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An Honest Researchers I'/Vom‘]\/zg/ﬁmme

BY DAVID L. LEWIS, PHD

cientists have impiicatcd environmental poiiurants and
pcdiatric vaccines as possibic causes behind the rising
incidence of autism spectrum  disorders (ASDs). Some
vaccines  may also increase the risks associated wich
environmental poiiurants linked to autism. Government
organizations and the piiarmaccuticai industry‘ however, are
highiy motivated to prcdctcrminc the outcomes in this area of
rescarch by i:unding SCICNLISTS to support government poiicics
and industry practices. lronicaiiy, honest scientists who stand in the way can find
themselves chargcd with research misconduct by insticutions sccking to discredit
their work. Institutional research misconduct, therefore, involves two powcrfui
forces: supporting institutional poiicics and practices tiirough acts of fraud, and
using false aiicgations of research fraud to eliminate opponents. Science has never
offered greater hopc than it does now for treating and preventing autism, but
that iiopc diminishes as government and industry surrcptiriousiy mobilize vast

resources to protcct thCil’ own interests.

Table 1 liscs four apparent cascs (described in more detail below) of institucional
rescarch misconduct related dircctiy or indircctiy to autism research. In each case,
it appcarcd that at least one institution was involved in the misconduct to support
or protect institutional poiicics and practices; it was not just individuals acting on
their own for their own pcrsonai benefit. All of these cases illustrate a common

insticutional objccrivc: to discredit and suppress unwanted research on adverse

health effects arising from exposure to environmental agents that may trigeer
autoimmune and ncuroiogicai discases. These cases illustrate how government
burcaucrats and corporate executives can manipuiatc and control the scientific
enterprise throughout the government, indusrry, and academic sectors. Their goai,
apparcntiy, is to promote scientists who favor their interests and take out scientists
who threaten them. As the last case will show, some of the world’s icading science

and medical journais may also engage in institutional research misconduct.

1 USEPA,* USDA,T land grant universities Biosolids
2 USEPA,* CDCH Drinking water
3 HHS§ Vaccines
4 British Medical Journal Vaccines

US Environmental Protection Agency

US Department of Agriculture

Centers for Disease Control and Prevention

US Department of Health and Human Services

wn + —+

Science has never offered greater hopc than it does now for trcating and
prcvcnting autism, but that hopc diminishes as government and industry
surreptitiousiy mobilize vast resources to protect their own interests.
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Former US Environmental Protection Agency resediéh microBiolégist David'E Lewis, PhD, published Lancet and Nature Medicine articles in the
1990s that prompted public health organizations werldwide fafissue new infection-control guidelines for dentistry. In 2000, he was awarded
the EPA’s Science Achievement Award for his Nature arficle conecering the effects of climate change on health risks posed by environmental
pollutants. Dr. Lewis currently directs the Research Misconduct Project of the National Whistleblowers Center in Washington, DC.
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CASE 1

This case involves rescarch I published in the US Environmental Protection
Agency’s (EPA') Office of Rescarch and Development (ORD) beginning in
1996.1° It raised public health concerns over the science used to support some
of the Agency’s regulations, especially the rule (called the 503 Sludge Rule) chat
rcgulatcs land application ofproccsscd sewage sludgc (biosolids). Scwagc sludgcs,
which settle out at municipal wastewater treatment plants, are mainly comprisccl
of human feces. Thcy also contain concentrated levels of a very wide varicty of
chemical and biological agents foundin municipal and industrial wastes.

My rescarch articles linked biosolids to public health problcms, including
gastrointcstinal and respiratory discases associated with biosolids draining into
private wells and blowing into residential ncighborlioods from treated fields.
From 2000-2002, this work prompted investigations by the EPA’s Inspector
General, ® prccipitatcd two licarings by the Committee on Science (now called
the Committee on Science, Space, and Technology) in the US House of
chrcscntativcs,7’8 and led in 2002 to the passage of the No Fear Act, which
requires Federal agencics to be more accountable for violations of whistleblower
protection laws.? One of my papers on chemicals of environmental concern,
Publishcd in the journal Nature in 1999,2 won the EPAs Science Achievement
Award. Notwithstanding these outcomes, the acting head of ORD, who
dcvclopcd the Agcncy’s biosolids rcgulations, “dead-ended” my job in 1998.
While awaiting my termination, he arrangccl for me to be transferred to the
Univcrsity ochorgia (UGA), where I continued my rescarch on biosolids using
my pcrsonal funds. The arrangement was part of a deal in which UGA promiscd
to seck a tenured faculty position for me if [ transferred to the university.

In 2001, ewo officials from EPA headquarters met over lunch with executives
of a leading biosolids company to discuss my rescarch ac UGA.' The EPA
cmployccs included the director of the Oftice of Wastewater Managcmcnt
and the Agcncy’s national spokcspcrson for biosolids. Several months later, the
biosolids company sent the EPA officials an anonymous white paperaccusing me
of research misconduct. Using EPA letterhead, the EPAs biosolids spokesperson
then distributed the white paper at public licarings in Gcorgia where scientists
worl<ing at UGA, including mysclf, were spcal(ing about biosolids. The biosolids
company rcportcd the allcgations to the EPA administrator and then filed them
at UGA against me and my primary coauthor, a UGA professor, in a formal
petition to investigate our allcgcd rescarch misconduct.

AtUGA, Thad assembled a team of scientists to investigate reports ofillnesses
and deaths linked o biosolids throughout the US and Canada. One case thatwas
particularly troubling to the EPA involved two dairy farms near Augusta, GA.
Hundreds of head of cattle died after cating foragc crops fertilized with biosolids.
To counter my rescarch and lawsuits filed by the farmers, the EPA funded UGA
to publish environmental monitoring data, which a federal judgc later concluded
were widely known to be “fabricated” and “invented.”" The UGA study was
funded through a cooperative agreement in which the EPA claimed that the
univcrsity—by virtue of its status as a land grant univcrsity—l"iad a “uniquc and
trusting relationship” wich farmers in the Augusta arca."? (Government agencics
describe grant recipients as “uniquc“ when thcy want to lcgally justify not having
toopen the projectto compctition.) In this case, the actual “trusting rclationsliip“
appeared to have been between the EPA and certain UGA employees, whom the
EPA trusted to pul)lisli data that were otherwise Widcly known to be unreliable.

The EPA cvcntually dismissed the research misconduct allcgations against
me as liaving no basis in any facts. UGA’s rescarch integrity ofhicer, however,
refused to issuce any findings. In court procccdings,10 she cited pressure from a
Georgia senator hired by the biosolids company. The EPA and UGA authors who
publishcd the fabricated data testified thac tlicy knew the data were unreliable
when thcy submitted the paper, but tlicy refused to withdraw it even after city
officials in Augusta admitted to mal(ing up the data. Altliougli [ was the only
EPA scientist to pul)lisli firstauthored articles in the highly rcgardcd journals
Natureand The Lancet and the only EPA scientist worl<ing to preventa decpwater
oil spill in the Gulf of Mexico,™ the Agency terminated me in 2003 as a senior
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level research microbiologist with over 31 years of service. My EPA laboratory
director issued the Following public statement:

Dr. Lewis’ z‘mﬂo/zmlﬂ(y termination over bis research articles was not xz¢pporl€/1
@/ the local lab management in Athens. He was an excellent researcher and an
asset to EPA science.

CASE 2

This case is based on ;nvard-winning> investigations publishcd by Marc Edwards
and coworkers at Virginia Techin Blacksburg.” Edwards’ investigations focused
on the publication of false and mislcading data on lead in drinking water by
the EPA and the Centers for Disease Control and Prevention (CDC). The
investigations by Edwardsled to congrcssional hcarings and investigations by the
General Accounting Office."s According o Nature®

Edwards' paper prom/)lfd a2010 fongrat\‘ioizzz/ probe into the CDC’s report that
concluded that an author ofz’l had excluded a c/]z'/a{ /i"om the dataset who had hz’g/]
levels 0/ lead in his blood, as well as that some 0] ‘the relevant data were missing
and that kfy z'rszﬂmlz’on suggesting that some 0/ the patients without elevated lead
levels had been drmkmg bottled water; had been withheld.

Although the congrcssional investigation confirmed Edwards allcgations
that darta reported in a CDC study do not exist, the CDC and a governmene
directed journal (Environmental Health Perrperlz’zzer) have refused to withdraw or
correct their publications. Other dimensions of this case involve publication
of faulty reports funded by the EPA, which hid key daca and still stcadfastly
refuses to properly respond to Freedom of Information Act (FOIA) and other
requests. Gcorgc \Washington Univcrsity also refused to investigate allcgations
of scientific misconduct after a Faculty member involved in the CDC study took
carly retirement and another scholar took a position elsewhere.

CASE 3

When it passed the National Childhood Vaccine Injury Act of 1986, Congress
gave the Vaccine Injury Compensation Program (VICP) under the Department of
Healthand Human Services (HHS) jurisdiction overallvaccine injury claims. HHS
and the CDC have taken the position that autism is unrelated to pcdiatric vaccines.
Mary Holland at New York University (NYU) School of Law and her colleagues,
however, discovered 83 cases of acknowledged vaccine injury of “encephalopathy”
and “residual seizure disorder” together with autism.'” The VICP held the Omnibus
Autism Procccding after autism diagnoscs bcgan to sl(yrocl(ct bcginning in the late
1980s and the numbers of petitions mounted. Holland et al. reported that nearly
five thousand families filed petitions with the VICP claiming vaccines caused their
children’sautism. The VICP dismissed all test claims of vaccine-induced autism, and
afederal court of appeals upheld the dismissals. Holland and coworkers, however,
qucstioncd whether the autism cases dismissed by the VICP are any different from
cases ofcnccphalopathy and residual seizure disorder that included autism, which
the VICP has been scecling before and since the Omnibus Autism Proceeding,
These cases span the time since the VICP began in 1988 and suggest that HHS may

be systcmatically disguising alink between autism and vaccination.

CASE 4

Edicors ac the British Medical Journal (BM]) and Brian Deer, a freclance reporter,
alleged that Dr. Andrew Wakeficld fabricated the diagnosis of colicis in a 1998
Lancer study conducted at the Royal Free Hospital of the University College
London (UCL)."® The study involved 12 children with ASD and gastrointestinal
(GI) problems. In the study, some parents and physicians linked the MMR
(measles-mumps-rubella) vaccine to the children’s health problems.’® The type of
MMR vaccine administered to some of the children, which contained live Urabe

AM-9 mumps virus, led to outbreaks ochningitis and was withdrawn in the UK
in 1992.20-23
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The incidence of autism has risen drarnatically in industrialized nations over the
past two decades, now affecting an estimated 1 in 110 children in the US and as
many as | in 38 in South Korea. ... The dcvclopmcnt of ASDs involves both genetic
and environmental components. Studies have linked increased risks to neurotoxic
agents, including lieavy metals, toxic organic chemicals, and viruses. Some
researchers have implicatcd pcdiatric vaccines.

According to Deer, Wakefield made up the diagnosis by misinterpreting
grading sheets from A.P. Dhillonand A. Antliony, the pathologists who reviewed
the children’s colonic biopsy samplcs.24 Grading sheets, Deer wrote, “don't
generate clinical diagnoscs suchas colitis.” But the gradingshccts [recovered from
Wakefield’s files after he moved o the United States show that Anthony wrote
“colitis” in his marginal notes. Dhillon also included boxes to check for various
diagnoscs, including Crohn’s disease and ulcerative colitis. Consistent with
Wakefield's Lancerarticle, both pathologists found that only one child showed no
evidence of inflammation. These documents clcarly show that Dr. Wakefield did
not fabricate the diagnosis of colitis from the pathologists’ grading sheets.

Since the Lancer study was pul)lislicd, others have confirmed the link between
autism and Gl discase reported by Wakefield and his coauthors. Williams and
coworkers at Columbia Univcrsity and Harvard Medical School, for cxamplc,
i'cccntly cited papers l)y Wakefield and his coauthors and concluded that
gastrointcstinal disturbancesare commonly rcportcd in children with autism and

may contribute to behavioral impairmcnt.25

In November 2011, Fiona Godlee (cditor-in-chicef of the BMJ) published a
highly cruncated version of my analysis of Wakefield’s documents along with an
editorial titled “Insticutional Research Misconduct. 8 She now allcgcs that UCL,
the Royal Free Hospital, and all 13 authors of the Zancer study conspired to fake
the diagnoscs of colitis. The reason, she allcgcs, was to cause pul)lic panic over
the MMR vaccine so they could profit from their own “autism products.” In her
disclaimer, Godlee acl(nowlcdgcd for the first time that the BM/is funded l)y the
pharmaccutical companies Merck and GlaxoSmithKline, manufacturers of the
MMR vaccine. Several organizations in England dealing with research integricy
are reviewing my full report on Wakefield's documents and the B s contlicts of

interest with manufacturers of the MMR vaccine.2”

SUPPRESSION OF LEGITIMATE RESEARCH

lncxplicably, the incidence of autism has risen dramatically in industrialized
nations over the past two decades, now allccting an estimated 1 in 110
children in the US and as many as 1 in 38 in South Korea. 2829 Populations
immigrating from undcrdcvclopcd to industrialized countries acquire similarly
liigli incidences.®® The development of ASDs involves both genetic and
environmental componcnts.z‘l Studies have linked increased risks to neurotoxic
agents, including hcavy metals, toxic organic chemicals, and viruses. Some
researchers have implicatcd pcdiatric vaccines.®2 In the following paragraphs,

environmental pollutants and vaccines are discussed in greater detail.

ENVIRONMENTAL POLLUTANTS

When the EPA was created in 1970, chemical and l)iological wastes gcncratcd by
municipalitics and factories, which contain a wide varicty of neurotoxic agents,
were flushed into rivers and streams and cvcntually diluted in the ocean. To clean
up the nation’s waterways, wastewater treatment plants were constructed to
remove water-insoluble (lipophilic‘) pollutants and concentrate them in sewage
sludgc. Scientists have noted a “marked correlation” in which neurotoxicity

increases as environmental pollutants become more lipopliilic.33
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In a 2009 national survey of 74 water treatment plancs in 35 states, the EPA
found that sewage sludgcs contained 72 pliarmaccuticals, 28 lic;ivy metals,
25 steroids and hormones, 11 flame retardants, and 4 polycyclic aromatic
l‘lyd[’()Ckll'bOl’l&aA The EPA does not rcgulatc O MONItor Neurotoxic organic
chemicals in biosolids and only tested for a small number of these chemicals inits

SUI'VCy. C()l’lCC[’lt[’(lti()I’l I'(ll’lgCS (mg/l{g Cl['y VVt) ofsomc ()fl'l’lC Cxamplcs includcd:

= Bis (2-cthylhexyl) phthalate (DEHP), a widely-used plasticizer (0.66-310)

® Benzo(a)pyrenc,a potent carcinogen in coal tar and cigarette smoke (0.06-4.5)

= BDE-47,abrominated flame retardant (0.07-5.0)

= BDE-209, another brominated flame retardant (0.15-17)

= Steroids and hormones, including 0.02-2 mg/ l<g of testosterone, 0.14-1.3
mg/ kg of progesterone, and 0.03-1.9 mg/ l(g of beta-estradiol 3-benzoate, a
syntlictic estrogen that promotes thyroid tumors in rats cxposcd to as licte as

0.004 mg35

Priorto Congrcss enacting the Ocean Dumping Ban Actof 1988, ocean disposal
was the prcfcrrcd method for disposing of biosolids by the world’s coastal cities,
including in the US where cities along the eastern and western seaboards account
for most of the biosolids produccd in the country. Biosolids that were not ocean-
dumpcd were landfilled or incinerated. Since 1988, most biosolids in the US are
land—applicd to forests, farms, parl(s, school playgrounds, and other public and
private lands where pcoplc live, work, and grow agricultural products. Following
this transition, the amount of biosolids produccd in the US and the percentage

land—applicd have stcadily risen (Figurc 1).

Figure 1.

Total biosolids production and percent land-applied in the
US from 1988-2010. Data from 2000-2010 are USEPA
projections based on 1988-1998 trends.
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Source: USEPA. Biosolids Generation, Use, and Disposal in the United States.
EPA530-R-99-009. September 1999.
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To disposc of sewage siudgc as chcapiy as possibic, the EPA proposcd in
1992 that its 503 Sludge Rule regulate only ten of the 28 heavy metals found in
biosolids (arsenic, cadmium, chromium, copper, lead, mercury, moiybdcnum,
nickel, selenium, zinc) and no organic poiiutants. To convince the pubiic that
this approach was based on good science, the EPA established a cooperative
agreement with awastewater industry trade association, the Water Environment
Federation (WEF). Under this agreement, the EPA used congressional
carmarks to run a National Biosolids Public Acccptancc Campaign (funded
from 1992-99) to supportics 503 rule.*® Afrer promulgating the rule in 1993, the
EPA dcrcguiatcd chromium in biosolids and droppcd cumulative ioading limits
for moiybdcnum. According to documents obtained in whistleblower lawsuits I
filed against the EPA 37 the purposc of the EPAWEF cooperative agreement
Was to dcvciop anetwork of “gatckccpcrs” at land grant universitics throughout
the United States to publish rescarch supporting the 503 rule. The agreement
spcciﬁcaiiy providcd tederal Funding to discredit scientists who rcportcd adverse
health effects. Both during andsince the EPA’s pubiic acceptance campaign, very
few studies have qucstioncd the safcty ofland appiication of biosolids.

The EPA’s national spokcspcrson for biosolids, who distributed the industry’s
false aiicgations of research misconduct against me in Gcorgia, formed a group
at the EPA in 1998, which was called the Biosolids Incident Response Team
(BIRT). It was specifically created to investigate the cattle deachs in Augusta.
The head of BIRT arranged for the EPA to fund the aforementioned study at
UGA  and he supplied the data fabricated by the Cicy OFAugusta that were later
pubiishcd ina pccr—rcvicwcd journai. These data faisciy indicated that Augusta’s
biosolids gcncraiiy contained safe levels of hcavy metals after the 503 rule was
promulgated in 1993. The EPA senta draft copy of the article to the National
Acadcmy of Sciences, which relied on it when concluding that there have been
no documented cases of adverse health effects from land appiication of biosolids
under the EPA’s 503 rule.®®

To this day, the EPA argues that the same municipal and industrial pollutants
that are harmful in air and water have environmental and health benefits when
incorporated in biosolids and applied to land. According to the EPA, biosolids
containing high concentrations of otherwise toxic hcavy metals and hazardous
organic chemicals can even be safciy ingcstcd by children because thcy are no
iongcr bioavailable.® These conclusions, including thelack of documented cases
of adverse healch effects, are based upona body of scientific literature produccd
through anetwork of land grant universitics apparcntiy cngagcd in institutional
rescarch misconduct.

Inan even more disturbing case, the EPA, the US Department ongricuiturc
(USDA), the US Department of Housing and Urban Development (HUD),
and the Kennedy Krieger Institute (KKI) ac Johns Hopkins University
conducted experiments in which lead-contaminated biosolids were added to
lead-contaminated soils in prcdominantiy African-American ncighborhoods in
Baltimore, Maryiand. According to my anaiysis rcqucstcd by Maryiand’s Ofhice
of Civil Rights,40 the combined amounts of lead in soil and biosolids to which
children were cxposcd in this study exceeded CDC safcty limits; morcover,
the study did not follow normal cxpcrimcntai protocois for testing residents
and their homes for lead levels.#® Nonetheless, the KKI, USDA, and HUD
used this and similar studies to conclude in 2005 that biosolids high in iron and
phosphorus can reduce the bioavaiiabiiity and bioacccssibiiity of soillead.*" Ina
previous study invoiving lead paint, the KKI was sued by parents whose children
apparcntiy dcvciopcd lead poisoning. In 2001, a Maryiand appcais court likened

the research to the US Public Health Service’s infamous Tuskegee syphilis study

and Nazi medical experiments in World War [1.42

In 2005, the EPA and state health officials held a public “healch fair” in an
African-American community in Louisiana to instruct residents in pcrsonai
hygicnc afteran outbreak of. S[ﬂp/a)//owffm aureusinfections. Residents dcvciopcd
boils when biosolids were appiicd to sugar canc ficlds where thcy lived, but the
state health dcpartmcnt dismissed biosolids as having any role in the outbreak.
Inareportsummarizing their i'indings,43 the EPA and state health ofhicials never
mentioned pccr—rcvicwcd rescarch articles my coworkers and I had pubiishcd
from 2002-2004 concerning biosolids and S, aurens outbreaks.-% In our research,
we found that one-fourth of the cases we studied at ten land appiication sites,
inciuding several deaths, involved S. aureus infections associated with chemical
irritants in biosolids.

VACCINES
Since the late 1980s, the number of vaccines added to the government-
recommended pcdiatric vaccine schedule has risen dramaticaiiy. Currcntiy,
over 30 vaccines are administered to children in the United States in the cariy
postnatai pcriod when there is rapid brain growth and the brain and immune
system are highiy vulnerable to neuroimmunotoxic insults.#4#¢ Aluminum
compounds and other chemical and bioiogicai components of vaccines are
known to be neurotoxic and could potcntiaiiy trigger ncuroiogicai disordersand
autoimmune diseases.3%47

The CDCand other government organizations assure the public thacvaccines
do not cause autism and that risks of adverse reactions ofany kind are cxtrcmciy
small. As with biosolids, however, the govcrnmcnt’s reassurances are based on
a body of studies funded by government agencies and iargc corporations with
vested interests in downpiaying7 probicms with vaccines. And, as with researchers
who associate biosolids with adverse health effects, scientists who link vaccines
to autism risk iosing their jobs and reputations.

POTENTIAL INTERACTIONS BETWEEN ENVIRONMENTAL
POLLUTANTS AND VACCINES
Itis important that indcpcndcnt research be carried out to determine whether
combined CXpOSures to neurotoxic environmental poiiutants and vaccines may
increase risks associated with autism. Normaiiy, the blood-brain barrier protects
the central nervous system from exposure to potcntiaiiy toxic chemicals present
in the bloodstream. Aluminum adjuvants in vaccines, however, can activate
microgiiai cells.#849 These cells scavenge the brain and spinai cord for damagcd
neurons, piaqucs, and infections. But, once activated, thcy can potcntia”y
increase the pcrmcabiiity of the blood-brain barrier to other potcntia”y harmful
chemical and bioiogicai agcnts.so Also, synergistic effects of all kinds are neither
uncommon nor uncxpcctcd. The sheer number of neurotoxic agents found
in biosolids alone is cause for concern, cspccia”y when it comes to exposing
pregnant women and children during cariy postnatai brain dcvciopmcnt.
Christopher Shaw and his coworkers at the University of British Columbia
arc interested in coiiaborating ona project aimed at addrcssing this issue. In the
studies we are proposing, pcdiatric vaccines would be administered on awcight—
adjustcd basis to groups of rats cxposcd to biosolids dusts as well as biosolids
incorporatcd into food and drinking water. Biosolids used in the experiments
would contain neurotoxic hcavy metals and organic chemicals spanning the
concentration ranges that the EPA found in its 2009 survey oFscwagc siudgcs.

Itis important that indepcndent research be carried out to determine whether
combined cxposures to neurotoxic environmental poiiutants and vaccines may
increase risks associated with autism.
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So far as pubiic health is Conccrned, institutional research misconduct
may well be the greatest obstacle to scientific progress In our day.

Pollutants of concern would include the iicavy metals cadmium, mereury, lead,
manganese, and nickel; and the organic chemicals bis (Z—Ctiiyihcxyi) phthaiatc,
i)cnzo(a)pyrcnc, cai‘bamachinc, and beta-estradiol 3-benzoate. If funded, these
studies stand a i’ligi’l probability of siicdding iight on whether vaccines may

increase ti’lC ['iSi(S (lSSOCi’(lth Wlti’l CI]Vil’OI]ITlCHE(li poiiutant&

So far as pubiic healch is conccrncd, institutional research misconduct may well
be the greatest obstacle to scientific progressinour day. Ifitwere notafactor,lam
convinced that the body of science pubiishcd inimportant arcas ofpubiic health
research would be subst;intiaiiy, if not radicaiiy, different. The EPA’s biosolids
program, for cxampic, is iargciy supportcd by institutional research misconduct.
It hasled to a staggering increasce in the compicxity of mixtures ofpoiiutants
found in soil and water over the past 25 years. Compounding this probicm,
the Agcncy’s approach to protecting pubiic health rests upon rcguiating oniy a
small number ofpoiiutants based on the avaiiabiiity of anaiyticai methods and
environmental studies. Such a strategy cannot possibiy achieve a signii‘icant
reduction in the numbers of potcntiai environmental triggcrs for chronic
diseases to which popuiations arc CXP()SCd. From this perspective, the surge in
autism and other cnvironmcntaiiy triggcrcd diseases over the past two decades
suggests that the EPA may be doing as much harm as good when it comes to
protecting pubiic health and the environment.

Research on the causes of autism needs to focus more on exposures to
compicx mixtures of environmental triggers and less on individual chemical
and i)ioiogicai agents. Aitiiougii risks must aiways be Wcighcd against bcnci‘its,
until indcpcndcnt rescarch demonstrates otherwise, we should not assume that
iiigiiiy compicx mixtures of contaminants do not trigger adverse outcomes in
gcncticaiiy prcdisposcd individuals, cspcciaiiy in infants from pre- tiirough
Cariy postnatai dcvciopmcnt. As Paracelsus is i'cputcci to have observed in
ancient times, dose makes the poison, but when it comes to maniiEsting gcnctic
pi‘cdispositions to various discascs, compicxity most often puiis the ti'iggcr.
As the number of potcntiai environmental triggers contained in mixtures
of chemicals and i)ioiogicai agents goes up, so does the chance that cxposcd
individuals will encounter the particuiar agents that triggcr the diseases to which
thcy are prcdisposcd.

As just mentioned, the EPA’s rcgniatory approach is based on rcducing our
exposures oniy to those poiintants for which anaiyticai methods have been
dcvciopcd and adverse effects demonstrated. This picccmcai approach probabiy
has very little effect at all on the incidence ofcnvironmcntaiiy triggcrcd discases
ofany kind. The number of environmental ti'iggcrs that the EPA rcguiatcs, which
may be associated with the current rise in autoimmune and ncuroiogicai discascs,
is unknown, but it almost ccrtainiy represents a tiny fraction of the total number
of triggers in the environment. T;ii(ing into consideration the compicxity of
mixtures ofpoiintants is not part of the EPA’s rcguiatory mindset.

The pubiic health impiications of this more compicx rcaiity are potcntiaiiy

hngc. Consicicr, for cxampic, the piight of a mother cai'rying a child she knows
is gcncticaiiy prcdisposcd to cicvciop autism when CXPOSCd to certain chromium
salts. If research on autism progresses as it should, such a scenario could soon be a
rcaiity. Inthe 1970s, she could have improvcd her child’schances ofa iicaitiiyiifc by
choosing not to work at metal piating operations or factories that use chromium
saltsin tanning operations. The same could be said of someone carryingan infant
who is gcncticaiiy sensitive to organophosphatc insecticides. Living near a field
where pcsticidcs are spraycd would probabiy notbea good idea.

Thanks to the EPA, however, pubiic and private lands chat include forescs,
pari(s, school piaygrounds, and home gardcns have now become the repository
of millions of tons ofcxccptionaiiy compicx mixtures of chemical and bioiogicai
wastes. We are unknowingiy bcing cxposcd to an estimated 60,000 different
chemical poiiutants in biosolids where we live and work. Exposurc comes cither
dii‘cctiy through contaminated soil, water, and air or indircctiy from foods grown
on farms treated with biosolids. Moreover, the number of chemicals involved
muitipiics over time by orders ofmagnitudc as the chemicals interact with each
other and the environment. Biosolids also include patiiogcns representative
of all of the infections passing tiirough popuiations iiving in iargc citics. Most
parasitcs, iiingi, bactcria, and viruses present in sewage siudgcs can survive the
standard disinfection processes that are used to prociucc biosolids.® Pi‘oiongcd
exposures to such iiigiiiy compicx mixtures of chemical and bioiogicai wastes
—which include vii'tu;iiiy every poiiutant that exists in the world todayfiiavc a
clear potcntiai for triggering a host ofncnroiogicai disorders and autoimmune
diseasesin gcncticaiiy prcdisposcd individuals.

Vaccines contain a simiiariy daunting array of chemical and bioiogicai agents
associated with additives, environmental contaminants, and residues from
manufacturing proccsscs.51 Some vaccines, for cxampic, contain traces of
antimicrobiais, incinding chiortctracyciinc, gcntamicin, ncomycin, poiymyxin
B, and strcptomycin. Amphotcricin B, which is used to prevent fungai
contamination in rabies vaccines, causes cell membrane damagc in human
and animal cells. Phenol I'C(i, which is used to indicate bacterial contamination
in some vaccine mcdia, mimics estrogen. In iaboratory cxpcrimcnts, it causes
ovarian surface epithclial cells to produce human oocytes (cggs).sz The CDC
dismisses the signiﬁcancc of these contaminants in vaccines because tiicy are
oniy present in trace amounts. Traces of many of the compounds found in
vaccines, however, have a demonstrated adverse effect on human health when
present in air, water, and soil in the environment.

Other chemical residues commoniy found in vaccines include antifoaming
agents (poiydimctiiyisiiozonc), growth media (c.gi, hydrocortisonc),prcscrvativcs
(EDTA, benzethonium chloride, phcnoi, 2—phcnoxyctiianoi, thimerosal),
stabilizers (cgg aibumin, giycinc, monosodium giutamatc [MSG}, potassium
giummatc, sorbitoi), toxin inactivators (giutaraidciiydc, formaidchydc), and viral
inactivators (bcta—propioiactonc, sodium dcoxychoiatc, Triton N-101, octoxynoi
9, poiysorbatcs). Vaccines also contain traces of unmonitored environmental and

industrial pollutants (c.o., heavy metals, carcinogens, mutagens, neurotoxins,
p 5 y g 8

As the number of potentiai environmental triggcrs contained in mixtures of chemicals
and bioiogicai agents gocs up, so does the chance that eXposed individuals will encounter
the particuiar agents that trigger the diseases to which thcy are predisposcd.

AUTISM SCIENCE DIGEST: THE JOURNAL OF AUTISMONE « ISSUE 04

www.autismone.org



We all suffer when government and industry manipulate and control the
pecr—reviewed scientific literature for their own purposes.

endocrine disruptors). Biologica] residues found in vaccines can include human
fetal lung cells (fibroblasts) and viral nucleotides (DNA, RNA), as well as human,
equine, and bovine sera and mouse serum protein. Traces of other biologica]
materials from manufacturing sources may include cells and cell components
derived from human aborted fetuses, calf skin, mice, and monkcys. Vaccines are
also potcntia”y subjcct to contamination with awide variety ofinfectious agents,
including7 viruses, bacteria, Fungi, parasites, and prions.

Fina“y, it is important to understand that unscrupulous scientists wanting to
advance their careers are not the only ones who fabricate data and commit other
types of research misconduct. As we have seen, institutions do it too. The only
difference seems to be that when individuals doing it on their own get caught, the
CONSCqUENCCEs are severe, whereas when institutions engage in rescarch misconduct,
there are no negative consequences for the scientists who are involved. To the
contrary, in all of the cases I have studied, the scientists who support institutional
rescarch misconduct are honored with awards and rewarded with promotions.
Again, the EPA’s biosolids program is a prime example. Although it is a federal
crime to falsiFy the environmental monitoring reports that are rcquircd under
the Clean Water Act, no one was ever prosccutcd when biosolids dcstroycd two
dairy farms in Georgia. Both the EPA and UGA refused to withdraw admictedly
unreliable data in Augusta’s environmental monitoring reports, cven after a
federal judgc ruled that the data were fabricated. Thus, while institutional research
misconduct can even potcntiallyinvolvc national orinternational criminal activity,

these activities may go unpunishcd because thcy are institutionally supportcd
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CONCLUSIONS

Dr. Fiona Godlee, editor-in-chicf of the BM], recently testified to Parliament:
“Even on the pccr—rcvicwcd side of things, it has been said thart the journals
are the markcting arm of the pharmaccutica] industry. That is not untrue.**
We all suffer when government and industry manipulatc and control the
pccr—rcvicwcd scientific literature for their own purposes. The public needs to
demand that government agencics and academic institutions break the back
of institutional research misconduct and put safcguards in placc to ensure
that scientists Conducting Icgitimato research are not targctcd for retribution.
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procccd atasnail’s pace for gencrations to come.

Disclaimer: Opinions cxprcsscd in this article are the authors and do not
necessarily represent those of the National Whistleblowers Center.

Court, Middle District of Georgia, Athens Division. Case No. 3:06-CV-16-
CDL. See The Gatekeepers at http://www.hallmanwingate.com/fullpanel/
uploads/files/the-gatekeepers-official-copy--feb-17--2012.pdf and other
documents posted at www.researchmisconduct.org.

11.  McElmurray v. United States Department of Agriculture, United States District
Court, Southern District of Georgia. Case No. CV105-159. Order issued Feb.
25,2008.

12. USEPA Grant No. 827759-01-0. Application for Federal Assistance - Metals
Assessment for Burke and Richmond County Hay Fields Receiving Biosolids.
June 28, 1999.

13. Llewis DL. Why EPA was unprepared for the Gulf oil disaster. 2010. Available
online at http://www.hallmanwingate.com/fullpanel/uploads/files/gulf-
oil-document-00001.pdf

14. Edwards M, Triantafyllidou S, Best D. Elevated blood lead in young children
due to lead-contaminated drinking water: Washington, DC, 2001-2004.
Environ Sci Technol. 2009 Mar;43(5):1618-23.

15. US House of Representatives, Subcommittee on Investigations and Oversight
of the Committee on Science and Technology. A Public Health Tragedy: How
Flawed CDC Data and Faulty Assumptions Endangered Children’s Health
in the Nation’s Capital. May 20, 2010. Available online at: http://www.
dcwatch.com/wasa/100520.pdf

16. Reich ES. Engineer sues CDC over response fo allegations about lead in
drinking water. Nature News Blog. 14 Sep. 2011. Available online at: http://
blogs.nature.com/news/2011/09/engineer_sues_cdc_over_respons_1.
html

17. Holland M, Conte L, Krakow R, Colin L. Unanswered questions from the
Vaccine Injury Compensation Program: a review of compensated cases of
vaccine-induced brain injury. Pace Environ Law Rev. 2011;28:480-544.
Available online at: http://digitalcommons.pace.edu/pelr/vol28/iss2/6

AUTISM SCIENCE DIGEST: THE JOURNAL OF AUTISMONE « ISSUE 04

39



40

REFERENCES

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

Godlee F, Smith J, Marcovitch H. Wakefield's arficle linking MMR vaccine and
autism was fraudulent. BMJ. 2011 Jan;342:c7452.

Wakefield AJ, Murch SH, Anthony A, Linnell J, Casson DM, Malik M, Berelowitz
M, Dhillon AP, Thomson MA, Harvey P, Valentine A, Davies SE, Walker-Smith
JA. lleal-lymphoid-nodular hyperplasia, non-specific colitis, and pervasive
developmental disorder in children. Lancet. 1998 Feb;351(92103):637-41.
[Retracted]

Black S, Shinefield H, Ray P, Lewis E, Chen R, Glasser J, Hadler S, Hardy J,
Rhodes P, Swint E, Davis R, Thompson R, Mullooly J, Marcy M, Vadheim C,
Ward J, Rastogi S, Wise R. Risk of hospitalization because of aseptic meningitis
after measles-mumps-rubella vaccination in one- to two-year-old children: an
analysis of the Vaccine Safety Datalink (VSD) Project. Pediatr Infect Dis J. 1997
May;16(5):500-3.

Champagne S, Thomas E. A case of mumps meningitis: a post-immunization
complication. Canadian Disease Weekly Report. 1987;13:155-7.

Crowley S, Al-Jawad ST, Kovar IZ. Mumps, measles, and rubella vaccination
and encephalitis. BMJ. 1989 Sep;299(6700):660

Ehrengut W. Mumps vaccine and meningitis. Lancet. 1989 Sep;334(8665):751.

Deer B. Wakefield's “autistic enterocolitis” under the microscope. BMJ. 2010
Apr;340:c1127.

Williams BL, Hornig M, Buie T, Bauman ML, Cho Paik M, Wick |, Bennett A,
Jabado O, Hirschberg DL, Lipkin WI. Impaired carbohydrate digestion and
transport and mucosal dysbiosis in the intestines of children with autism and
gastrointestinal disturbances. PLoS One. 2011 Sep;6(9): €24585.

Godlee F. Institutional research misconduct. BMJ. 2011 Nov;343:d7284.

Lewis DL. Apparent egregious ethical misconduct by British Medical Journal,
Brian Deer. UK Research Integrity Office (UKRIO), Reference No. 2011-
060. Jan. 8, 2012. Available online at: http://www.hallmanwingate.com/
fullpanel/uploads/files/david-lewis-bmj.pdf

US Department of Health and Human Services, Centers for Disease Control
and Prevention. What we've learned about autism spectrum disorder. Last
updated April 4, 2011. Available online af: http://www.cdc.gov/features/
countingautism

Kim YS, Leventhal BL, Koh Y], Fombonne E, Laska E, Lim EC, Cheon KA, Kim SJ,
Kim YK, Lee H, Song DH, Grinker RR. Prevalence of autism spectrum disorders in
a total population sample. Am J Psychiatry. 2011 Sep;168(9):904-12.

Barnevik-Olsson M, Gillberg C, Fernell E. Prevalence of autism in children of
Somali origin living in Stockholm: brief report of an at-risk population. Dev Med
Child Neurol. 2010 Dec;52(12):1167-8.

Hallmayer J, Cleveland S, Torres A, Phillips J, Cohen B, Torigoe T, Miller |,
Fedele A, Collins J, Smith K, Lotspeich L, Croen LA, Ozonoff S, Lajonchere C,
Grether JK, Risch N. Genetic heritability and shared environmental factors
among twin pairs with autism. Arch Gen Psychiatry. 2011 Nov;68(11):1095-
1102.

Tomljenovic L, Shaw CA. Do aluminum vaccine adjuvants contribute to the rising
prevalence of autism? J Inorg Biochem. 2011 Nov;105(11):1489-99.

European Parliament Directorate-General for Research, Directorate A, Division
for Industry, Research, Energy & Environment and STOA (Scientific and Technical
Options Assessment Unit). Neurotoxicity of Environmental Pollutants. EP/IV/A/
STOA/2000,/09/04. July 2001.

USEPA. Biosolids: targeted national sewage sludge survey report - overview.
EPA 822-R-08-014. Jan. 2009. Available online at: http://water.epa.gov/
scitech/wastetech/biosolids/tnsss-overview.cfm.

Son HY, Nishikawa A, Okazaki K, Kanki K, Yamagishi M, Imazawa T, Umemura
T, Hirose M. Prolonged effects of beta-estradiol 3-benzoate on thyroid
tumorigenesis in gonadectomized rats prefreated with N-bis(2 hydroxypropyl)
nitrosamine. Cancer Lett. 2003 Feb;190(1):21-9.

Snyder C. The dirty work of promoting “recycling” of America's sewage sludge.
IntJ Occup Environ Health. 2005 Oct-Dec;11(4):415-27.

AUTISM SCIENCE DIGEST: THE JOURNAL OF AUTISMONE « ISSUE 04

37.

38.

39.

40.

41.

42,

43.

44,

45.

46.

47.

48.

49.

(4]

51.

52.

53.

0.

United States of America, ex rel. David L. Lewis, PhD, RA McElmurray, IlI, and
G. William Boyce v. John Walker, PhD, Julia W. Gaskin, Robert B. Brobst,
William P. Miller, PhD, E. William Tollner, PhD, L. Mark Risse, PhD, The University
of Georgia Research Foundation, United States District Court, Middle District
of Georgia, Athens Division; Lewis v. USEPA, US Department of Labor. Case
Nos. 1998-CAA-12, 2000-CAA-10, 2000-CAA-11. ARB Case No. 04-117;
Administrative Law Judges, Case Nos. 2003-CAA-6, 2003-CAA-5; United
States Court of Appeals for The Eleventh Circuit, Case No.08-12114HH; Lewis
v. United States Environmental Protection Agency, US Department of Labor.
Case No. 98-CAA-13; Lewis v. United States Environmental Protection Agency,
US Department of Labor. Case No. 97-CAA-7. The US Department of Labor
(DOL) ruled in my favor in multiple cases and the EPA settled all but one case. In
that case, the DOL ruled that the EPA’s spokesperson for biosolids acted on his
own when he distributed false allegations of research misconduct provided by a
biosolids company; therefore, EPA was not held responsible.

National Research Council. Biosolids Applied to Land: Advancing Standards
and Practices. Washington, DC: National Academies Press, 2002.

Brown S, Chaney RL, Hallfrisch JG, Xue Q. Effect of biosolids processing on
lead bioavailability in an urban soil. J Environ Qual. 2003 Jan-Feb;32(1):100-8.

Lewis DL. Report to Carl O. Snowden, Director. Office for Civil Rights, Office
of the Attorney General, State of Maryland, et al. Lewis, McElmurray, Boyce
cases; Johns Hopkins/Kennedy Krieger experiments. June 8, 2008. 9 pp.

Farfel MR, Orlova AO, Chaney RL, Lees PS, Rohde C, Ashley P). Biosolids
compost amendment for reducing soil lead hazards: a pilot study of Orgro
amendment and grass seeding in urban yards. Sci Total Environ. 2005
Mar;340(1-3):81-95.

Erika Crimes v. Kennedy Krieger Institute, Inc., Circuit Court for Baltimore City,
Case Nos. 24-C-99-000925, 24-C-95066067/CL193461. Order dated
Oct. 11, 2001. Available online at: http://www.courts.state.md.us/opinions/
c0a/2001/128a00.pdf

Louisiana Department of Health and Hospitals, Office of Public Health, Section
of Environmental Epidemiology and Toxicology. Environmental Public Health
Review: Convent, LA. Draft for Public Comment. Jul. 19, 2005.

Dietert RR, Dietert JM. Potential for early-life immune insult including
developmental immunotoxicity in autism and autism spectrum disorders: focus
on critical windows of immune vulnerability. J Toxicol Environ Health B Crit Rev.
2008 Oct;11(8):660-80.

Dietert RR. Developmental immunotoxicology (DIT): windows of vulnerability,
immune dysfunction and safety assessment. J Immunotoxicol. 2008
Oct:5(4):401-12.

Saunders NR, Habgood MD, Dziegielewska KM. Barrier mechanisms in the
brain, Il. Immature brain. Clin Exp Pharmacol Physiol. 1999 Feb;26(2):85-91.

Tomlienovic L, Shaw C. Mechanisms of aluminum adjuvant toxicity in pediatric
populations. Lupus. 2012;21(2):223-30.

Shaw CA, Petrik MS. Aluminum hydroxide injections lead to motor deficits and
motor neuron degeneration. J Inorg Biochem. 2009 Nov;103(11):1555-62.

Petrik MS, Wong MC, Tabata RC, Garry RF, Shaw CA. Aluminum adjuvant
linked to Gulf War illness induces motor neuron death in mice. Neuromolecular
Med. 2007:9(1):83-100.

Prat A, Biernacki K, Wosik K, Antel JP. Glial cell influence on the human blood-
brain barrier. Glia. 2001 Nov;36(2):145-55.

CDC. Vaccine excipient & media summary, part 2. Excipients included in US
vaccines, by vaccine. Adapted from Grabenstein |D. ImmunoFacts: Vaccines
& Immunologic Drugs. St. Louis, MO: Wolters Kluwer Health Inc., 2009 and
individual products’ package inserts. Available online af: http://www.cdc.
gov/vaccines/pubs/pinkbook/downloads/appendices/b/excipient-
table-2.pdf

Bukovsky A, Svetlikova M, Caudle MR. Oogenesis in cultures derived from adult
human ovaries. Reprod Biol Endocrinol. 2005 May;3:17.

Uncorrected Transcript of Oral Evidence. House of Commons Science and
Technology Committee. Peer Review. Wednesday 11 May 2011. Available
online at: http://www.publications.parliament.uk/pa/cm201012/cmselect/
cmsctech/uc856-ii/uc85601.htm

www.autismone.org



