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FDA CBER Active Surveillance Program 

Through multiple contracts 
and partnerships, CBER 

works with a diverse group 
of epidemiologists,  

clinicians and data scientists 
to conduct active 

surveillance studies.
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Data Source* Database Type

Number of 

Patients 

Covered 

(Millions)

Time Period 

Covered

CMS - Medicare Claims 105 2005 - present

Blue Health Intelligence Claims 46 2012 - present

Optum - Adjudicated Claims 66 1993 - present

Optum - Pre adjudicated Claims 30 2017 – present

Carelon Research Claims 69 2010 – present

CVS Health Claims 37 2018 – present

Optum EHR EHR 102 2007 - 2020

Optum Integrated Claims - EHR Linked EHR Claims 25 2007 - 2020

*Data lag varies for different databases.  

Federal Partner and BEST Initiative Data Sources
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Data 
Partners 

FDA/CBER 
 BEST System

IIS Partnership with FDA: Flow of Data

IIS share vaccination 
data on health plan 
members with BEST 
health plan data 
partners 

Data partners clean, 
validate, aggregate and 
analyze linked vaccination 
and claims data per  FDA 
protocols

Data Partners provide aggregated summary data to 
FDA/CBER, to monitor vaccine safety and 
effectiveness.

IIS
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Pandemic Era IIS COVID-19 Vaccination Data 
Linkage (All DPs)

• Vaccinated rates
• Claims data alone: 13.5–46.4%

• IIS—claims linkage: 22.5–65.5%

• Some linkages contributed to as 
much as 50% increase in 
immunization data. 

• Linkage to IIS decreases COVID-19 
vaccine misclassification in studies 
that rely on claims.
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NOTE: Data current as of September 30, 2022

Vaccine totals represent at least 1 COVID-19 vaccination in IIS jurisdictions 

exchanging data with any BEST DP



Current IIS Contributions to 
claims data linkage 

for vaccination studies
(All DPs)

2022–2023 vaccines used to prevent mpox, and 2023–
2024 Formula COVID-19 and Influenza vaccines:

Across all DPs with linked IIS jurisdictions
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Vaccine

Number of IIS 
jurisdictions 

linked to 
claims

Vaccinations Records Observed in IIS Only

% Range (Min, Max) %

COVID-19 (2023-2024 
formulations)

~31 30.4 (5.9, 54.7)

Influenza (2023-2024 
formulations)

~20 25.9 (2.4, 47.6)

Mpox ~18 82.3 (48.2, 98.2)



Status of CBER-
BEST and Data 
Partners 
IIS Jurisdiction 
Outreach 
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Last updated April 2024

Note: Sharing data means made at least 1 data linkage/exchange with an FDA DP.
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• BEST studies have 
contributed to EUA and 
approvals during numerous 
FDA advisory panels.

• BEST studies provided 
risk estimates for input 
in benefit–risk 
assessment for 
regulatory decision 
making.

• As part of the both passive 
and active US 
surveillance system, BEST 
studies contribute to the 
advisory committee that 
determines the public 
health policies regarding 
vaccines in the US. 12

Regulatory and Public Health Impact



COVID-19 Vaccine Safety Surveillance

Evaluate

Are rates of safety 

outcomes higher 

than expected

Evaluate

Are rates of safety 

outcomes higher 

than expected

Evaluate

Are rates of safety 

outcomes higher 

than expected

Evaluate

Are rates of safety 

outcomes higher 

than expected
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• IIS data were essential to 
measure exposure for 
JYNNEOS and ACAM2000.

• Vaccinated in Claims Only 
~10% Vaccinated in IIS ~83%

• IIS data were critical to give us 
the ability to do monitoring.

Vaccines & Allergenics – BEST Initiative

• A total of 131,888 doses of JYNNEOS or ACAM2000 
were administered during May 2022-April  2023, 
among adults aged 18–64 years

• Most doses administered across all data partners were 
JYNNEOS (131,513; 99.72% of all doses)

• Of those who received a first JYNNEOS dose (80,812), 
62.38% received a second dose overall

• Across all data partners, the peak number of first and 
second JYNNEOS doses occurred in August and 
September 2022

• Most JYNNEOS doses were administered to males 
(94.26%), those aged 25–34 years old (35.20%), and 
those who lived in urban areas (98.80%) 

Safety Surveillance of Vaccines used to 

prevent Mpox 

https://bestinitiative.org/vaccines-and-allergenics


The linkage of IIS data to commercial claims data 
allowed for a substantially increased capture of 
vaccines used to prevent mpox, which facilitated 
the characterization of the vaccinated population 
during the 2022 mpox outbreak in the US. 

We were able to observe trends in doses and 
characteristics of the vaccinated population.

This work was part of the public health 

response to the mpox outbreak. 

Data from this work provide further evidence of 
the importance of incorporating IIS data when 
vaccines are administered through local, state, and 
territorial health departments as part of an 
outbreak response.
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❑ BE T                           F A  BER’                             
products safety and effectiveness through active surveillance.

❑ IIS data complements vaccination claims data adding up to 30% more 
immunization information for 2023-2024 COVID-19 vaccinations, ~26% 
for 2023-2024 flu vaccinations, and ~83% for vaccinations used to 
prevent mpox. IIS data contributes to timely, evidence-based regulatory 
decision making.

❑ Continued and expanded IIS data linkage is needed for BEST to 
continue generating rapid and comprehensive response to the COVID-
19, seasonal influenza, and future outbreaks that require vaccine 
administration.

Conclusion
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Post-market Surveillance Activity

•COMMUNICATIONS & 
OUTREACH
• ENGAGING STAKEHOLDERS
• EVENTS
• PUBLICATIONS & 

PRESENTATIONS

•DATA & SURVEILLANCE 
ACTIVITIES
• DISTRIBUTED NETWORK AND 

COMMON DATA MODEL
• ARTIFICIAL INTELLIGENCE 

AND NATURAL LANGUAGE 
PROCESSING

•ABOUT
• BACKGROUND
• COLLABORATORS
• PRIVACY & SECURITY

https://bestinitiative.org/best/communications-and-outreach/events
https://bestinitiative.org/best/communications-and-outreach/events
https://bestinitiative.org/best/communications-and-outreach/engaging-stakeholders
https://bestinitiative.org/best/communications-and-outreach/events
https://bestinitiative.org/best/communications-and-outreach/publications-and-presentations
https://bestinitiative.org/best/communications-and-outreach/publications-and-presentations
https://bestinitiative.org/best/communications-and-outreach/events
https://bestinitiative.org/best/communications-and-outreach/events
https://bestinitiative.org/best/data-and-surveillance-activities/distributed-network-and-common-data-model
https://bestinitiative.org/best/data-and-surveillance-activities/distributed-network-and-common-data-model
https://bestinitiative.org/best/data-and-surveillance-activities/artificial-intelligence-and-natural-language-processing
https://bestinitiative.org/best/data-and-surveillance-activities/artificial-intelligence-and-natural-language-processing
https://bestinitiative.org/best/data-and-surveillance-activities/artificial-intelligence-and-natural-language-processing
https://bestinitiative.org/best/communications-and-outreach/events
https://bestinitiative.org/best/about/background
https://bestinitiative.org/best/about/collaborators
https://bestinitiative.org/best/about/privacy-and-security
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For questions about this presentation, contact the presenter at 
Tainya.Clarke@fda.hhs.gov

mailto:Tainya.Clarke@fda.hhs.gov
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