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VAERS surveillance for the 201 2-
2013 influenza season



Vaccine Adverse Event Reporting System
(VAERS) (co-managed by CDC and FDA)"

:http://vaers.hhs.gov



http://vaers.hhs.gov/
http://vaers.hhs.gov/

2011-12 2012-13
N (%) N (%)

Total reports 6,588 7,121
(US primary reports)
Serious reports” 495 (7.5) 457 (6.4)
Non-serious reports 6,093 (92.5) 6,664 (93.6)
Guillain-Barré syndrome? 100 (1.5) 72 (1.0)
Anaphylaxis® 26 (0.4) 31 (0.4)

(onset interval 0-1 days post-vaccination)



http://www.cdc.gov/flu/professionals/vaccination/vaccinesupply.htm

2011-12

N (%)

2012-13
N (%)

(onset interval 0-1 days post-vaccination)

Total reports 498 494
(US primary reports)

Serious reports’ 26 (5.2) 41 (8.3)
Non-serious reports 472 (94.8) 453 (91.7)
Guillain-Barré syndrome? 3 (0.6) 2 (0.4)
Anaphylaxis® 1(0.2) 5(1.0)



http://www.medimmune.com/media/press-releases/2012/08/02/flumist-sup-sup-(influenza-vaccine-live-intranasal)-begins-shipping-for-2012-2013-influenza-season
http://www.medimmune.com/media/press-releases/2012/08/02/flumist-sup-sup-(influenza-vaccine-live-intranasal)-begins-shipping-for-2012-2013-influenza-season

2010-11 2011-12 2012-13
N (%)" N (%) N (%)
Total number 642 605 730
Serious 58 (9.0) 69 (11.4) 64 (8.8)
Female 412 (64.2) 407 (67.3) 511 (70.0)
Median age (range) 71 (1-95) 71 (24-98) 71 (2-98)
TIV-HD alone 587 (91.4) 540 (89.3) 590 (80.8)




Fluzone®” High-Dose (TIV-HD) reports in
VAERS, 2012-13 influenza season



2011-12 2012-13
N (%) N (%)
Total no. 86 391
Serious 1(1.2) 9 (2.3)
Female 61 (70.9) 295 (75.4)
Median age (range) 44 (12-69) 43 (4-88)
TIV-ID alone 81 (94.2) 353 (90.3)




Fluzone® Intradermal (TIV-ID) reports in VAERS,
2012-13 influenza season



Summary of VAERS reports for TIV administered
during pregnancy, 2012-13 influenza season



Influenza vaccine administration in
patients with history of egg allergy

http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6033a3.htm

http://www.cdc.gov/vaccinesafety/activities/cisa.html



http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6033a3.htm
http://www.cdc.gov/vaccinesafety/activities/cisa.html

CISA assessment of VAERS anaphylaxis reports
after influenza vaccine in individuals with
suspected egg allergy, 7/1/2010-5/3/2013
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Vaccine Safety Datalink (VSD)
surveillance for 2012-13 influenza
season




Vaccine Safety Datalink (VSD)

o O O O




Vaccine Safety Datalink (VSD) surveillance for
2012-13 influenza season

] Near real-time monitoring (Rapid Cycle Analysis) pre-
specified outcomes” for TIV and LAIV

= Guillain-Barré syndrome
= Seizures
= Encephalitis, myelitis and encephalomyelitis

= Anaphylaxis

] 2012-13 influenza vaccine Rapid Cycle Analysis used

automated data from ~9.2 million health plan
members

*Using ICD-9 codes
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Vaccine Safety Datalink (VSD) surveillance
for 2012-13 influenza season”

] TIV dose 1:3,672,076 doses
= TIV-HD: 31,257 doses?
= TIV-ID: 4,713 doses’

] LAIV dose 1:264,262 doses

 No signals in Rapid Cycle Analysis during the 2012-
13 influenza season for any pre-specified
outcomes

* Doses administered through March 14,2013
T TIV-HD and TIV-ID included in TIV total but dropped from final analysis for Rapid Cycle Analysis
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Summary

(J No new safety concerns detected for TIV or LAIV during the
2012-13 influenza season

(] Review of pregnancy reports in VAERS identified no
unusual patterns

(] Review of VAERS reports for the past 3 influenza seasons
identified 1 case of anaphylaxis in an egg allergic
individual following TIV that was consistent with a
reaction to egg protein in the vaccine
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Next steps

] Enhanced VAERS surveillance for 2013-14 to include
physician review of reports for:

" Pregnancy
= Anaphylaxis in egg allergic individuals

= New vaccines:
* Quadrivalent (1IV4 and LAIVA4)
e Cell culture-based

e Recombinant

[ Vaccine Safety Datalink (VSD) near real-time
monitoring (Rapid Cycle Analysis) for 2013-14

= Surveillance of new vaccines will depend on number of
doses observed in VSD
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Extra slides



Vaccine Adverse Event CDCand FDA  US frontline spontaneous reporting

Reporting System system to detect potential vaccine

(VAERS) safety problems

Vaccine Safety Datalink CDC and Large linked database system used

(VSD) Healthcare for active surveillance and research
Plans

Clinical Immunization CDC and Expert collaboration which

Safety Assessment Academic conducts individual clinical vaccine

(CISA) Project Centers safety assessments and clinical

research



2010-11 2011-12 2012-13

N (%)" N (%) N (%)
Total number 642 605 730
Serious 58 (9.0) 69 (11.4) 64 (8.8)
Female 412 (64.2) 407 (67.3) 511 (70.0)
Median age (range) 71 (1-95) 71 (24-98) 71 (2-98)
TIV-HD alone 587 (91.4) 540 (89.3) 590 (80.8)
' ' ! |

Most common Pyrexia 170 (26.5) Chills 147 (24.3) Pyrexia 127 (17.4)
coded Chills 169 (26.3) Pyrexia 128 (21.2) | Chills 123 (16.8)
outcomes

Nausea 119 (18.5) Pain 102 (16.9) Inj. site erythema 97 (13.3)
(basedon MedDRA | p.;1, 106 (16.5) Headache 87 (14.4) | Pain in extremity 94 (12.9)
codes, excluding
abnr;rn)nal lab Vomiting 105 (16.4) | Vomiting 76 (12.6) | Pain 92 (12.6)
results

Headache 101 (15.7) | Dyspnea 68 (11.2) Nausea 86 (11.8)




Most common
coded
outcomes

(based on MedDRA
codes, excluding
abnormal lab
results)

Injection site erythema 24 (22.2)

2011-12 2012-13 (7/1/12-5/3/13)
N (%) N (%)
Total no. 86 391
Serious 1(1.2) 9 (2.3)
Female 61 (70.9) 295 (75.4)
Median age (range) 44 (12-69) 43 (4-88)
TIV-ID alone 81 (94.2) 353 (90.3)

Injection site erythema 93 (25.0)

Erythema 17 (15.7)

Erythema 69 (18.5)

Injection site swelling 17 (15.7)

Pain 54 (14.5)

Pain 15 (13.9)

Injection site pruritus 53 (14.2)

Injection site pain 14 (13.0)

Injection site pain 52 (14.0)

Pruritus 14 (13.0)

Pruritus 50 (13.4)
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