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Summary

The CDC is highly motivated to increase vaccination rates
among children in the U.S.

The National Immunization Program (NIP) is given the charge to
Increase childhood vaccination rates in the United States, as per
the “2010 Healthy People Goal (Press Release, 7/26/05).”

The NIP minimizes concerns over vaccine adverse events. (e.g.,
“Vaccines, the Safe Choice, document on NIP website”)

Up until May 2005, The Institute of Vaccine Safety (safety
“watchdog” for vaccinations) was located within the National
Immunization Program (advocacy arm with goal of increasing
Infant vaccination rates).

The CDC represents itself as a key interested party in
Investigations on vaccine safety and autism via the National
Center of Birth Defects and Development Disorders (NCBDDD).

The autism branch of the CDC was led by a former official of
NIP, Dr. Jose Cordero




Summary (2)

CDC commissioned IOM to establish the Vaccine Safety Review
(VSR) Committee under negotiations in 2000, leading to contract
execution on 8/1/2000

Final conclusion of the IOM VSR Committee “Thus, based on this
body of evidence, the committee concludes that the evidence
favors rejection of a causal relationship between thimerosal-
containing vaccines and autism.” (italics added):

This body of evidences consisted of 5 “well-designed”
epidemiology studies

— Verstraeten et al. 2003

— Madsen et al. 2003

— Stehr-Green et al. 2003

— Huviid et al. 2003

— Miller et al. 2004
All the epidemiological research on links to autism and thimerosal
exposure that the IOM VSR Committee cites as the basis for its
final report conclusion, rejecting a causal link between thimerosal
exposure and autism, was undertaken with CDC money or by
researchers with close ties to the CDC.




Institute of Medicine Vaccine
Safety Review Committee

Established in 2001 based on a contract (IAA) from
the CDC through the NIH (obtained by FOIA)

Committee was charged to look at up to three
vaccine safety hypotheses by the DHHS Interagency
Vaccine Group:

— CDC (NIP and NCID)

— NIH (NIAID)

— NVICP

— FDA

— Center for Medicare and Medicaid Services

One of the vaccine safety hypotheses investigated

was the causal linkage between thimerosal and
autism




IOM VSR Contract (IAA)
Documents (Obtained via FOIA)

Vaccine safety review described as, “until more
definitive scientific evidence becomes available, an
Interim review by an independent body could. help
evaluate for providers and the public the credibility of
a new vaccine safety hypothesis.

Credibility of a hypothesis __ based on “biologic
plausibility, competing alternative hypotheses, aswell
as the available scientific evidence to date.”

Further research needed , “knowledge gaps and
research needs would also have been identified.”

Statement of Work [SOW], pg. 2,
emphases added




IOM VSR Committee Meetings

A total of 9 meetings and reports
— Meeting 1 laid the foundation of the reviews

— Meetings 2, 3 and 9 specifically covered autism and vaccinations

MMR/IBD/Autism Hypothesis (3/8/2001)

Thimerosal-Containing Vaccines and Neurodevelopmental
Outcomes (7/16/2001)

Vaccines and Autism (2/9/2004)

Meeting conduct

— Open, public forum for invited presentations regarding scientific,
medical and policy information, followed by public comment

— Closed-door session(s) based on presentations and literature
supplied by the contractor

— Subsequent report released generally within 3 months of the
open forum




IOM VSR Contract (IAA)
Documents (cont’d)

Vaccine policy recommendations ranged

between:

— “Minimal unintended disruption of routine immunization
services”

— “Changes in recommendations for vaccine use pending
further investigation” (SOW, pg. 2)

Meeting topics to be considered in meetings

— Dictated by Contracting (NIH/CDC) Officer and Project
Officers (presumably K. Stratton, IOM and M. McCormick,
HSPH; SOW, pg. 3)

— For a given topic, the “contractor is responsible in compiling
and summarizing background data,” although others may
have input (SOW, pg. 3)




Reach of IOM VSR Committee
Results
Vaccination policy

Research agenda
Refereed publications

Vaccine injury compensation litigation
(results of committee deliberations

given to ACIP and NVICP Special
Masters)

Other Issues




Conclusions from Relevant IOM
VSR Committee Meetings

Meeting 1:

— Informational meeting to set up the committee and review
specific guidelines for deliberation (no conclusions)

Meeting 2:

— “EXxisting evidence rejects MMR/IBD/autism causality” (from
an epidemiological perspective)
“Moreover, the committee can find no proven biological

mechanisms that would explain such a relationship” (from an
Individual, clinical perspective, italics added)

Meeting 3:

— “Not sufficient information to accept or reject causality
between thimerosal and neurodevelopmental disorders in
children”




Conclusions from Final IOM VSR
Committee Meeting (Vaccines and

Autism, 5/16/04 Report)
Epidemiology

“Epidemiological studies examining thimerosal-containing vaccines and
autism, including three controlled observational studies (Hviid _etal., 2003;
Verstraeten et al., 2003; Miller, 2004 ) and two uncontrolled observational
studies (Madsen et al., 2003; Stehr-Green et al., 2003 ), consistently:
provided evidence of no association between thimerosal-containing vaccines
and autism, despite the fact that these studies utilized different methods and
examined different populations (in Sweden, Denmark, the United States, and
the United Kingdom).” [[OM VSR Committee 5/14/04 report, Exec.
Summary, pg. 5]

Final Conclusion

“Thus, based on this body of evidence, the committee concludes that
the evidence favors rejection of a causal relationship between
thimerosal-containing vaccines and autism.” (ibid., italics added)




Conflict of Interest in 5 “Well-Designed”
Studies (IOM VSR Committee 5/14/04)

Verstraeten et al. 2003 (US)

— Funded by the CDC

— Majority of authors employed by CDC
Madsen et al. 2003 (Denmark)

— Many Coauthors received funding from CDC during conduct of
Madsen et al. 2003 study

— Poul Thorsen affiliated with the CDC during conduct of study

— Dr. Cordero’s letter of support may have accompanied manuscript
submittal to the journal Pediatrics

Hviid et al. 2003 (Denmark)

— 3 of 4 coauthors were receiving financial support from the CDC
Stehr-Green et al. 2003 (Denmark and Sweden)

— Funded by CDC

Miller et al. 2004 (UK)

— Chen and Verstraeten exerted control of WHO funding for the UK
cohort study (nature of stake in WHO is indeterminate)

— Email correspondences from Chen are still outstanding




LONE STUDY ON CHILDREN

IN UNITED STATES




Verstraeten et al. 2003

The only thimerosal/autism epidemiological study
completed involving U.S. children exposed to U.S.
vaccine schedule

The remaining studies serving as the basis for the 5/18/04 IOM
report recommendations were based on countries with distinctly
different vaccination policies, ALL resulting in a much less
aggressive exposure to thimerosal.

— Lower overall exposure
— No thimerosal exposure prior to 2 months of age

Verstraeten findings were generated via the Vaccine
Safety Datalink (VSD)

5 generations of the study showed the relative
relationship between thimerosal exposure and the
autism diagnosis decrease dramatically after each
subseqguence revision




Regarding- Public Oversight of the VSD: Subsequent
IOM NIP Datasharing Committee Report, “Vaccine
Safety Research, DataAccess, and Public Trust”,

2117105

Dr. Melinda Wharton, Deputy Director of NIP, stated “data sets may not
allow all the re-analyses that one might want to do, or in fact may not
be available at all..” (IOM NIP Datasharing Committee Meeting
8/23/04).

Geiers’ experience with the VSD CRO clearly shows a pattern of . data
mismanagement by the CDC (ibid.)

CDC NIP attempted to block Geiers’ VSD access in February, 2004,
prior to testimony of Dr. Wharton on 8/23/04. It remains unclear
whether CDC official intentionally or inadvertently destroyed
Verstraeten et al. 2003 study datasets.

As pointed out in the final report (2/17/05), destruction of such data
whether accidental or intentional could constitute violation of the IQA
and the Shelby Amendment.

Numerous recommendations were made in the IOM NIP Datasharing
Committee final report, raising serious questions regarding the data
management practices resulting in the various versions of the
Verstraeten et al. study.




The study lead author, Dr.

Thomas Verstraeten

Left the CDC for a position at GlaxoSmithkline (GSK),
effective 7/16/01

Employed as a vaccine scientist at GSK for over two
years prior to the publication of the final versien of the
Verstraeten et al. study in the November 2003 edition
of the journal Pediatrics

The fifth and final reanalysis of the VSD leading to
the dismissal of any linkage between thimerosal and
autism was completed while Verstraeten was
employed at GSK

GSK manufactured thimerosal containing pediatrics
vaccines prior to the 1999 voluntary phase out

GSK is the defendant in several U.S. civil court cases
Involving thimerosal containing vaccines and autism




What did Verstraeten do after

leaving CDC

Collaborated with the NIP on six separate publications regardocane
safety (besides the thimerosal study)

Immunity to tetanus is protective against the depelent of multiple sclerosis.
Med Hypotheses. 2005;65(5):966-9. (Verstraetentddaso, Davis)

Vaccine safety surveillance using large linked dases: opportunities;shazards and
proposed guidelines. Expert Rev Vaccines. 2003Z&p21-9. Review.
(Verstraeten, Destefano, Chen, Miller)

Hepatitis B vaccine and risk of multiple sclerogigpert Rev Vaccines. 2002
Dec;1(4):461-6. Review. (Verstraeten, Destefaner(h

A retrospective cohort study of the associationasfoella vaccine failure ‘with
asthma, steroid use, age at vaccination, and nseaglenps-rubella vaccination.
Pediatrics. 2003 Aug;112(2):e98-103. (Verstraelemaan, Mullooly, Seward,
lzurieta, DeStefano, Black, Chen)

Vaccinations and risk of central nervous system ddimgting diseases in adults.

Arch Neurol. 2003 Apr;60(4):504-9. (DeStefano, Vasten, Jackson, Okoro,
Benson, Black, Shinefield, Mullooly, Likosky, Chen)

Enhancing vaccine safety surveillance: a captucaptire analysis of
Intussusception after rotavirus vaccination. Am Jdémiol. 2001 Dec
1;154(11):1006-12. (Verstraeten, Baughman, Cad&athardi, Haber, Chen)



What did Verstraeten do after

leaving CDC
Recruited CDC employees to come to GSK

Jackson, Janis

From: Destefano, Frank

Sent: Monday, March 15, 2004 9:27 AM

To: ‘thomas.verstraeten@gskbio.com’

Subject: RE: Open position for epidemiologist at GSK Biologicals in Belgium

Tom,
I will forward to potential candidates.

Thanks, Frank

Original Message - .
From: thomas.verstraeten@gskbio.com {mailto:thomas.verstraeten@gskbio.com]
Sent: Menday, March 15, 2004 4:24 AM
To: Chen, Robert (Bob) (NIP); Destefano, Frank; katrin@bellsouth.net
Subject: Open position for epidemioleogist at GSK Biologicals in Belgium

Bob, Frank, Katrin,
If you know of anyone who wants to move to Europe...

(See attached file: GSK Epidemiologist 2004 (EIS).doc)
Thomas Verstraeten, MD, MSc

Associate Divector, Worldwide Epidemiology and Safety GlaxoSmithKline Biologicals Rue de
l'Institut 8% B-1330 Rixensart, Belgium Email
thomas.verstraeten




What did Verstraeten do after
leaving CDC

Set up an industry/FDA/CDC collaboration of
epidemiologists to unify techniques and share data
(Data Mining of Spontaneous Reporting
Databases for Vaccines, a joint FDA-CDC-

Industry Initiative)

Used industrial funds to pay U.S. Government
collaborators In this initiative

Recruited former U.S. Government employees
now In industry to assist in the collaboration

— Michael Blum, Wyeth, former FDA
— Alena Khromava, Sanofi, former CDC




Set up of FDA-CDC-Industry
Initiative

Federal employees being
paid by industry to attend
conference

Joint industry consortia and
meetings .undermine
confidence in vaccination
program

Industry is setting
standards for its own
products. Industry wants to
“collaborate” with CDC/FDA
on safety issues




What did Verstraeten do after leaving CDC

Continued to involve
Robert Chen in vaccine
safety analyses (rotavirus
and intussesception)
despite his transfer.to
“Global AIDS”

Frank DeStefano (Chief\of
Vaccine Safety at CDC)
also is continuing to
correspond with Chen
regarding vaccine safety
iIssues, despite Chen’s
strong, demonstrated
conflict of interest.




Verstraeten solicits U.S.
Government officials for
votes in a prestigious
professional society based
on his past employment at
the CDC.




DENMARK STUDIES




CDC (Autism Study) Funding to Authors of
“Independent” Studies:-Hviid et al. 2003 and
Madsen et al. 2003

Co-investigators in these “independent” studies were
funded simultaneously on three separate CDC
studies specifically involving autism causal factors

Both principal investigators were:

— Involved in these studies

— Co-investigators (Madsen, lead; Hviid second) on the
autism-MMR study funded by CDC

The majority of these investigators were affiliated with

the Danish Epidemiology Science Centre




CDC (Autism Stuo
Investigators n-Hviic

y) Funding to
et al. 2003 and

Madsen et al. 2003 “Inc

Madsen et al. 2003
KM Madsen*

CDC Funded

ependent” studies

Hviid et al. 2003

Studies

P Thorsen

Madsen et al.

P Mortensen

AN

Author Affiliation (Denmark)

Danish Epidemiology Science Centre

National Center for Registry-Based Research

A Hviid*
M Melbye
J Wohlfahrt

Larssen et al.

CDC Funded Study Publications
Madsen et al. 2002, NEJM 347:1477

Larssen et al. 2005, Am J Epi 161:916




Denmark Study Coauthors Employed by
the “for profit” Danish Vaccine
Manufacturer: Staten Serum Institut (SSI)

Madsen et al. 2003 Staten Serum Institute Hviid et al. 2003

KM Madsen Department of Medicine, ARlviid
M Lauritsen SSI M Melbye

C Petersen Danish Epidemiology J Wonhlfahrt

P Thorsen Science Centre, M Stellfeld*
Department of
A Plesner Epidemiology, SSI

P Andersen

P Mortensen

*Department Head




Connectivity between authors in CDC funded and
“Independent” Investigations (Blaxill et al. 2004)




Connectivity between authors in CDC funded and
“Independent” Investigations (Blaxill et al. 2004)

DESC

DESC-SSI

SSI

CDC

CDC consultant
Psychiatric Researc
NCRR (Denmark)
Public Health (Swedg

*CDC — Visiting Scientist, Affiliation Unreported




Dr. Poul Thorsen — CDC “Visiting Scientist”

Published as principal investigator (Thorsen et al. 2001 Ped
Perinatal Epi 15[Suppl 2]: 90-103) under affiliation — National
Center for Environmental Health, CDC

Listed as “Guest Researcher” Developmental Disabilities Branch
(NCEH), CDC, MICHEP 1998 Workshop,
http://www.uic.edu/sph/dataskills/liveconf/CDCconfpgm.htm

Listed in 5/30/2000 email correspondence from Marshalyn
Yeargin-Allsop to Jose Cordero, regarding initiation of Denmark
autism-MMR study (attached)

— Thorsen served as CDC representative regarding funding in
CDC(NIP) to Principle Investigators

Thorsen email message (personal correspondence) affirming

— “l am and was Principal Investigator on CDC projects on Autism during
those years.” 11/24/04 (Poul Thorsen email)

to my direct question “l would like to determine your role at the CDC
during the span of time where you were involved in the 2003 Pediatrics
study that you co-authored with K. Madsen et al.” 11/23/04 (personal
correspondence)




Other COl Issues within
“Independent” Denmark Studies

Danish Medical Research Counsel listed as
CDC-NCBDDD “External Partner”

Acknowledgement on Madsen et al. 2003

Publication:
“We thank Coleen Boyle, Diana Schendel, and Jose F. Cardero
[All CDC] for comments and advice during preparation of the

manuscript.”
Cordero recommendation letter (Madsen et

al. 2003) to the journal Pediatrics




Stehr-Green et al. 2003

Investigation of pediatric cohorts from Denmark and
Sweden

Critical review of studies involving-Denmark pediatric
cohort and California ecological data

Funded directly by CDC

Study first author, Paul Stehr-Green was a consultant
for the CDC

Study author, Diane Simpson was employed by the
CDC

Danish co-authors Michael Stellfeld and Preben-Bo
Mortensen are not appropriate for critical review of
their own studies, Hviid et al. 2003 and Madsen et al.
2003, respectively

Danish co-author Michael Stellfed was employed by
the Staten Serum Institut, a Danish vaccine
manufacturer




Conclusion

Network of Danish Researchers is highly
Interconnected with the CDC, the. “for
profit” vaccine manufacturer Staten
Serum Institut and Danish research
organizations




UK STUDIES




Miller et al. 2004 (unpublished)

Led to publications

— Andrews et al. 2004 Pediatrics (GPRD) —
Thimerosal exposure vs. autism incidence
epidemiology

— Heron et al. 2004 Pediatrics (ALSPAC) —
Thimerosal exposure vs. autism incidence case
definitions

Dr. Miller has served as an expert witness for

GSK, Aventis Pasteur and Merck (all named

as defendants in ongoing civil litigation)




CDC connection

FOIAed emall exchange between Miller,
Verstraeten and Chen (Head of Vaccine Safety,
CDC), June to Nov. 2001

— Dilemma on thimerosal exposure in UK via DTP
(either 75 or 150 ug total)




Elizabeth Miller’s prompt reply (only 75 ug Hg by age 4 months)

“Do | have to give my GPRD grant money from WHO back???"

Robert Chen elicits Tom Verstraeten’s input on Dr. Miller's email




Dr. Verstraeten's response

Maximum exposure is too low to see an effect (if there is one)
The “low exposure data” in the GPRD are unreliable
Verstraeten quote:

Maybe the grant can be givento Harald in Sweden”




Dr. Miller’s response

Exposure level in Sweden is less than UK
even under most accelerated schedule
(l.e., 75 ug by 6 months age).




Who Is Harald Heijbel?

Swedish vaccine researcher

Co-founder of the “off-shore” Brighton Collaboration with
Dr. Robert Chen

His data were presumably presented in the Stehr-Green
et al. 2003 publication:




No emails released between 6/27 and 8/14. However, Verstraeten and Chen
presumably made the recommendation for Dr. Miller to keep her WHO grant.







Summary

Verstraeten and Chen exerted some type of

authority in granting (and/or retracting) WHO
funds to(/from) Miller

The level and mechanism of this authority is
Indeterminate at this time.

The corresponding FOIAed emaill string was

missing correspondences (presumably replies)
from Dr. Chen

— Appealed to DHHS, 2/23/05

— Letter to Dr. Gerberding by U.S. Senator Patty
Murray, 5/19/05




Attempts to get the “Chen emails”




Ms. Lorine Spencer’s* response
to Sen. Murray

“My understanding from the FOIA office regarding Bob Chen’s
emails is -- that CDC'’s response to your administrative appeal
went to the appeals officer on 5/10. The response will.come
from that office — You should address all communications:about
your appeal to the PHS FOIA Office at the contact address you

used to file it.” (personal email correspondence, 5/31/05, italics
added)

In other words, Senator Murray should have appealed to the
DHHS FOIA Appeals office...

Dr. Gerberding has not responded to Sen. Murray’s letter

*Community Outreach Liaison, CDC




DHHS Appeal to Receive Chen Emails

“CDC searched the files of
the NIP and norecords of
the e-mails were located.
Further, Dr. Chen was
specifically asked to search
his files and he reiterated
that he did not retain copies
of the e-mails he sent.”




DHHS Appeal to Receive Chen Emails

| am highly troubled that Dr. Chen was asked
personally to search his own hard drive for the

emails in question.

This response will be appealed to the District
Court of the United States.




Did the Brighton Collaboration provide a
connect to allow Verstraeten and Chen to
exercise authority over WHO grants?

“The Brighton Collaboration is an international voluntary collaboration
to facilitate the development, evaluation, and dissemination of high
guality information about the safety of human vaccines.
“(www.brightoncollaboration.com)

The Brighton Collaboration was founded by Robert Chen, Harald

Heijbel, Tom Jefferson, Ulrich Heininger, and Elisabeth Loupi in 1999 at
a meeting in Brighton, England. It was officially launched in autumn
2000.

WHO connection (funding):

— Itis funded by the and
the

Lujene Clark ( ) has compiled a significant amount
of information on the Brighton Collaboration.




Dr. Elizabeth Miller
makes a diagnostic
assertion for an
Individual case of
autism in the U.K. In an
active effort to
persecute a
psychologist whoe
suggested a linkage
between thimerosal
and autism. It should
be noted that Dr. Miller
never met the patient
nor examined the
records of the patient
In question.




Summary — Monetary Connections of
5 “Well Designed” Studies to CDC

Miller and Andrews 2004
—® «Funding authority for WHO-funds exerted by
Chen and Verstraeten

v v

Madsen et al. 2003 Hviid et al.2003

*Direct Funding of 3 *Direct Funding of 3,0f 4
investigators on other projects investigators on other prejects

*CDC employee (Thorsen) was *Extensive interconnectionswith
co-Investigator CDC
«Extensive interconnections with ——— CDC - NIP——

CDC

|
v v

Verstraeten et al. 2003 Stehr-Green et al. 2003

Direct Funding Direct Funding
CDC PI and co-investigators CDC Consultant as PI




Ties between
and vaccil

epidemiology studies
ne manufacturers

Study

Vaccine Manufacturer Tie

Verstraeten et al. 2003

Verstraeten employed by GSK starting
7/16/01

Madsen et al. 2003

2 coauthors employed by the SSI

Hviid et al. 2003

All 4 coauthors employed by the SSI

Stehr-Green et al. 2003

Stellfeld (coauthor) was Head of the
Department of Medicine, SSI

Miller et al. 2004

Miller has served as an expert witnhess for
GSK, Aventis Pasteur and Merck (all
named as defendants in ongoing civil

litigation)




Conclusions

The CDC NIP is both vaccine advocate and vaccine
safety watchdog for the United States, which
constitutes a huge conflict of interest

The CDC funded the IOM VSR Committee and all
associated activities

The CDC had both monetary and personnel
connections to all five epidemiology studies used as

the basis of the final IOM VSR Committee Reports
conclusions on causality between thimerosal and
autism

Coauthors on all five epidemiological studies used as
the basis for the IOM VSR Committee 5/14/04 report
final conclusion have direct ties to vaccine
manufacturers




