
Vaccine Safety Systems

OREGON IMMUNIZATION PROGRAM 

Private Provider Orientation, 6/25/24



Objectives

• Increase awareness, 

understanding, and usability of 

vaccine safety systems 

• Increase awareness of timely 

detection of vaccine safety signals

• Increase awareness of VAERS 

reporting requirements  
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Vaccine Safety Monitoring Systems

• Vaccine Adverse Events Reporting System (VAERS)

• Clinical Immunization Safety Assessment (CISA) 

• Vaccine Safety Datalink (VSD)

• V-safe
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CISA (Clinical Immunization Safety Assessment)

The goals of CISA:

• Serve as a vaccine safety resource for U.S. healthcare providers with complex 

vaccine safety questions about a specific patient to assist with immunization 

decision-making.

• Assist CDC and its partners in evaluating emerging vaccine safety issues. 

• Conduct clinical research studies to better understand vaccine safety and identify 

preventive strategies for adverse events following immunization.

Who can request a CISA Clinical Consultation? 

– Healthcare providers or health departments  

• COVID-19 vaccine CISA Consultation

• All the other vaccines and unrelated to COVID-19 vaccine

What happens if there is an emergency clinical vaccine safety inquiry? 

– CDC Emergency Operations Center Watch Desk will route the call to on-call staff. 
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VSD (Vaccine Safety Datalink)

VSD goals:
• Conduct research on important vaccine safety questions in large populations

• Conduct vaccine safety studies that come from questions or concerns in the medical literature 

or from other vaccine safety systems, like VAERS

• Monitor possible adverse events when new vaccines are licensed or when there are new 

vaccine recommendations

• Provide information to committees who make vaccine safety recommendations for the nation

Rapid Cycle Analysis (RCA)
  – Allows for quick detection  

Evaluating Safety of Vaccines in Pregnancy 
 – High priority to protect our littlest 
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• CDC’s  Immunization Safety Office (ISO) prepares for emergencies by ensuring that robust 

systems are in place to rapidly monitor vaccine safety in the event of a large-scale or 

emergency response vaccination program, which is particularly important when new 

vaccines are involved.  

• Launched December 2020  

o 10.1 million v-safe participants completed more than 151 million health surveys about their 

experiences following COVID-19 vaccination.

o V-safe data included in more than 20 scientific publications

• Monitoring system that sends a daily health check-in during the week after vaccination and 

then weekly for six weeks. For maternal RSV vaccine, check-ins will continue until delivery.
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VAERS
Vaccine Adverse Event Reporting System
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Documenting Adverse Events

In Oregon, VFC providers must report all 
clinically significant adverse events that 
occur after administration of vaccines to 
the Vaccine Adverse Event Reporting 
System (VAERS). 

• They must do so, even if they are not 
sure whether the vaccine caused the 
adverse event. 

• VAERS accepts all reports. This 
includes reports of vaccination errors. 

See page 7 of Oregon’s Vaccine Management Guide for 
more information.
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https://www.oregon.gov/oha/PH/PREVENTIONWELLNESS/VACCINESIMMUNIZATION/IMMUNIZATIONPROVIDERRESOURCES/VFC/documents/vfcvacmgmtguide.pdf


11. Adverse events reporting
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Model Immunization Protocol

10. Storage and handling

12. References



Model Immunization Protocol
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Submitting 
a report to 

VAERS:
Online
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Submitting 
a report to 

VAERS:
Writable 

PDF
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Anyone Can Report to VAERS

Everyone is encouraged to report possible adverse events after vaccination to VAERS, 

even if they are not sure whether the vaccine caused the problem. 

In general, you should report any side effect or health problem after vaccination that 

is concerning you.  
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Vaccine Administration Errors

• Healthcare providers are strongly encouraged to report all vaccine 

administration errors. 

• Health care providers are required to report all vaccine 

administration errors for:

– COVID-19 vaccines given under Emergency Use Authorization (EUA)

– Jynneos (Mpox vaccine) or ACAM2000 (smallpox vaccine)
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Strongly Encouraged vs Required
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▪ Vaccine Safety Information (CDC)

▪ How to Report Adverse Events to VAERS (CDC)

▪ VAERS Table of Reportable Events Following Vaccination (VAERS)

▪ MedWatch: The FDA Safety Information and Adverse Event Reporting System (FDA)

▪ MedWatch Online Voluntary Reporting Form (FDA)

▪ Model Immunization Protocols (Oregon Immunization Program)

For Assistance
Oregon Immunization Program 

Help Desk

1 (800) 980-9431

VFC.help@odhsoha.oregon.gov

Jill Johnson, RN BSN MEM

Clinical Vaccine Specialist

(971) 378-5691

jill.m.johnson2@oha.oregon.gov

References

https://www.cdc.gov/vaccinesafety/index.html
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vaers/reportingaes.html
https://vaers.hhs.gov/docs/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm
https://www.oregon.gov/oha/PH/PREVENTIONWELLNESS/VACCINESIMMUNIZATION/IMMUNIZATIONPROVIDERRESOURCES/Pages/stdgordr.aspx
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