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ODbjectives

To assess the freguencies of suspected adverse drug

reactions (SADRS) in children receiving Fluenz® Tetra
vaccine during the early 2017-2018 influenza season In
England.
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Introduction

The European Medicines Agency recommend that all
seasonal flu vaccines undergo enhanced safety
survelllance (ESS) in the early flu season to rapidly
detect any emerging safety issues.

Fluenz® Tetra is a quadrivalent, live attenuated, nasal,
Influenza vaccine licensed in the UK for children aged
2 to 17 years.t

We present results for the Fluenz® Tetra 2017-2018
season ESS.

Methods

GP practices and school nurse teams agree to take part
.

Children vaccinated as part of national immunisation programme
G

Vaccinees given Safety Report Card (SRC) post-vaccination

\
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Vaccinees return SRC if sADR
experienced

.
sADR data assessed and

Site staff record no. of
vaccinees given an SRC

4

Counts shared on weekly basis
entered on safety database with surveillance team

4 4

Analysis of data and report to regulator

Surveillance Period: 29th Sep. to 2nd Dec. 2017

Number of Participating Sites: 38 general practices and
36 schools in England

Project approved by South Central Hampshire B
Research Ethics Committee

Adopted to UK Clinical Research Network Portfolio

Results

Participant Flow:

Children SRCs
vaccinated returned

N=12,193 N=10,793 N=114

*16 different lots used; *SRCs with at least one sADR reported

101 SRCs returned reporting at least one sADR (9.0 per
1000 SRCs issued)

Eligible
SRCs
returned

N=101
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Results (continued)

/0% of SRCs returned were for children aged 2-4 years
(65, N= 93 for non-missing age, Figure 1).

Figure 1 - No. of SRCs returned by age and sex
(n=101)
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3 reports (0.03% of SRCs issued) were classified as
serious - child reported to have been hospitalised with
symptoms (Table 1).

Table 1 — Symptoms reported in SADRs classified as serious
due to hospitalisation (2017-2018 ESS, England)

Symptoms No. of reports

Nasal sym ptoms Recovered
General cold/flu 1 Recovered
1 Recovered

Table 2 shows the most frequently reported sADRS.

Table 2 — Most frequently reported sADRs (2017-2018 ESS,
England)

SADRs reported No. of
reports

Most frequent symptoms:

No. of SADRs
per 1000 SRCs
Issued (95% ClI)

% 330234
31 29204
14 130722
5 120629
13 120620
13 120620
Most frequent organ system:

8 634980

SADRSs: suspected adverse drug reactions

Conclusions

« Overall, the number of SADRs reported for Fluenz® Tetra
In the 2017-2018 ESS remains low.

Reported sADRs were minor expected events.

Serious sADRs were rarely reported.

The pattern and frequency of reported sADRs are
consistent with previous seasons.

No safety signals detected.

The ESS method is a useful extension to routine
pharmacovigilance activities.
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