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Background:

The United States currently has four (4) COVID-19 vaccinations available under an Emergency Use Authorization (EUA).
The Centers for Disease Control and Prevention (CDC) use the Vaccine Adverse Event Reporting System (VAERS) as an
early warning and safety monitoring system that monitors health problems or events that occur after a vaccination.
VAERS continuously monitors the safety of vaccines to help ensure the benefits of vaccination continue to outweigh the
risks. VAERS is dependent upon healthcare professionals reporting any potentially significant clinical health problem or
adverse event that occurs after vaccination. Health care providers are required by law, under the National Childhood
Vaccination Injury Act, to report any adverse event listed in the VAERS Table of Reportable Events for COVID-19
Vaccines, without determining causality.

Additionally, a severe reaction to any vaccination is a reportable event by a health care provider to the local health
authority per Nevada Administrative Code (NAC). Therefore, an adverse event should be reported by a Nevada
healthcare provider to both VAERS and their local health authority.

Pursuant to the VAERS Reporting Requirements for COVID-19 Vaccines, health care providers are required to report the
following adverse events after COVID-19 vaccination to VAERS. This is a current list, as of Jan. 9, 2023, and is subject to
revision by the CDC.

e Vaccine administration errors, whether or not associated with an adverse event (AE).
o If the incorrect mRNA COVID-19 vaccine product was inadvertently administered for a second dose in a
2-dose series, VAERS reporting is required.
o If a different product from the primary series is inadvertently administered for the additional or booster
(third dose), VAERS reporting is required.
o VAERS reporting is not required for the following situations:
* |f a mixed series is given intentionally (e.g., due to hypersensitivity to a vaccine ingredient)
* Mixing and matching of booster doses intentionally (as of Oct. 21, 2021, mixing and matching of
booster doses is allowed)
e Serious AEs regardless of whether the reporter thinks the vaccine caused the AE. Serious AEs per the Food and
Drug Administration (FDA) are defined as:
o Death
o Alife-threatening AE
o Inpatient hospitalization or prolongation of existing hospitalization
o A persistent or significant incapacity or substantial disruption of the ability to conduct normal life
functions
o A congenital anomaly/birth defect
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o Animportant medical event that based on appropriate medical judgement may jeopardize the individual
and may require medical or surgical intervention to prevent one of the outcomes listed above
e Cases of myocarditis after a Pfizer-BioNTech, Moderna, or Novavax vaccine
e Cases of pericarditis after a Pfizer-BioNTech, Moderna, or Novavax vaccine
e Cases of Multisystem Inflammatory Syndrome in children and adults
e Cases of COVID-19 that result in hospitalization or death

To report an AE in VAERS:
e Option 1: The preferred method: Submit a VAERS report by visiting https://vaers.hhs.gov/esub/index.jsp. The
report must be completed and submitted in the same 20-minute session and cannot be saved to complete later.
e Option 2: Download a fillable PDF at https://vaers.hhs.gov/uploadFile/index.jsp and upload the completed form
back to the site.

Additionally, a severe reaction to a vaccination is a reportable event by a Nevada health care provider to the local
health authority per NAC 441A.685.

NAC 441A.685 Severe reaction to immunization. (NRS 441A.120)

1. The health authority shall investigate each report of a case having a severe reaction to immunization to confirm
the diagnosis and to document the circumstances pertaining to the reported reaction. The health authority shall
transmit such information to the Division.

2. Asused in this section, a “severe reaction to immunization” means a severe or unusual event related either
directly or indirectly to the receipt of a vaccine, which occurred within 30 days after the receipt of a vaccine and
resulted in the death of the person vaccinated or the need for the person vaccinated to consult a health care
provider.

(Added to NAC by Bd. of Health, eff. 1-24-92)

Based on this code, the Nevada State Immunization Program has developed the following protocol:

1. Health care providers should report a severe reaction to an immunization to their local health authority as

required by NAC 441A.685 and NRS 441A.120.
a. Ifthe eventis reported directly to the Nevada Division of Public and Behavioral Health, then it will be
forwarded to the appropriate local health authority for further action.

2. The local health authority is responsible for determining whether the investigation should be conducted by their
epidemiology division or immunization division.

3. The local health authority will conduct the investigation and will ensure a VAERS report has been submitted.

In addition to reporting serious adverse events to VAERS and local health authorities, health care providers are
encouraged to report to VAERS any other clinically significant adverse events that occur within 30 days following COVID-
19 vaccination, even if unsure of causality. Throughout the duration of any COVID-19 vaccine being authorized under an
EUA, continue to report any additional select adverse event(s) and/or any revised safety reporting requirements per
FDA's conditions of authorized use of the vaccine.

Local health authority contacts:

Carson City Health and Human Services.............. Jeanne Freeman (775) 283-7217
Southern Nevada Health Department................. Sarah Lugo (702) 201-0443
Washoe County Health Department.................... Victoria Nicolson (775) 328-6155
Division of Public and Behavioral Health.............. Tammy Ritter (775) 684-5031
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https://vaers.hhs.gov/esub/index.jsp
https://vaers.hhs.gov/uploadFile/index.jsp
https://www.leg.state.nv.us/nac/nac-441a.html#NAC441ASec685
https://www.leg.state.nv.us/Division/Legal/LawLibrary/NRS/NRS-441A.html#NRS441ASec120

It is important to note the primary goal of the COVID-19 vaccine response should continue to be COVID-19 vaccine
administration to the unvaccinated.

Questions:
For updated guidance, review the Division of Public and Behavioral Health Technical Bulletin web page regularly. Email
dpbhcovidl19vax@health.nv.gov for other questions regarding vaccine adverse event reporting.
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