website:

https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/comirnaty-and-pfizer-

biontech-covid-19-vaccine.

On August 12, 2021, the EUAs for the Pfizer and Moderna COVID-19 vaccines were updated to authorize an additional

dose administered at least 28 days following the an initial two-dose primary mRNA COVID-19 vaccine series to

individuals at least 12 years of age (for Pfizer) or at least 18 years of age (for Moderna) who have moderate to severe

immune compromise due to a medical condition or receipt of immunosuppressive medications or treatments. CDC’s

Advisory Committee on Immunization Practices (ACIP) met on August 13, 2021, and voted in favor of recommending an

additional dose of mRNA vaccine as outlined in the updated EUAs. Whenever possible, the additional dose should be

the same mRNA vaccine as the primary series, but an alternate mRNA product can be used if the primary series product

is not available. There are insufficient data regarding an additional dose of J&J/Janssen vaccine for

immunocompromised individuals, so there is no recommendation for additional doses for individuals who received the

J&J/Janssen vaccine at this time.
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On August 18, 2021, the U.S. Department of Health and Human Services announced a plan for booster doses of mRNA

vaccines due to decreasing vaccine effectiveness against infection over time (though vaccine effectiveness against

severe disease, hospitalization, and death remains high). Booster dose administration is anticipated to start on

September 20, 2021. This plan is still awaiting authorization by the FDA and official recommendation by ACIP, including

information on the recommended interval for booster doses and eligibility criteria. It is anticipated that booster doses

of the J&J/Janssen vaccine will also likely be needed; more data on the J&J/Janssen vaccine are expected in the next

few weeks as administration of the J&J/Janssen vaccine did not begin until March 2021.

COVID-19 vaccine adverse reactions

As of August 18, 2021, CDC and FDA have confirmed 778 reports of myocarditis and pericarditis in individuals ages 30

and younger, following mRNA COVID-19 vaccination, with more than 346 million doses given

(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/adverse-events.html). In a recent CDC report, 323

persons aged <30 years reported to VAERS during May 1–June 11, 2021, met the case definition for myocarditis

following vaccination. Of these, 309 (96%) were hospitalized. Acute clinical courses were generally mild; among 304

hospitalized patients with known clinical outcomes, 95% had been discharged at time of review, and none had died.

The ACIP concluded that benefits of vaccinating all recommended age groups with mRNA COVID-19 vaccine clearly

outweigh the risks, including the risk of myocarditis after vaccination. For the full report, see

https://www.cdc.gov/mmwr/volumes/70/wr/mm7027e2.htm. CDC continues to recommend COVID-19 vaccination for

all persons aged ≥12 years under the FDA’s EUA. Additional risk-benefit analysis for other adverse events can be found

here: https://www.cdc.gov/mmwr/volumes/70/wr/mm7032e4.htm?s_cid=mm7032e4_w.

As of August 18, 2021, a total of 167 preliminary reports of Guillain-Barré Syndrome (GBS) have been made to VAERS in

the United States following J&J/Janssen COVID-19 vaccination since vaccine administration began

(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/adverse-events.html). These cases have largely been

reported about 2 weeks after vaccination and mostly in men, many 50 years and older. A total of 14 million doses of

J&J/Janssen COVID-19 vaccine have been administered. There has not been a similar reporting pattern observed after

receipt of mRNA COVID-19 vaccinations. The J&J/Janssen COVID-19 fact sheets were updated on July 13, 2021, to

include a warning and additional information about GBS. ACIP met on July 22, 2021, to review findings regarding the

association between the J&J/Janssen COVID-19 vaccine and GBS and concluded that the benefits of the vaccine

continue to outweigh the risks for rare serious adverse events.

Considerations for special populations

The currently FDA-authorized COVID-19 vaccines are not live vaccines and, therefore, can be safely administered to

immunocompromised people. However, data suggest the immune response to COVID-19 vaccination might be reduced

in some people who are immunocompromised; these individuals should be counseled about the potential for reduced

immune responses to COVID-19 vaccines and the need to continue to follow current COVID-19 prevention measures

(including wearing a mask, staying 6 feet apart from others they don’t live with, and avoiding crowds and poorly
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ventilated indoor spaces) to protect themselves against COVID-19 until advised otherwise by their health care provider.

Close contacts of immunocompromised people should also be encouraged to be vaccinated against COVID-19. Current

recommendations for fully immunized people, including those who are immunocompromised, can be found at

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/fully-vaccinated-guidance.html#anchor_1615134420389.

COVID-19 vaccination is recommended for all people aged 12 years and older, including people who are pregnant,

lactating, trying to get pregnant now, or might become pregnant in the future. Any of the currently FDA-authorized

COVID-19 vaccines can be administered to people in these groups; ACIP does not state a product preference. However,

women aged <50 years should be aware of the rare risk of thrombosis with thrombocytopenia syndrome (TTS) after

receipt of the J&J/Janssen COVID-19 vaccine and the availability of other currently FDA-authorized COVID-19 vaccines

(i.e., mRNA vaccines) for which this risk has not been seen. There is no evidence that any of the COVID-19 vaccines

affect current or future fertility.

The Pfizer COVID-19 vaccine is currently fully approved for individuals 16 years of age and older and authorized by the

FDA for emergency use for ages 12-15 years of age. Moderna and J&J/Janssen are both currently authorized by the FDA

for emergency use for ages 18 years and older. Trials for younger age groups are currently underway.

Updated recommendations for fully vaccinated individuals

Fully vaccinated people who come into close contact with someone with COVID-19 should get tested 3-5 days after the

date of the exposure and wear a mask in public indoor settings for 14 days after exposure or until a negative test

result. They should also monitor for symptoms and follow all other public health instructions. Household exposures may

be higher risk than community exposures due to longer exposure time and closer contact. Based on this, as well as the

evidence that vaccine breakthrough cases are sometimes able to infect others

(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/effectiveness/why-measure-effectiveness/breakthrough-cases

.html), vaccinated individuals with a household exposure or other high risk exposure may choose to quarantine and/or

avoid individuals at high risk for severe disease.

Recommendations / guidance

● Providers should continue to recommend COVID-19 vaccination for everyone 12 years of age and older.

Information on how to enroll as a COVID-19 vaccine provider can be found at

https://covid19.colorado.gov/vaccine-providers#provider-enrollment.

● The COVID-19 vaccine is recommended for people who are pregnant, lactating, trying to get pregnant now, or

might become pregnant in the future.

● Providers should counsel their patients who have moderate to severe immune compromise due to a medical

condition or receipt of immunosuppressive medications or treatments about receiving an additional dose of

Pfizer or Moderna mRNA vaccine. Both the CDC ACIP and FDA are actively evaluating safety and effectiveness

data for additional doses in other populations. There is no recommendation for additional doses for

immunocompromised individuals who received the J&J/Janssen vaccine at this time. Individuals are allowed to

self-attest to their moderately or severely immunocompromising condition in order to remove vaccination
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barriers for this vulnerable population. Immunocompromised individuals may discuss with their health care

provider whether getting an additional dose is appropriate for them. If their health care provider is not at a

site administering vaccines, these individuals can self-attest and receive the additional dose wherever

COVID-19 vaccines are offered.

● Providers should counsel people who are immunocompromised about the potential for reduced immune

responses to COVID-19 vaccines and to follow current prevention measures (including wearing a mask, staying 6

feet apart from others they don’t live with, and avoiding crowds and poorly ventilated indoor spaces) to

protect themselves against COVID-19 until advised otherwise by their health care provider. For more

information on clinical considerations for fully vaccinated people, including specific considerations for

immunocompromised people, please refer to CDC’s Interim Public Health Recommendations for Fully

Vaccinated People (https://www.cdc.gov/coronavirus/2019-ncov/vaccines/fully-vaccinated-guidance.html).

● For suspected cases of myocarditis and pericarditis, consider consultation with cardiology for assistance with

cardiac evaluation and management. Evaluation and management may vary depending on the patient age,

clinical presentation, potential causes, or practice preference of the provider. For more information on

evaluation of myocarditis following administration of a COVID-19 vaccine, please refer to the CDC’s webpage

for Clinical Considerations: Myocarditis and Pericarditis after Receipt of mRNA COVID-19 Vaccines Among

Adolescents and Young Adults

(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html). Recommendations for

administration of a COVID-19 vaccine in patients with a history of myocarditis or pericarditis (either prior to

vaccine administration or diagnosed after administration of a first vaccine dose) can be found at

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#underlying-conditio

ns.

● For more information on COVID-19 vaccination for people with underlying medical conditions (including a

history of GBS), please refer to the CDC’s webpage for COVID-19 Vaccines for People with Underlying Medical

Conditions

(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/underlying-conditions.html).

● Providers should report all adverse events after COVID vaccination to VAERS (https://vaers.hhs.gov/). Vaccine

breakthrough cases resulting in hospitalization or death due to COVID-19 should also be reported to VAERS.

● Fully vaccinated people who come into close contact with someone with COVID-19 should get tested 3-5 days

after the date of the exposure and wear a mask in public indoor settings for 14 days after exposure or until a

negative test result. They should also monitor for symptoms and follow all other public health instructions.

More information

● Interim Clinical Considerations for Use of COVID-19 Vaccines Currently Authorized in the United States

(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html)

● COVID-19 Vaccines for Moderately to Severely Immunocompromised People

(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/immuno.html)

● CDC Key Things to Know About COVID-19 Vaccines

(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/keythingstoknow.html)
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● U.S. COVID-19 Vaccine Product Information

(https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html)

● Selected Adverse Events Reported after COVID-19 Vaccination

(https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/adverse-events.html)

● COVID-19 Vaccine EUA Fact Sheets for Health Care Providers:

● Pfizer-BioNTech: https://www.fda.gov/media/144413/download

● Moderna: https://www.fda.gov/media/144637/download

● Janssen: https://www.fda.gov/media/146304/download

● COVID-19 Vaccine EUA Fact Sheets for Recipients and Caregivers:

● Pfizer-BioNTech: https://www.fda.gov/media/144414/download

● Moderna: https://www.fda.gov/media/144638/download

● Janssen: https://www.fda.gov/media/146305/download

● Comirnaty COVID-19 Vaccine Package Insert: https://www.fda.gov/media/151707/download

CDPHE Disease Reporting Line: 303-692-2700 or 303-370-9395 (after hours)
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