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7 7 F vk & FLIEZ25R%E(SIDS: Sudden infant death syndrome) 1< BE# L, BN D BRI % RITR

ER

1.

Sudden Infant Death After Vaccination (7 7 5 v #:ffit% @ FLIE22448%E). Am J Forensic Med Pathol
2019;40: 232-237. HIE 7 7 4 M h o DIEH % TTIC L 72576 DSIDSTEFI D fiftT, c D55, 77 F
VR HDANICIE T L 22 fEfI233651d v . 3fliHibY 27 F v EfftR3 H LANICIE T L T 7228,
77 F v EDRBERRIIHL IR Do T,

Revised World Health Organization (WHO)’s causality assessment of adverse events following
immunization—a critique (7 7 F v KA EHROWHOD KREIR 7 & 2 X~ b O HEH) [version 2;
peer review: 2 approved]. F1000Research 2018, 7:243 Last updated: 17 MAY 2019. 7 7 F v Efiits HE
FROWHODKRBIRT £ X A ¥ F DEFIRDNEK, 2 H OEFIRICOWTEHEHL T2, 71
—F % — M XY, JEFORETEENTE I N TS,

Sudden infant death syndrome, attention-deficit/hyperactivity disorder and vaccines: Longitudinal population
analyses (FLIRZ28R%0., FEXIGL BPEREE & 7 7 F o BEfE, $EWTHY A 447). (Vaccine 36 (2018)
595-598). SIDS & ADHD X 7 7 F v $18 D [ O W E ) 72 B 10 D W\ T RE D BN T FiEefdE 3 — <
4 (National Immunization Survey). £t T BiHfEaAfi L 4 — F (School Vaccination Assessment

Reports), [EP A LIE)REHEH(National Vital Statistics) ¥ X TNE PN/ R A B 75 (National Children’s
Health Survey) D 7 — % % i\ C A A BIRAFE T 7 v & LT,

Adverse events following Haemophilus influenzae type b (Hib) vaccines in the Vaccine Adverse Event
Reporting System (VAERS), 1990-2013 (1990 — 2013 TD 7 7 F VEIRKIGL F— b Y AT LT — &
(VAERS)N DHib7 7 7 v et ic i < BI/JE). I Pediatr. 2015 April ; 166(4): 992-997.
doi:10.1016/j.jpeds.2014.12.014.Hib 7 7 F v Eeffitk ic ¥y T 417229,747H1 D 5 £ 5,179 IZHH T,
896fI HFE LT dH o 7z, D L  IZFLCRWIE T CIREHBUE X 17 Fffil 133840 TH - 72, H
FOGDERIRI et iz, #iat AR aBEZ 8B 2 2 KRR OFH O BZITRD b s d o 7,
Sudden Infant Death Syndrome  (¥L/22244%E). Am Fam Physician. 2015;91(11):778-783.)

SIDS (Fi# 2 20 R OMATEF v v == I X Y 50%LL A U, b ST 7 R AT (3 BEARER
HIcBT b0 THo T,

Safety Surveillance of Diphtheria and Tetanus Toxoids and Acellular Pertussis (DTaP) Vaccines (2 7 7 Y
7. BEE N A P, EHEEE (DTaP) 7 27 F v oREeEM Y —~ 4 7~ R) (PEDIATRICS
Volume 142, number 1, July 2018:€20174171) 7V 7 F v HEHRRHE > 2724 (VAERS) DF — X %{ii
AL T, RKECBEEZMT I T2 Y 77 ) THGEIEEEEHY% (DTaP) 7 27 F v 0oL 4etE
% G L 7o

L
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Sudden Infant Death After Vaccination (7 7 5 v #:ffit% o 3L 22 A%F)

(Am ] Forensic Med Pathol 2019;40: 232-237)

Sudden infant deaths might be attributable to adverse reaction to vaccination, but separating them from
coincidental occurrences is difficult. This study retrospectively investigated vaccination-related details and
postmortem findings for 57 cases of sudden death in children 2 years or younger. Data were extracted from
autopsy files at the Department of Forensic Medicine, Tokai University School of Medicine. Vaccination
histories were available in 50 cases based on the maternity passbook. Of the 32 cases in which any vaccines
were administered, 7 infants (21.9%) had received immunization within 7 days of death. The most frequent
vaccine cited as the last immunization before death was Haemophilus influenzae B. Although a temporal
association of vaccines with sudden death was present for two 3-month-old and one 14-month-old infants in
whom death occurred within 3 days of receiving the H. influenzae type b and other vaccinations, a definitive
relationship between the vaccine and death could not be identified. Histopathological examinations revealed
pneumonia and upper respiratory infection as contributing to death in their cases. Moreover, all 3 cases
showed hemophagocytosis in the spleen and lymph nodes, which are similar features to hemophagocytic
lymphohistiocytosis. Judgment of the disorders as truly related to vaccination is difficult, but suspicious
cases do exist. Forensic pathologists must devote more attention to vaccination in sudden infant death

cases.

FURERIIT PHIEBICHEERSICRRAL Twa2b Lk, L2L, b i3 BRo R L 3089
DY) EEST T LB L W, KAWL, 2F LT 0 SR 3513 2 SIDSTHI D F B R R ELR I 0 2R & M i 5
ZLPRAXT T 4 TICHET, T — X3, HiBRFEEEELBETHRIE 7 7 A2 b AF LT, TP
PEERE L, B EEFIRICE D&, 506 CRIFRIRETH 572, 26E %AV 7 F v 22T TED. T4
DI (21.9%) 13, FEOTHLNICY 2 F v %Z T Twiz, SLTHICRD % S LTz Ii3HibY 7
FUTHoTe, Tl AT EN o 7z—K 7T 7 F v B ZED - HE], 2610 =2 HiglE & o142
AlgRICHIbY 2 F v B X OZotthd 7 7 F VEM3HUNICH T AR D bz LTh, 77 F v &R
DT IRIE B 72 BETE I & 221 T & 7 dr o 7o, MARURELSAR) 2 12 2 00 5 OREFI TR & b GE KGR
WELTWL LT Lz, 20 Ric, SEHETICH TS V v ojfiics T, FERNICE
BV v oSERMSIE & FIRRIC 72 2 MR E RIED RO bz, 7 7 F SRS & B2 S 2 ¥l 2
TEIFHMAEE LV, L L7adn, BED L WIEBNIFTE L T b, KEEH IZFRRRIICA N7 7
FVYEREICOWT I VFEREZRAT R TR 5 R0y,
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Revised World Health Organization (WHO)’s causality assessment of adverse events following
immunization—a critique [version 2; peer review: 2 approved]
F1000Research 2018, 7:243 Last updated: 17 MAY 2019

70 F TR ICE K BEHELOWHOD K R BEFZ 0 B

Abstract

The World Health Organisation (WHO) has recently revised how adverse events after immunization (AEFI)
are classified. Only reactions that have previously been acknowledged in epidemiological studies to be caused
by the vaccine are classified as a vaccine-product-related-reaction. Deaths observed during post-marketing
surveillance are not considered as ‘consistent with causal association with vaccine’, if there was no statistically
significant increase in deaths recorded during the small Phase 3 trials that preceded it. Of course, vaccines
noted to have caused a significant increase in deaths in the control-trials stage would probably not be licensed.
After licensure, deaths and all new serious adverse reactions are labelled as ‘coincidental deaths/events’ or
‘unclassifiable’, and the association with vaccine is not acknowledged. The resulting paradox is evident.

The definition of causal association has also been changed. It is now used only if there is ‘no other factor
intervening in the processes’. Therefore, if a child with an underlying congenital heart disease (other factor),
develops fever and cardiac decompensation after vaccination, the cardiac failure would not be considered
causally related to the vaccine. The Global Advisory Committee on Vaccine Safety has documented many
deaths in children with pre-existing heart disease after they were administered the pentavalent vaccine. The
WHO now advises precautions when vaccinating such children. This has reduced the risk of death. Using the
new definition of causal association, this relationship would not be acknowledged and lives would be put at
risk. In view of the above, it is necessary that the AEFI manual be revaluated and revised urgently. AEFI
reporting is said to be for vaccine safety. Child safety (safety of children) rather than vaccine safety (safety for
vaccines) needs to be the emphasis.
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¥/, BHEMREY 7 F VHHOALIEEFHCTERD EF)ICHETIHRICL 2 KR ELE S X5 k4t
Y24 (Biological plausibility) DHJfR2VEA XT3,

sEAH TR, iV 7 F v RN I N BOEREEED FARDOIETICB T 2 5IFHXEA~F X L
TWwb,

Box5B XY ANARYT 7F /XY v Ry A VA THIEZIRAD T 505, THRIED IR 2 FEAHR (4T
DIFRKIC X 2 THIE) KB WT EBHL IR > T3,

BEARILD £ 72 70 SAMfRE T 7 F vERRICE T 2D E L DR OFLEEDE IO W TOIHE A
Bz,

HHFr ORItz L 51, ¥4 b AIA VA — LB ELZEROT 7 F v EBHZOFETED X 7
ZALCET2HLVIEHE (BXOEZZITCT WAL 2 ADIHT) EMI NI,

A2 ) THOBHIZFERICSORFEOPUR T L 2 < TiEW T 2w & w5 HERICBI T 2 IHH 298 A X
iz,

fitiam oo B L % HlFR,

#1721 “Where do we go from here(Z 2226 &2 ~)" & W HH LIAH BN & iz,

ARFATIRARI=HR A v ikt L, WHORSIGT 2 X 5 E ML T3,

51



T4 VIO WTOREIC O WT

Box1l. PRAETEEZDOWHOEEEZR (AEF) : RRBEEFRETE

J54 UK

EEEE  [fpmEe
e D5 F U5 L BUBERMERNDY . SEEREIBOENES

IFEHRMER FEEME TIEHAETE LV ERER

95 F AR L ABMLEEEEDH DR R b SRR EL

M EWE - (2B RE T 5 AR T E L

D5 F AR L BUREREERA D BEERA R k. L. SRl

AIRETEANEREIZF LY

ATREEN B B 54 S o - o PP srm
EFEIEZDMDEFEY. (EEMEICLH>THEHHATED
DO FoBRSLEHROBRNHIERAI RN b, RREARLEHY TS
ATRETEAME LY [Z7RLAY, EREBFLIXMOEY. LEPEIZL>TH2EE6L0
CERBATEZE %
BEE AR LN Emﬁwtpﬁﬁ@%ﬁ&U~%ﬁﬁ%itﬁ%@%%itﬁﬁ#%
BIZK->THBATESHMEKRAANY +

REOEH & FEEATRIST S

PRI BE 3 2 KRB O BEEIC DT

Box 2. World Health Organization Collaborating Centre for International Drug Monitoring is called the Uppsala WHO Centre (WHO-UMC)
DR RE R 48

=R |ewEe |
HYEREZLBRERGRADHY. ANV FEERERRENDEE
JEROMDETIEERBATELL

FREBDONIBEA~DE (REZH, FHEFH)

"= EEEWELFRREWCREMGAAY L (T bs . FRMHOREOELWHEEL
FREE N EELHRR)
BELE L THA BRI ER S
EWERE DR LGHMEEEES N> b ESERREORS, KBELBOEMI
et e e RET B ARERASEL
FIRIACERISBVEL  pmrug 1o A% B~ D HI
BRHETE
FPERE OABOEHMBRERS . R EEEHRREORY
TR BB BEOROEITE>THRETES

EHOFERAPLEICEHT 2FERATELTVESLTHATHSAIEREMENH S

BARMNBY ZESI2H L (FELAARETELEL) EMERFTORBMERES . 1NV ER
AIHEMEAYVE L FERRRENEE

JFERFELEMOEYN L LB 5 LWEGHZRRET S

AR FFEEREBERRENEE
KA E/INETERY SHYUGEEICREREMT 2, T

GRERDEMT— 42

EIERZRET 58S
Sl AR/ E T ELR L JEBOT R FELFFELTLS O, HIFTEHL

TR EWHRELIRIAETAHLETEEEA

52



WEINT 7 F VvEBEMBEEERRO OO0 H L T AT Y AL 70 —F % — |

1AL DRED

58 S 7o ERL IS
HUFETH

Yes |

Figurel CHET=AL/=—AEFI5Z-%8
DOEFLLWFILTUXX LE RS
ZO—Fxy—*k

2.0O0F /) IDIF

1LATF[hiEFEI= $35% & 0D BE 40 0D S R
Xt H—EHTED BR{ZR (X UET M
7oL E R RE R

Yes |

2(BFRD VRO D& No
LWWHARIARICHFRAEL=
AR T

3. ERBEFRIZ

9 S 58 ULNEE
HhixdHLFES

Yes Yes |

_ 3A-TFREEETEIC 4 {thadiiE
mvemie | 2ians (i

B B < B ﬁi?

No a4D.

SRR smtin.

Yes |

I : Wy HEFE

aA.FREiETE 4B. 4(3-%
HIEIL—F R e E i
iy 3 (5] 5 B8 %

7 7 F v R B L 72 KR BAGR & B AT 1 5 7 o O Rl R R

M2 T—BL-ERERNSFHEEADEM T IRT—ERTERT SO DIEH

BEREREFVIFUEEORICEIYELS ?

Yes
\ 4

CIOMS / WHODEBIFE ZFTEZET HI=DIZ.
EFIET+RIHEShTOETHI?

Yes

\ 4

BEBRIZ. ZOEMORREHYETH?

No

4

DOFEBFMOERBRMNHYFT M ?

lYes

CIOMS / WHODEBIFEZEE T X Tf=L Ty
FIM?

Yes

FREREICH T 5—BEL-EARBIE

No AEFITIE ALY
No

SETERGL

Yes

FSES: S IE ey Al

No AEFIDFEFI TIEARLY

No AEFIDFEHITIEALY

53



Sudden infant death syndrome, attention-deficit/hyperactivity disorder and vaccines:
Longitudinal population analyses

(Vaccine 36 (2018) 595-598)

FLIRZEATE, ERRIMSBIEREE & 7 7 F v el - ftlig A Do

Abstract

Concerns about a potential link between sudden infant death syndrome (SIDS), attention deficit and hyperactivity
disorder (ADHD) and vaccination are unsupported by longitudinal evidence. The analyses employed a multivariate
mixed-effects model analyzing data from the National Immunization Survey, School Vaccination Assessment Reports,
National Vital Statistics and National Children’s Health Survey. We found that state-level childhood vaccine uptake for
age appropriate vaccines was neither associated with the decline in the incidence of SIDS nor rise in the prevalence of
ADHD. Our findings provide current and evidence-based information to assist providers counseling vaccine-hesitant

parents.

FLULZ2SRBE(SIDS) & iEE K i % B (ADHD)® 7 7 7 v R OB O IERBL#EIC O W T oS Iic o nw T,
RIIEELIC D W T EE T LT e v, BT X, BN — -~ 4 (National Immunization Survey). £ T
BiEfd AT L A — b (School Vaccination Assessment Reports), [EPN A L E)#E#t A (National Vital Statistics) ¥ & O
[ PN /N VR {8 B 3 75 (National Children’s Health Survey) D 7 — 2 # W T4 A BIRAVE T T A ZMHHAL 72,
Tald, EL L OFEHHO@EY 7 7 F vERBICEWT, 727 F VIFSIDSOFER S X NADHD D i %
DMINCFZER e N L2 FR] LTz, WA DHEBERRIZ., V27 FvEizvoimlicLrv vl vk
PRAEL CwaHEZbic LT, flm & GHLIc O SR ARt L T 5,

=1 ERDOIIFEEELSIDS, ADHDED ZEERIFHHT

SIDS, 2008-2014 (n = 357) Poliol+ DTaP1+ HepB2 Hib1+
HEET P& *HEET P& *HERT P& *HEET P&
SIDS (HH41,000AH71Y) 0.0037 0.377 0.0075 0.103 0.003 0.121 0.0024 0.45
#HEBENER (%)
BRUT -0.001  0.695 -0.0008 0.103 <-0.0001 0.902 -0.0009 0.748
KETE -0.0021 0.298 -0.0019 0.346 -0.001 0.545 -0.0022 0.287
RS 0.0084 0.101 0.0081 0.201 0.007 0.065 0.0085 0.102
EERNSZVHRBA -0.0067 0.029 -0.0066 0.032 -0.006 0.007 -0.0068 0.028
ADHD, 2003, 2007, 2011 (n = 153)  Polio4+ DTaP4+ MMR2
*HEET P& *HEET PiE *HEET P&
ADHD (%) 0.0097 0.838 0.0231 0.604 0.0361 0.404
HEBRENER (%)
HRUT -0.1354 0.071 -0.1329 0.063 -0.1355  0.061
K& 0.0296 0.263 0.0287 0.27 0.031 0.248
REM#HHEE -0.0099 0.722  -0.0099 0.73 -0.0092  0.745
FEERNZYHZAAN 0.1402 <.001 0.1403  <.001 0.1407 <.001

Poliol+ = sRUA I HFY (1R EDTOFUEEEZ T3 ARESD).

DTaPl+ = SOFU 7. i E. FEMEHEERZTIF> (DTaP OEEF1RIULZT-3MAESD).

HepB2 = BREFF R JUF> BREFXIIFUE20 L EZ(H{-3D AEHEED).

Hibl+ = NETAIRELTIIFY (HbDOFoE1E U LZ T3 AEHESD).

Poliod+ = RUA D HFY (ARILL LD D OFUEREEZ IT-9#ERESD).

DTaP4+ = SO 7 S EA. EMEEERXTIFY (DTaP DEEZALU L ZT-HHEIREZED).

MMR2 = BB . B1-5< ABTIFY (MMRDIFL %20 L L Z -5 #EBEIREED).

*HEEHE, DOF BB EOA—FT A SIDSE - [FADHDD T N IR MO LT EE—FE THAEERLTLNS,

54



(a) SIDS

0.8 — 90
| E— . — . —
— - 8§ _ =
. -
ﬁ 0.7 0
kil
= 3
2 £
=06 70 #
o -
8 S
# A
H L
Q05 60 o
8 Iy
) I
50
2008 2009 2010 2011 2012 2013 2014
W SIDSRate  —e—DTaPl+  —m—Poliol+
= Hibl+ —+#—HepB2
(b) ADHD
12 97
11 96.5
10 9% =
—_ #
® 9 95.5 M@
2 3
5 8 9% i
< N
7 945 D
6 94

2003 2007 2011

I ADHD —A&—MMR2+ —&—DTaP4+ —8—Poliod+

1. RARFLRSECHEMRE (SIDS) D FeER LR/ %2 BTEEE (ADHD) OfNHRIC X 2 KE D 7t
ISR B MY 7 T v R DAL

55



Adverse events following Haemophilus influenzae type b (Hib) vaccines in the Vaccine Adverse
Event Reporting System (VAERS), 1990-2013
(J Pediatr. 2015 April ; 166(4): 992-997. doi:10.1016/j.jpeds.2014.12.014.)

1990 —20134E £ TO YV 7 F VEIKIGEL K — b & 2 F 4 F — Z(VAERS)HNDHib 7 7 F v 1< i < BN
Background: There are currently five Haemophilus influenzae type b (Hib) vaccines available in the United States for use in
the primary vaccination series and/or for the booster dose. Few post-licensure safety studies of these vaccines have been
conducted.

Objective: To characterize adverse events (AEs) after Hib vaccines reported to the US Vaccine Adverse Event Reporting
System (VAERS), a spontaneous reporting surveillance system.

Methods: We searched VAERS for US reports after Hib vaccines among reports received from January 1, 1990-December 1,
2013. We reviewed a random sample of reports and accompanying medical records for reports classified as serious. All reports
of death were reviewed. Physicians assigned a primary clinical category to each reviewed report. We used empirical Bayesian
data mining to identify AEs that were disproportionally reported following Hib vaccines.

Results: VAERS received 29,747 reports after Hib vaccines; 5,179 (17%) were serious, including 896 reports of deaths.
Median age was 6 months (range 0-1022 months). Sudden infant death syndrome was the stated cause of death in 384 (51%)
of 749 death reports with autopsy/death certificate records. The most common non-death serious AE categories were
neurological conditions (80;37%), other non-infectious (46;22%) (comprised mainly of constitutional signs and symptoms);
and gastrointestinal (39;18%). No new safety concerns were identified after clinical review of reports of AEs that exceeded the
data mining statistical threshold.

Conclusions: Review of VAERS reports did not identify any new or unexpected safety concerns for Hib vaccines.

Background:

BYEKE IR, SEEOHDY 72 F v sl L 07— 2 2 —BCHEMAiETh 3, chbD7 7 F vidETorm
IRBIAELEEEI N T W5,

Objective:

Hib7 27 F v B DB G IC DWW T, Fifi Y — A4 7V A2 27 LDVAERST — & Zffio THHL 2 I1c 3 3,

Methods:

199041 H1H 2 52013412 H1H £ TICVAERSHRE S N7z T — &2 2> TR L 7z, EE LI N-HIco
T, ZVY ZLIGER LGN S -EREERIcOWTL e a—L7z, FEEHlIcO>wTiReflvea—L72, 2%
NOL Y 2—ENF-LE—FIEICE > TR S T 2) — 12 L7, Hib7 72 F VickEnWTHE XA
MISZREIIGIC DO WT, A XDT — 2= A =V 7% HACTHL 2T L7z,

Results:

Hib7 7 F v Befdfg IC i S 7229,747H1 D 5 H 5,179 I3 EEE ., 896135 T TH - 7z, HH{E 1367 H(0-1022%H)
72 o7z, SIDSTHEG I NHEH DI B, EH D L < IZFETEWE I TIREAHE & = H4113 74961 D FETH] D
5 H38AI7Z o7z, RIRIGD 9 Bixd %  DILTJHEKNTHREEHIRAE(BOHI, 37%). th DEGLRE46HI, 22%. FIC
Je R 7 Ik &SR % &), BHIGICBEE L 7293961, 18%)TH - 7=, BINKILDEERN) 2 BEt 4 I at#r 72 B
E% iz 2 HHOREWIRDOBERIIFED b ixd - 7z,

Conclusions:

VAERS G Z MR L7223 Hib 7 7 F VICBE L 2 o OFElD L IETFHL 2 WEBRRIZHL 2T b b5 72,
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Sudden Infant Death Syndrome  (FL!R 2254 %F)

(Am Fam Physician. 2015;91(11):778-783.)

Sudden infant death syndrome (SIDS) is the sudden unexpected death of a child younger than one year during
sleep that cannot be explained after a postmortem evaluation including autopsy, a thorough history, and scene
evaluation. The incidence of SIDS has decreased more than 50% in the past 20 years, largely as a result of the
Back to Sleep campaign. The most important risk factors relate to the sleep environment. Prone and side
sleeping positions are significantly more dangerous than the supine position. Bed sharing with a parent is
strongly correlated with an increased risk of SIDS, especially in infants younger than 12 weeks. Apparent life-
threatening events are not a risk factor for SIDS. Parents should place infants on their backs to sleep, should
not share a bed, and should avoid exposing the infant to tobacco smoke. Other risk-reducing measures include
using a firm crib mattress, breastfeeding, keeping vaccinations up to date, avoiding overheating due to
overbundling, avoiding soft bedding, and considering the use of a pacifier during sleep once breastfeeding is
established. One consequence of the Back to Sleep campaign is a significant increase in the incidence of
occipital flattening. Infants who develop a flat spot should be placed with the head facing alternating directions
each time he or she is put to bed. Supervised prone positioning while the infant is awake, avoiding excessive

use of carriers, and upright positioning while awake are also recommended.

FLIRZRARSCIEERE (SIDS) 1F. 1% & U #5 W AE R CHERRIR I IRAE 2 RIE MRS, IR, IROUEEHm IC X 0 R % FF
ETERVWERIETH 5, SIDS OFAELK T, FICMAITFES ¥ v <— Ik i#E%E 20 £ 50%LL FiA L
Too b BE A fEEA T3, MEIRBREEICBA T 2 b D TH B, 5 2REED L < 1IN COMERDALE 1, DA
FEOMELY. XVEMTd s, Fric 128XV IKEROHRICE T, Bl —Ho~xy FoFIL SIDS
DY A7 EFRELBMIABEL T3, ZoZ 0 L LZEICr2DDS X 4y MiE, SIDS ofef&A ¥ Tl
o, MEIE. IREMAT TEPITRET, Ry FEEETIREZ TR, PIREZ ANaDFICI L TRE
TlE R\,

ZDMDY R 7 KT X225 FRIZ, OO =Xy FO~wy FLA, KA BRHIOT 7 F VAT Y 2
—VRAERE L, BB EQEIC X 2@ EE T, Zo vy N, AR IS L 250 oFHE R
STzl ThHE, MATEDF ¥ v=— VY OFRICL D, B2 ICHREE A I ER AR LN S, HEA
BrLOTONIRFICHELOME IRADAEICEININETH DL, HRIFELETWBEIT D D5 ikEE
TH YV FEEPHET, BEORE —H—DFHZET, KX w2 IZEIRERHER I NS,
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Safety Surveillance of Diphtheria and Tetanus Toxoids and Acellular Pertussis (DTaP)
Vaccines
(PEDIATRICS Volume 142, number 1, July 2018:20174171)

7TV T, GRS ¥ A4 FEEMEEHE (DTaP) 727 F v OREE -4 T v R

OBJECTIVE: To assess the safety of currently licensed diphtheria-tetanus-acellular pertussis (DTaP)
vaccines in the United States by using data from the Vaccine Adverse Event Reporting System (VAERS), a

spontaneous reporting surveillance system.

METHODS: We searched VAERS for US reports of DTaP vaccinations occurring from January 1, 1991,
through December 31, 2016, and received by March 17, 2017. We reviewed available medical records for all
death reports and a random sample of reports classified as nondeath serious. We used Empirical Bayesian
data mining to identify adverse events that were disproportionally reported after DTaP vaccination.

RESULTS: VAERS received 50 157 reports after DTaP vaccination; 43 984 (87.7%) of them reported
concomitant administration of other vaccines, and 5627 (11.2%) were serious. Median age at vaccination
was 19 months (interquartile range 35 months). The most frequently reported events were injection site
erythema (12 695; 25.3%), pyrexia (9913; 19.8%), injection site swelling (7542; 15.0%), erythema (5599;
11.2%), and injection site warmth (4793; 9.6%). For 3 of the DTaP vaccines, we identified elevated values for

vaccination errors using Empirical Bayesian data mining.

CONCLUSIONS: No new or unexpected adverse events were detected. The observed disproportionate
reporting for some nonserious vaccination errors calls for better education of vaccine providers on the

specific indications for each of the DTaP vaccines.

BE : Bt iciE s ha 7 7 F vEERRME Y 27 4 (VAERS) @0 F — 2 Z{liH L T, KE CHEZRA &
NCw3 Y77 ) 7THREREMEEE A (DTaP) 775 v oretiiHii+ 5,
B 199141 H 1 H25 2016412 H31 HEcicsd L, 201743 H 17T HECIcZfEL 7= DTaP 7 2
F U OKERNL FE— P2 WwT VAERS 2B L7z, 2TOHTET — X IHBE L TR TREREE T —
ZEFRHCEET — 2B INT — X 2 BRI L 27 — 220 RICL € a —%fT o7, BRI~ A
RT—=x~<A=v 7% ML T, DTaP 7 7 5 vEERICAGHEICHRE SN BEFEREZRE L 7
FEER . DTaP7 7 7 v 41250, 1571F OGS SVAERSICIRE S, 21 b D 9 H43,984 (87.7%) At
D7 7 FvEDRIKHEHOME T, 5,627 (11.2%) PEEZ -7-, EEFERKHOTHREIZ19, Al Td -
7= (TS EiPA 13357 HiR) o mOMEEDOE A <V ME, EHEAALEE (12,695; 25.3%) . FEL
(9,913;19.8%) . EHFENOMER (7,542; 15.0%) . ALBE (5599; 11.2%) . ¥ X UEGHBAL O FE
(4,793;9.6%) TH o7, HPEDODTaP7 7 F v IZDWT, BB~ XF -2~ 4=V 7 %2R L T,
MO EAZRE L 7
MR R EZRTFHLACEERERIBRE I N AL o272, W OPDEKRNTIEAVEEEOADBZEIN
Ao, DTaPY 7 F v oz vz e L CREN ZIMEICE T 2 7 7 F v REEF TN 2 X
D RERBBELSBELEZ D,
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EEH 5627 (11.2)
FEhREEO ). A 19 (35)
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FAEMRPRIE(FEE) . B
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DTaP (Infanrix)
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31677 (63.2)

B&EE HepB, hepatitis B; MMR I, measles, mumps, and rubella II.
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Hi# : J.J. Sejvor et al. Encephalitis, myelitis, and acute disseminated encephalomyelitis (ADEM): Case

definitions and guidelines for collection, analysis, and presentation of immunization safety data. Vaccine
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