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Table 1 Study population summary.

Vaccination timing First Second Third All
wimester n=13 {n =97 n =12 n =189
Maternal age (years) - 5 -
(average £ SD) 342241 345+38 342+£39 34439
Parity (1/2 2) 6/7 63/37 * 41/31 1107182
Number of fetuses (1/2/3) _ 13/0/0 93/4/0 68/4/0 174/8/0
Weeks of gestation at vaccination
(average +SD) 129+14 22539 32426 25.7+68

Table 2 Vaccination timing and maternal outcomes.

. Vaceination timing First Second Third All
trimester (n=13) n=97) (n=172 {n =182
Fever (number of cases) - 0 3 ) 0 3
Abortion (%) 0 0
Preterm (%) 76 72 69 71
Weeks of gestation at delivery : w
(average  SD) 38815 38910 35010 390=11

Table 3 Vaccination timing and neonatal outcomes.
N Vaccination timing First Second Third Al

h trimester (n=13) (n = 101) (n = 76) (n =190}
Malfarmation (case) 0 4 (3.9%) 2(26%) 6 (3.2%)
Apgar score at 5 min
Pcacimbonsf 9204 92205 9106 91+05
Birth weight (g) 30267+3456  30970+3322 30943+3200 30909+3268
Actual weight/median weight*
(average +SD) 1003+119 1008+114 100.1£10.5 1005+11.0

*Median birth weight at gestational age in Japan
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FARIRERAEE TR O A, 7St Foigd L <X RERE
AEJCHESE 8§, SAESONB. 84, FTEMHMN 3, JpUL
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AUEEEREN 2 B, ) VIRETSERE 2 4, ZKiEHE
iR 1, FEHMLEEAMA 1, BT EERIE
14, 5208 1H, TAPALR, 2=x—NiFE1 6,
~N—Fzv ME1H, BEEERELNTHo .
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7o (BEA+HES 259).

B #
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Table 4 Preterm delivery.
Vaccination timing Weeks of ° - Birtt Actual
3 Week gestation Delivery plications™ A weight/median
Trimester g;eng at delivery weight (g) weight*
First 14 36 Caesarian Alfter myomectomy 2672 1084
17 36 Vaginal None 2410 945
" Twin pregnancy
18 36 Caesarian (dichorionic-diammiotic) 2,440, 2586 990, 1049
19 35 Vaginal None 2375 1043
Second 22 36 Vaginal Anti-SSA antibody positive 2750 1079
24 36 Caesarian Antiphospholipid antibody syndrome 2136 838
! Twin pregnancy
25 34 Caesarian (dichorionic-diamniotic) 2,360, 1,962 1009, 769
27 36 Vaginal None 2620 1103
Twin pregnancy
" (dichorionic-diamniotic) i
29 36 Caesarian Congenital biliary dilatation 2,168, 1,906 .91.3. 773
(post operative)
A Twin pregnancy
—_— 81 % Caesarian (e horionic-diamniotic) 2062, 2706 - 8641098
32 36 Vaginal None 2,665 1046
: Twin pregnancy
32 36 Caesarian {dichorionic-dizmniotic) 3,240, 2,862 1314, 1161
« Twin pregnancy
M 36 - Caesarian (dichorionic-diamniotic) 2.336.2.176 947, 884
*Median birth weight at gestational age in Japan.
**No malformations were seen.
Table 5 Description of malformations.
Vaccination timing Weeks of
Maternal age gestation at Complications Malformations
Trimester geﬁl;;:i . delivery
First - - )
20 40 38 None Syndactyly (hypoplastic left digits)
el 27 32 39 None Polydactyly (rudimentary right sixth digit)
coni
T 28 40 40 Hashimoto disease Bilateral accessory ear
29 37 37 Basedow disease Syndactyly (left hypoplastic digits)
ik 35 39 39 None Clinodactyly (left fourth toe)
35 M ] None Mpyogenic torticollis (right)
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Influenza Vaccination Safety during Pregnancy

Koushi YAMAGUCHI, Michi HISANO, Madoka HORIY A, Noriyoshi WATANABE,
Takahiko KUBO, Tatsuo KATO & Atsuko MURASHIMA
National Center for Child Health and Development

Increased morbidity and mortality in pregnant women were reported following three major historical
influenza pandemics. To prevent influcnza infection during pregnancy. the Centers for Discase Control
(CDC) and the American College of Obstetricians and Gynecologists (ACOG) recommend that all pregnant -
women and those intending to get pregnant during the inflluenza season be vaccinated. In 2004, they ad-
vised expanding vaccination guidelines [rom the second and third trimester to all three trimesters. We
evaluated the safety of influenza vaccination during pregnancy in 182 subjects from 2007-2009. No adverse
events were seen in pregnancy or fetal medical condition regardless of the pregnancy stage at which vac-
cine was administered.
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6 ADVERSE REACTIONS

6.2 Postmarketing Experience

Digestive disorders: abdominal pain

Blood and lymphatic disorders: transient thrombocytopenia
Nervous system disorders:

myelitis (including encephalomyelitis and transversc myclitis);

ncuropathy (including neuritis): paralysis (including Bell’s Palsy)
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6 ADVERSE REACTIONS
6.2 Postmarketing Experience
Blood and Lymphatic System Disorders Thrombocytopenia

Nervous Sysiem Disorders: myelitis Gneluding

Y —vth) encephalomyelitis and transverse myelitis), facial palsy (Bell's
palsy), optic neuritis/neuropathy
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Fluvirin® 6 ADVERSE REACTIONS
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6.3 Postmarketing Experience

Blood and lymphatic disorders: transient thrombocylopenia.
Digestive disorders: abdominal pain.

Nervous system disorders: myelits (including encephalomyelitis and

transverse myelitis): neuropathy (including neuritis); paralvsis (including

Bell’ s Palsy).
FLUARIX® 6 ADVERSE REACTIONS
(FZzP+RE 6.2 Postmarketing Experience
A7 T4 ) Gastrointestinal Disorders: Abdominal pain

Nervous System Disorders: encephalomyelitis, facial palsy, facial paresis,




myelitis, neuropathy

Vascular Disorders:Henoch-Schonlein purpura

6.3 Adverse Events Associated With Influenza Vaccines

Neurological ~disorders temporally associated with influenza

vaccination such as encephalopathy, optic neuritis/neuropathy, partial

facial paralysis, and brachial plexus neuropathy have been reported.
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