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Disclaimer

= The findings and conclusions in this presentation are those
of the authors and do not necessarily represent the official
position of CDC and FDA

= The use of product trade names is for identification
purposes only
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About VAERS Report an Adverse Event VAERS Data v Submit Follow-Up Information

Have you had a reaction following a vaccination?

1 Contact your healthcare provider.
2. Report an Adverse Event using the VAERS online form or the
new downloadable PDF. New/

Important: If you are experiencing a medical emergency, seek
immediate assistance from a healthcare provider or call 9-1-1.
CDC and FDA do not provide individual medical treatment,
advice, or diagnosis_If you need individual medical or health care
advice, consult a qualified healthcare provider.

¢Ha tenido una reaccion después de recibir una vacuna?
1. Contacte asu proveedor de salud.
2. Reporte una reaccion adversa utilizando el formulario de

VAERS en linea o la nueva version PDF descargable. Nuevo! What is VAERS?

REPORT AN ADVERSE EVENT SEARCH VAERS DATA REVIEW RESOURCES SUBMIT FOLLOW-UP INFORMATION
Report significant adverse events Download VAERS Data and search Find materials, publications, learning Upload additional information related
after vaccination. the CDC WONDER database tools, and other resources. to VAERS reports.



http://vaers.hhs.gov/

VAEm Vaccine Adverse Event Reporting System
wearervaers. hhs.gov

Reporting to VAERS —

v Submit Follow-Up Information

by website

Fillable PDF also available

Completion Status

Report an Adverse Event - Patient Information

Instructions | en Espaial

Patient Information

Reporter Information

Facility Information

Vaceine Information

Mote- Fields marked with an * are essential and should be completed.

ltem1 @

Patient first name:

Patient last name:

Additional Information Street address:
VAERS —=
City: State: County:
ﬁ o :
Zipcode. Phone: Email:
ltem2 @ ltem3 @
* Date of birth (8 mm/adayyy or || mmivyyy) * Sex:

i O Male © Female © Unknown

Click to preview VAERS form liem4 @
* Date of vaccination (% mm/ddfyyyy or || mmfnyyy) Time:
# hh:mm O aM O PM
ltem5 @
* .
Date adverse event started ([ mm/ddiyyyy or || mmfyyyy)  Time:
# hh:mm OAM OPM
ltem 6 @ Item 7
* Age atvaccination Today's date:
years months 06/01/2020

ltem & @

Pregnant at time of vaccination?:




Vaccine Adverse Event Reporting System (VAERS)

* VAERS accepts all reports from all reporters
* Doesn’t judge causality or clinical severity of the event

* “Early-warning system”: identifies potential vaccine safety concerns for study
in more robust data systems

Strengths Limitations
= National data = Reporting bias
= Accepts reports from anyone = Inconsistent data quality and

= Rapidly detects safety signals completeness

= Lack of unvaccinated comparison grou
= (Can detect rare adverse events P sroup

= Generally cannot assess causality

= Data available to public

5
S



MMWR (2019) and RZV (Shingrix)

TABLE 1. Characteristics of recombinant zoster vaccine (RZV) reports
submitted to VAERS — United States, October 2017-June 2018

u IVI OSt re p O rtS n O n Se ri O u S Report characteristic Mo. (%)

Total reports 4,381 (100)
. . . . Sex
= Most AEs systemic or at injection site ... 2870(6535)
Men 1,265 (28.9)
Mot reported or unknown 246 (5.6)
TABLE 2. Most mmmnnly reported symptoms* after receipt of @EEZFUS Mflﬁiﬂ ]
recumhlnant zoster vaccine (RZV) in reports submitted to VAERS Type of reporter
(N=4 381} — United States, October 2017-June 2018 Health care professional 1,661 (37.9)
Manufacturer 1,661 (37.9)
Total RZV reports, RZIV given in combination Patient 801(18.3)
Sign/Symptom no. (%) with other vaccines, no. (%) Other ) 236 (5.4)
Parent/Guardian/Caretaker 22 (0.5)
Pyrexia 1,034 (236) 57 (26.6) Age group (yrs)
Injection site pain 985 (22.5) 49 (22.9) <508 27 (0.6)
Injection site erythema 880 (20.1) 50 (23.4) 50-59 956 (21.8)
Pain 853 (19.5) 45(21.0) ?g'gg ‘-‘;g; {3;-2}
Chills 847 (193) 32(15.0) S50 o [53,.1
Headache 730(16.7) 30(14.0) Mot reported or unknown 692 (15.8)
Fatigue 703 (16.10) 23(10.7) RZV given alone’ 4,167 (95.1)
Pain in extremity &91 (15.8) 37(17.3)
Injection site swelling 588 (134) 29(138)
Myalgia 530(12.1) 19(8.9)
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Reports to VAERS Report characteristics N (%)

following RZV Total reports 38,902
Female 25,723 (66.1)
Non-serious 37,885 (97.4)
Type of reporter
" Current as of Oct 22’ 2020 Manufacturer 14,289 (36.7)
Healthcare professional 13,003 (33.4)
— No appreciable changes C";t]'e”t 9558‘%2‘5‘-2)
proportion-wise since MMWR = 070 (5.3)
or Apr 2019 Age groups (years)
<507 195 (0.5)
50-59 8,307 (21.4)
60-69 13,293 (34.2)
70-79 8,282 (21.3)
80+ 2,267 (5.8)
Not reported or unknown 6,558 (16.9)
*Based on the Code of Federal Regulations if one of the following is reported: «
death, life-threatening iliness, hospitalization or prolongation of hospitalization RZV given alone 36'044 (927)
or permanent disability (FDA routinely reviews all serious reports) TRZV not approved for use in <50 y/o 7



Most common signs and symptoms reported to VAERS
following RZV

Signs and symptoms * 38,902 total reports = No appreciable changes
(MedDRA Preferred Terms) n (%) ronortion-wise since
Pyrexia (fever) 9,294 (23.9) brop
Chills 7,965 (20.5) Apr 2013
Pain 7,820 (20.1) .
Headache 7,444 (19.1) — Most AEs systemic
Injection site pain 7,359 (18.9) or at Injection site
Fatigue 6,362 (16.4)
Pain in extremity 6,165 (15.8) — No unexpected
Injection site erythema 5,609 (14.4) adverse events or
Myalgia 4,424 (11.4) patterns of
Nausea 4,223 (10.9) reporting detected

*Not mutually exclusive; a report may contain more than one MedDRA Preferred Term
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Guillain Barre Syndrome (GBS) after Shingrix

During Oct 2017—Apr 2019, 46 reports of GBS
e 31 met Brighton Level 1-3 diagnostic certainty (24) or were physician-diagnosed (7)
e BL1(2);BL2(17); BL3(5)
* 29 (94%) developed symptoms within 42 days of vaccination
= During May 2019-October 2020, 44 reports of GBS
e 27 met Brighton Level 1-3 diagnostic certainty (16) or were physician diagnosed (11)
e BL1(3);BL2(9); BL3 (4)

e 25(93%) developed symptoms within 42 days of vaccination



Data mining

= Proportionality reporting ratios (PRR) and Empirical Bayesian
(EB) data mining identified no disproportional reporting of AEs

after Shingrix compared to other vaccines

— EB data mining: “Product administered to patient of inappropriate age”

(ages 19-44.9 years)
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Summary of VAERS review of RZV reports

= As of Oct 2020, RZV post-licensure safety monitoring findings in VAERS are
generally consistent with the safety profile observed in pre-licensure

clinical trials
— Most reported AEs systemic or at injection site

— Serious AEs rare (2.6% of reports, similar to other vaccines

administered to same age groups)
— Number, composition of reported GBS comparable to last update
= No disproportional reporting of any AEs by PRR or EB data mining
— Inappropriate age (19—-49.9 years) by EB data mining
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Thank you

For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the
official position of the Centers for Disease Control and Prevention.
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