


Odds of ADHD Diagnosis After Exposure to
Thimerosal Containing Triple HepB Series
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A cross-sectional study of the relationship between infant Thimeresal-containing hepatitis B
vaccine exposure and attention-deficit/hyperactivity disorder.
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Abstract

Atiention-deficithyperac ivity disorder (ADMD) &s characierized by a marked patiern of inafiention andior hyperaciivity-impulsivity that
Is iInconsisbent with developmental kel and inferieres with normal funclioning in af keast beo seftings. This shudy evalualed the
hypothesis that infant Thimerosal-containing hepatitis B vaccine (T-HepB) exposure would increase the risk of an ADHD dagnaosis.
This cross-seCtional shudy examined 4393 persons between 13 and 19 years of age from the combined 1993-2004 Mational Heakh
and Nuirtional Examination Survey (NHANES) by anaiyzing demographic, mmunization, SoCioeconomic, and healh-related vanabies
using te ZAS sysiem. Three doses of T-HepB exposure in COMPANSon o no exposure Significantly increased Me risk of an ADHD
diagnodis using ogEtic regression (agusied odds ratio=1 980), Inear regression (adjusled bela-coeMcien=0 04747), Spaarman’s
rank (Rho=004807), and 2= contingency Lalie (rate raio=1 8353) s1atislical modeling even when considerning other covanales such
as gender, race, and SOCKEConoMmIc stalus. Curment health siatus ouls omes Seleciid on an a prion Bass 1o not be biologically
plausibly inkid o T-HepB exposune showed no relationship with T-HepB. The observed study results ane biciogically plausibhe and
supporied by numerous previous epidemioiogical studies, bl because the NHANES dala is collected on a cross-sectional basts, itis
nod possible to ascribe a direct cause-eflect relationship between exposure io T-HepB and an ADHD diagnosts. During the decade
from 1991 10 2001 that infanis were routinely exposed 1o T-HepE in the United States (US), an estimated 1.3-2 5 milion Chikinen werne
diagnosed with ADHD with excess ifelime costs estimaled al US $350-S660 billion as a consequence of T-HepB, Although Thimenosal
use in ihe Hepl in the US has been dsconlinued, Thimeresal remaing in te HepB in developing counlries. Routing vaccination i an
imponant pubic heanh 100 10 prevent infectlious diseases, bul every effar Should De made 1o eiminale Thimenosal expesure
Copyright © 2017 Elseder GmbHL All iights ressnmd

ADHD Odds
M 3 HepB ™ No Exposure
“During the decade from 1991 to 2001 that infants were routinely exposed to T-HepB (thimerosal

containing HepB) in the United States (US), an estimated 1.3-2.5 million children were diagnosed with
ADHD with excess lifetime costs estimated at US $350-5660 billion as a consequence of T-HepB.”
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Thomas Verstraeten’s First Analyses of the Link Between
Vaccine Mercury Exposure and the Risk of Diagnosis of
Selected Neuro-Developmental Disorders Based on Data from
the Vaccine Safety Datalink: November-December 1999
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ONE MONTH EXPOSURE: SUMMARY ANALYSIS OF FIVE NDDs
Comparison to Control Diagnoses Epilepsy and Febrile Seizures
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“Autism risks were the highest of all the diagnostic codes, with a relative riskat one month of 11.35
between the high and zero exposure groups.”
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Assoclation of spontaneous abortion with receipt of inactivated influenza vaccine containing
HiN1pdm038 in 2010-11 and 2011-12.

W‘- mlgmﬁ.mf.mmz‘. Mazcaia Ma®, Indng S4°, Chasthae TC". GlancIi®, Jackion La®. e NP, Halewas AL ", Weinkaus
E'" Baicnma EA

® Author information

Abstract
INTRODUCTION: Inactivated influenia vaccing & recommended in any slage of pregnancy, bul evidence of safety in eadty pregnancy &
limibed, Inciuding for vactines containing AHINIpAm2000 (pH1N1) antigen. We sought o determine of receipd of vaccing containing
pHINT was associated with spontaneous aborion (SAB)

METHODS: We conducled a case-control study over two influenta seasons (2010-11, 2011-12) in the Vatcine Salety Datalink. Cases
had SAB and onreis had lve biths o stilbiths and were malched on sile, date of 1as1 menstreal period, and age. OF §19 potential
cases identified using diagnosts codes, 455 were eligible and confimmed Dy medical record review. EXpOswNe was defined as
vaccination with inactivaled influenza vaccine before he SAB date: the primary exposure window was the 1-28days betore the SAB.

RESULTS: The overall adjusted odds ratio (a0R) was 2.0 (05% CI, 1.1-3 &) for vaccine recedpt in the 2B-day exposure window, there
was no assocabon in other exposure windows. In season-specific analyses, the a0R in the 1-28days was 3.7 (05% C1 1.4-0.4) in
2010-11 and 1.4 (95% C10.6-3.3) in 2011-12. The association was modified by influenza vaccinalion in the prior season (post hod
analysis) AMong women who récehed pHINT-containing vaccing in the previous influenza season, the #0R in the 1-28days was 7.7
(95% €1 2 2-27.3) the 30R was 1.3 (05% C10.7-2.7) among women nol vaccinated in the previous Season. This efec! moddication
was obsenved in each Season

COHCLUSION: SAB was associated with mfuenga vaccination in the preceding 38days. The association was significant only among
WOmEn vaccinabed in the previous infeenta season with pHI1NT-containing vaccine. This study does not and cannol establish a causal
relationship between repeated infuenta vaccnation and SAB. bul furiher research is warranied
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Odds of Miscarriage Within28 Days of HIN1-
Containing Influenza Vaccine in Women
Receiving the Same Vaccine inthe Previous Year
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“SAB (spontaneous abortion) was associated with influenzavaccination in the preceding 28 days. The
association was significant only among women vaccinated in the previous influenza season with

pH1N1-containing vaccine.”
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Neurological and autoimmune disorders after vaccination against pandemic influenza A (H1N1)
with a monovalent adjuvanted vaccine: population based cohort study in Stockholm, Sweden.
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Abstract

OBJECTIVE: To examine the rsk of neuntiogical and autoimmune disongerns. of special interest in people vaccinaled agamsi pandemic
infisenza A (H1M1) with Pandemni: (GlacoSmithkhine, Middiess:, UK) compared with unvadcinated peogie over 8-10 manths

DE SIGN: Retrospective cohart shudy linking individualised data on pandemic vacoinations to an inpatent and specialist database on
healthcare utilsation in Stockhaim county for kllow-up during and after the pandemic peniod

SETTING: Slockholm county. Sweden. Poputation All peophe registersd in Stockhoim county on 1 October 2000 and who had Ived in
thiss région since 1 January 1908, 1.024 010 were vaccinabed aganst H1N1 and 521,005 remained unvaccinaled

MAIN OUTCOME MEASURE : Neurndogical and aulommune diagnoses acconding fo the European Medicines Agency siralegy for
monitoring of adverse events of special inleresl defined using ICD-10 codes for Guillain-Barré syndrome. Beil's palsy, multiphe
SCHErOSE, POlTEUTCDAINY, ANIESINESIa OF MYPOAEsInEsts, paraesinesia. namolepsy (20ded), and Jutoimmune condlions Sech a5
rheumalosd arthritis, inflammatory bowel disease, and type 1 diabetes; and shor femm monakty according to vaccnation status.
RESULTS: Excess risks among vaccinated compared with unvaccinaled people were of low magnilude for Bells palsy (hazard ratio
1.25, 95% confidence interval 1.06 1o 1.48) and paraesthesia (1.11, 1.00 1o 1.23) afler adusiment for age, SeX, SOCKECONOmIC stalus.
and heallhcane utlisation. Risks for Guilain-Bamé syndrome, multiphe sclerosis, type 1 diabetes, and rheumatold arthritis remained
unchanged. The risks of paraesihesia and inflammatory bowel disease among ihose vaccinaled in the earty phase (withn 45 days
from 1 Oclober 2000) of the vaccination campaign were significanily intreased; ihe sk being increased within the firs st weeks after
vaccination. Those vaccinated in the early phase were at a shighily reduced risk of death than those who were wvaccinated (0 94,
0.91 to 0.98), whereas those vaccinaled in the late phase had an overall reduced moraibty (0.68, 0.64 to 0.71). These associations

Risks of Various Disorders Within 45 Days of
H1IN1 Influenza Vaccine
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“Relative risks were significantly increased for Bell's palsy, paraesthesia, and inflammatory bowel
disease after vaccination, predominantlyin the early phase of the vaccination campaign.
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Safety concerns with human papilloma virus immunization in Japan: Analysis and evaluation of
Nagoya City's surveillance data for adverse events.
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Abstract

AlME: To assess he salety of human papioma vines (HFY) waccings by using data from the TNagoya City Cenvical Cancer immunization
Program Suney”

METHODS: Unadjusied oods rabos (OR ) were calculated bebween HPV-vaccinated cases and un-vaccinabed conirpls. Ape-strabifed

anatyses were performed [0 evaluale the inferaclion between age and evenls. Adjusied ORS wene S0 estimaled with mURpe logistic
regression modets

RESULTS: In the 15-16-year-old group, the unadjusted QRS were signific antty higher for symploms of memory impairment. dyscalculia,
and involntany movemenl. The age-adjusied mulivanale analyses demondirated mal ihe vaccinabed cases were ess likely than e
unvaccinated controls 1o hawve expenenced symploms in aimost all symploms, except for two Symploms such as involuntary mavement
and weakness, However, Sludy pericd-adjusied mulrariale analyses demonsirated thal the vaccinaled cases weng Significantly mone
Bioaly than un-vaccinaled conlrobs 10 have expenenced symploms of memony impainment and involuntary mosement
CONCLUSIONS: Based of our analysts Using data from ihe NAgoya City Surveilance Survey. 3 Possibie BssCCalion Detween HPY
vaccination and disinct sympioms SuCh as cognithee impaimment or movement disorders exists. A consislent causal refabonship
between HPY vaccination and these Symploms remains uncertain However, ghten the senousness of Symploms. we Delieve thal a
mare comprehensive and larpe-scake study & essential o confirm the safety of HPY vaccinabion

2010 The Aadfvis Japan Joumal of Mursing Sosnce publiahed by Johe Wilsy £ Sons Ausialia. Lid on behed of Japan Acedemy of Nursing Sdence

MEVWORDS: sdversa events: human papdioma virus: surdillance; vaccing

Odds of Neurological Disorders After HPV
Vaccine
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“Based on our analysis using data from the Nagoya City surveillance survey, a possible association
between HPV vaccination and distinct symptoms such as cognitive impairment or movement

disorders exists.”




Odds of Emotional Disturbances After Exposure
to Thimerosal Containing Triple HepB Series
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Thimerosal exposure and disturbance of emotions specific to childhood and adolescence: A
case-control study in the Vaccine Safety Datalink (VSD) database.
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Abstract

BACKGROUND: This sthudy évaluated Thimerosal-contaning chikdhood vaccines and the rik of 8 dagnods calsd asturbance of
emodions specific bo chidhood and adolescence (ED). Thimerosal is an organic-mercury (Hyj-containing compound used in Soms
VaClinges

METHODS: A hypolhesis-lesling prospeciive, longRudinal case-conirol study evalualed Hy exposure from Thimerosal in hepabiis B
vaccings administened al specific limes within the first & months of e and 5 a5$odiabon wilh medcally diagnaded ED (313 a) (n =
517) in children bomn Detween 1991-2000 in companson 10 contns (n = 27 491) in the Vaccine Safety Datalink (V3D) database
RESULTS: Cases dagnosed with ED wene significantty more By than conirols fo have received increased Hy exposune wilhin the first
mont of Bfe (od0s Falio (DR) = 1 3384) the frst 2 monms of life (OR = 1.3367) and the first & monmhs of e (DR = 2 37). When e
data were separabed by gender. simiar significant adverse effects were observed for males, bul nol females. On a per microgram Hg
birais, ases Gagnosed with ED wene significantly mone ety IHan contios: 10 have recefved inCreased exposure within Me Brst &
monihs of e (OR = 1.025 per microgram Hy).

CONCLUSIONS: The resulis show a significant relaficnship beteeen Hg exposure Trom Thimerosal-containing chiidhood vaccines and
1he subsequent sk of an ED dagnoss

KEYWORDS: Emotonal disharsances. sy, ehplmangury sy mthicl st sy 35 S0l impainmsnt figrsal

Emotional Disturbances Odds

M 3 HepB ™ No Exposure

“The resultsshow a significant relationship between mercury exposure from Thimerosal-containing
childhood vaccines and the subsequent risk of an emotional disturbances diagnosis.”
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Human papillomavirus vaccination of adult women and risk of autoimmune and neurological
diseases.
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Abstract

BACKGROUND: Since 2006, human papdiomavinus (HPY) vascines have been introduced in many couninies workiwade, Whilst safety
studies have been reassuring, Tocus has been on the primary tanget group, the young adolescent gins. However, it is also impartamt b
evaluate safiety in acdult women where background disease rabes and safely sswes could differ significantiy

OBJECTIVE: We tock advamage of the unique Danish and Swedish natiominss healthcane registers 10 conduct 2 cohon sbudy
comparing incidence rate ratios (RRS) of 45 presslected senous chionic dseases in quadivalent HFY (gHPV)-vaccinated and gHPY-
unvaccinated adul women 15-44 years of age

METHODS: We used Poisson regression 1o estimate RAs according to gHPY vaccinadion status with two-sided 95% confidence
inbervals (95% Cls).

RESULTS: The shudy cohorl comprised 3 126 790 women (1 195 B85 [36%)] Danish and 1 330 925 [62%] Swedish) folowed for

16 386 450 person-years Vaccing uplake of #1 least one dose of qHPY vatcing was 5% in the cohort: 18% amongsl Danish women
and 2% amongst Swedish. We identified seven adverse events with statistically significant ncreased risks following vaccinaton-
Hashimota's thyroiditts, coelac disease, localized upus eryinemalosus, pemphigus vuigans, Addison's disease, Raynaud's disease
and other encephalitis, ryeiitis or encephalomyedilis, After taking muitiple testing inba account and conducting sell-conirolied case
senies analyses, coelac dsease (AR 1.56 [95% confdence nterval 1.29-1.89]) was the only remaining association.

CONCLUSION: Unmasiing of conditions at vaccination vis#s 15 a plausive explanation for the increased nsk associaled with gHPY in
this study because coelac disease is underdiagnased in Standinavian populations, In conclusian, our study of senous adverse event
rales in gHPY-vaccinaled and gHPV-uvaccinated adull women 18-44 years of ape did nol raise any satety 5sues of concem.

Risk of Celiac Disease Diagnosis After HPV

Vaccination

Celiac Disease Risk

B HPV Vaccine ™ No Exposure

“Relative Risks for celiac disease were increased for both the period any time after vaccination (RR
1.56, 1.29-1.89), the first 179 days (1.54, 1.16—-2.03) and the more than 180 days after vaccination
period (1.58, 1.22-2.05).”
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Comparison of VAERS fetal-loss reports during three consecutive influenza seasons: was there a 11.4X
synergistic fetal toxicity associated with the two-vaccine 2009/2010 season?
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Abstract

The aim of this study was 1o compare the number of inactivaled-influenza vaccine-relaled spontanecus abodion and stlbirn (S8)
repons in the Vaccine Adverse Event Reporting System (VAERS) database during three consecutive Nu seasons beginning 20082009
and a55e5% the relative fetal death repons Fssociabed with the two-vaccing 2000°2010 season. The VAERS dMabDase wis searhed
for repons of felal demise folowng administration of 1he influénza vaccnevaccings 1o pregnant women. Utilization of an indépendent
surveillance survey and VAERS, two-sounce caplure-recaplure analysis esbmated the reporting completenass in the 20002010 lu
season, Capture-recapbure gemonsiraled thal the VAERS dalabase caplured about 13.2% of the total 1321 (25% confidence inlensal
(CI): B15-2795) estimated reponts, yielding an ascertainment-Correcied rabe of 590 fetal-loss repons per milion pregnant women
vaccinated (or 1 per 16835). The unadusied felal-loss report rates fod the three consedulive influenza seasons begnning 200872000
were 6 8 (95% CI: 0.1-131). 778 (95% CI: 66.3-80.4). and 12 6 (05% € 7.2-18.0) cases per millon pregnant women vaccinaled,
respectivedy. The cbserved reporting bias was 100 iow to expdain the magnitude increase in felal-gemise repodting rates in the VAERS
database relative to the reported annual frends. Thus. a synergistic Tetal toxicity likely resuited from the adminisiration of both the
pandemic (A-H1N1) and seasonal influenza vaccines during the 20082010 season

KEYWORDS: Human loxicology, Thimerasal immunization; influenza vacdne: spontanecus aborion; stillbith 1}{

PAID: 200N PMNCD: PUCAREDTY Dot B0 88 FFODRDNET] 1 MEE0ET

Fetal Loss Rate

M H1N1 and Seasonal Flu  m Seasonal Flu Only

“Because of the order of magnitude increase in fetal-loss report rates, from 6.8 fetal-loss reports per million
pregnant women vaccinated in the single-dose 2008/2009 season to 77.8 in the two-dose 2009/2010 season,
further long-term studies are needed to assess adverse outcomes in the surviving children.”




