
Week 11 COVID-19 Vaccine Provider Tip Sheet: 7-21-22: Vaccine Safety 

 

Hello Fellow COVID-19 Vaccine Providers, 

Please share with all staff that may have any contact with the COVID-19 vaccine. 

The Michigan Department of Health and Human Services (MDHHS), Division of Immunization, is working 

to provide you, our COVID-19 providers, with information, education, and updates while working with 

the COVID-19 Vaccination Program. We are attempting to send weekly tip sheets on different subjects 

to help answer questions you may have. If you have other questions or concerns that we have not 

covered, please do not hesitate to contact us at checcimms@michigan.gov. Below is our tip for week 

#11. 

Week #11 Educational Tip: 

Note: This guidance is for COVID-19 providers. If you are both a VFC and COVID-19 provider, you must 

always follow the guidelines and requirements for VFC storage and handling.  

Vaccines are continually monitored for safety and effectiveness, and vaccination providers play a key 

role in helping to ensure the safety and efficacy of vaccines. Vaccine providers are responsible for 

proper vaccine storage, handling, and administration; timing and spacing of vaccine doses; observation 

of contraindications and precautions; and reporting of adverse events  (AEs) following vaccination to the 

Vaccine Adverse Event Reporting System (VAERS). Providers are also responsible for communicating 

with patients and parents about the risks and benefits of vaccines and for providing guidance on how to 

manage AEs if they occur. 

Information regarding VAERS: 

• VAERS is an early warning system used to monitor AEs that happen after vaccination. VAERS is 
the frontline system of a comprehensive vaccine safety monitoring program in the United 
States. 

• VAERS is one of several systems CDC and the U.S. Food and Drug Administration (FDA) use to 
help ensure vaccines (including COVID-19 vaccines) used in the United States are closely 
monitored for safety. 

• VAERS gives vaccine safety experts valuable information on all vaccines, including COVID-19 
vaccines, so they can assess for possible vaccine safety concerns.  

• VAERS is especially useful for detecting unusual or unexpected patterns of health problems 
(also called AE) that might indicate a possible safety problem with a vaccine. 

o If a health problem is reported to VAERS, that doesn’t mean that the vaccine caused 
the problem. It warns vaccine safety experts of potential problems that they may 
need to assess, and it alerts them to take further action, as needed.  

• Hundreds of millions of people in the United States have received at least one dose of COVID-
19 vaccine. The majority of reports to VAERS after COVID-19 vaccination have been non-
serious AEs. 

VAERS accepts and analyzes reports of AEs after a person has received a vaccination. Anyone can report 
an AE to VAERS. Healthcare professionals are required to report certain AEs and vaccine manufacturers 
are required to report all AEs that come to their attention. 
 

Reporting to VAERS: 
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https://vaers.hhs.gov/index.html
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vaers/index.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/reporting-systems.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/reporting-systems.html
https://vaers.hhs.gov/reportevent.html


 
Healthcare providers are required by law to report all AEs that come to their attention to VAERS: 

• Any AE listed in the VAERS Table of Reportable Events Following Vaccination that occurs within 
the specified time period after vaccination 

• An AE listed by the vaccine manufacturer as a contraindication to further doses of the vaccine 
Healthcare providers are strongly encouraged to report: 

• Any AE that occurs after the administration of a vaccine licensed in the United States, whether 
or not it is clear that a vaccine caused the AE 

• Vaccine administration errors 

The reporting requirements for COVID-19 vaccines are the same for those authorized under emergency 
use or fully approved. Healthcare providers who administer COVID-19 vaccines are required by law to 
report to VAERS the following after vaccination: 

• Vaccine administration errors, whether or not associated with an 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: 

▪ If a mixed series is given intentionally (e.g., due to hypersensitivity to a vaccine 
ingredient) 

▪ Mixing and matching of booster doses (as of October 21, 2021, mixing and 
matching of booster doses is allowed) 

• Serious AEs regardless of causality. Serious AEs per FDA are defined as: 
o Death 
o A life-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 
o An important 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 

• Cases of Multisystem Inflammatory Syndrome 
• Cases of COVID-19 that result in hospitalization or death 

For healthcare providers – Under Emergency Use Authorization, FDA requires healthcare 
professionals to report to VAERS certain AEs that occur after COVID-19 vaccination. CDC also 
encourages reporting of any medically important AE even if it is not clear if the vaccine caused the 
health problem. 

CDC provides timely updates on selected AEs reported after COVID-19 vaccination. 

 

Expanded COVID Safety Monitoring Systems: 

The following systems and information sources add an additional layer of safety monitoring, giving CDC 
and FDA the ability to evaluate COVID-19 vaccine safety in real time and make sure COVID-19 vaccines 
are as safe as possible: 

https://vaers.hhs.gov/docs/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf
https://vaers.hhs.gov/faq.html
https://vaers.hhs.gov/faq.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/adverse-events.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/reporting-systems.html


• CDC V-safe— A smartphone-based, after-vaccination health checker for people who receive 
COVID-19 vaccines. V-safe uses text messaging and web surveys from CDC to check in with 
vaccine recipients following COVID-19 vaccination. V-safe also provides second vaccine dose 
reminders if needed, and telephone follow-ups to anyone who reports medically attended AEs. 
Participants can enroll in V-safe after any dose of vaccine, and parents and guardians can enroll 
on behalf of their children. 

• V-safe COVID-19 Vaccine Pregnancy Registry — A registry to collect health information from 
people enrolled in V-safe who receive COVID-19 vaccines shortly before or during pregnancy. 
This voluntary program helps CDC monitor the safety of COVID-19 vaccines in people who are 
pregnant. 

Other Existing Safety Monitoring Systems: 

• General public 
o CDC & FDA Vaccine Adverse Event Reporting System (VAERS) (see above)— The national 

surveillance system that accepts reports from healthcare professionals, vaccine 
manufacturers, and the public of AEs that happen after vaccination; reports of AEs that 
are unexpected, appear to happen more often than expected, or have unusual patterns 
are further assessed. 

o CDC Vaccine Safety Datalink (VSD)— A network of nine integrated healthcare 
organizations across the United States that conduct active surveillance and research 
using electronic health records; the system is also used to help determine whether 
possible side effects identified using VAERS are actually related to vaccination.  

o CDC Clinical Immunization Safety Assessment (CISA) Project— A collaboration between 
CDC and seven medical research centers to provide expert consultation on individual 
cases, assist with vaccine safety surveillance, and conduct clinical research studies about 
vaccine safety. 

o FDA and the Centers for Medicare and Medicaid Services — A claims-based system for 
active surveillance and research. 

o FDA Biologics Effectiveness and Safety System (BEST) — A system of electronic health 
record, administrative, and claims-based data for active surveillance and research. 

• Tribal nations: 
o Indian Health Service (IHS) Vaccine Safety Monitoring Systems 

 
We have several great surveillance systems in place to monitor the safety of vaccines and providers play 
a key role in gathering and reporting AE information to these systems. In addition, providers are a 
trusted source of information and play an important role in educating the public about the safety of 
vaccines.  

 
Please contact us if you have any questions or concerns at checcimms@michigan.gov.  

Thank-you for helping to keep Michiganders safe from the COVID-19 virus, 

 

The Immunization Nurse Education Team 

Andrea, Dianne, Heidi, Sarah, and Terri 
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