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Description of v-safe



Active safety monitoring for COVID-19 vaccines

▪ v-safe is CDC’s new “after vaccination health checker” 
program:

– Allows participants to opt in for text links to web surveys 
after vaccination

– Helps participants report side effects and health impact 
events after vaccination

– Includes active telephone follow-up by CDC for reports 
of medically attended health impacts

– Captures information on pregnancy status and enables 
follow-up for enrollment in a pregnancy registry



+

Co-managed by
CDC and FDA

Vaccine Adverse Event 
Reporting System

http://vaers.hhs.gov

VAERS is the nation’s early warning system for vaccine safety

http://vaers.hhs.gov/






Daily surveys



Daily surveys



Awareness and enrollment

▪ Ideal:

– All sites provide information sheet 
immediately after vaccination.

▪ Reality:

– Many sites are not providing sheets (not 
mandatory).

– Some sites are including v-safe information 
but as a small statement within a broader 
vaccination visit handout.

– Some participants enter via cdc.gov/vsafe.



Infrastructure for v-safe



Key v-safe infrastructure activities

▪ Platform improvements

▪ Data management

▪ Inquiries

▪ Technical support and troubleshooting 

▪ Other questions

▪ Pregnancy registry

▪ Communications



Presentations to 
partner organizations 

and jurisdictions

Answering inquiries 
from v-safe users 

(both technical and 
non-technical)

Data management 
and analytics

Presentation and 
publication of v-safe 

data
Communications

Contracts and staffing

Development and 
improvement of 

platform

Pregnancy Registry

Key v-safe infrastructure activities



Enrollment and feedback from participants



Enrollment in v-safe – as of April 12, 2021

▪ 7.7 million active v-safe participants

▪ 85 million health check-in surveys completed

▪ More than 86,000 potential pregnancies identified

▪ More than 4,200 enrolled in pregnancy registry



Social media reactions to v-safe

▪ “I did the v-safe. In addition to the whole data geek thingy I liked 
them checking on me.” 

▪ “v-safe has been better at checking in on me than I am on my friends 
and family”

▪ “I really like these v-safe cdc check-ins. Like I’m not worried about 
side effects, it just feels nice to get texted”

▪ “I’ve been ghosted by v-safe. After a week of asking me daily how I’m 
doing, now it never texts me anymore. Was it something I said?”



Key findings from v-safe health surveys



First month of COVID-19 vaccine safety monitoring

▪ Describes reports to VAERS and v-safe of 
health events after receipt of mRNA vaccines

▪ Most common solicited reactions after 
vaccination reported to v-safe: injection site 
pain, fatigue, headache, myalgia, chills

▪ Findings for reactogenicity consistent with 
reporting in phase 3 clinical trials

▪ Recommendation for patient counseling to 
set expectations, ease concerns, and 
encourage series completion

https://www.cdc.gov/mmwr/volumes/70/wr/mm7008e3.htm



Reactogenicity following receipt of mRNA-based COVID-19 vaccines

▪ Describes local and systemic reactogenicity  
reported to v-safe in first week after mRNA 
COVID-19 vaccination

– Pain, fatigue, headache, and myalgia 
were the top solicited reactions after 
either dose of vaccine

– Reactogenicity most common on day 
after vaccination

– Reactogenicity was substantially higher 
after the second dose

– Less reactogenicity reported in v-safe
participants ≥65 years of age

https://jamanetwork.com/journals/jama/fullarticle/2778441 



Preliminary findings of mRNA COVID-19 vaccine safety in pregnant 
persons

▪ Characterization of initial safety of mRNA COVID-19 
vaccines in pregnant persons based on reports to 
VAERS, v-safe, and the v-safe pregnancy registry

– Substantial numbers of self-reported pregnant 
persons have registered in v-safe

– Local and systemic reactogenicity similar to non-
pregnant persons

– No safety signals in this preliminary look at safety 
findings

– Longitudinal follow-up continues in 
v-safe pregnancy registry

Manuscript in press



Lessons learned – early days of v-safe



Lessons learned

▪ User requirements change.

▪ Technology-based solutions need technology support.

▪ SMS technology is complex.

▪ V-safe is open to all, but complete promotion has been difficult to achieve.

▪ Public response to v-safe has been positive.

▪ Maternal vaccine recipients are highly motivated to contribute to research.

▪ Early assessments have been reassuring.
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For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY:  1-888-232-6348    www.cdc.gov
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