ICAN

Informed Consent Action Network

December 31 2018

U.S. Department of Health & Human Services

HHS Office of the Secretary

Alex M. Azar I, Secretary of Health & Human Services

Tammy R. Beckham, Acting Director, National Vaccine Program Office
200 Independence Avenue, S.W.

Washington, D.C. 20201

Re: HHS Vaccine Safety Responsibilities and Notice Pursuant to 42 U.S.C. §-300aa
Dear Secretary Azar and Acting Director Beckham:

In our letter of October 12, 2017, we notifiedHHS of a number of serious concerns
regarding how the Department of Health & Human Services ( HHS) fulfills its obligations
to ensure vaccine safetyunder the National Childhood Vaccine Injury Act of 1986 (the 1986
Act).! We voiced these concerns along with 55 other organizations who were copied on our
letter and who represent over 5 million A mericans.?

We thank HHS for the time and resources it dedicated to respond to our concerns in
its letter of January 18, 2018 including having its response reviewed and cleared by the
following agencies within HHS: the Centers for Disease Control and Prevention (CDC),
Food & Drug Administration ( FDA), National Institutes of Health ( NIH ), Office of the
General Counsel (OGC), Human Resources & Services Administration (HRSA), and
Agency for Healthcare Research and Quality (AHRQ ).3

We write again because after careful review, the substance of' ' 2 zddponses
heightens the serious concerns we previously raised regarding the safety of ' ' 2z U
childhood vaccine schedule.

As HHS is aware, the 1986 Act gave pharmaceutical companies immunity from
liability for injuries caused by most of their vaccines and instead made vaccine safety the
responsibility of HHS.* As the Secretary of HHS (the Secretary), you have the ultimate
authority and responsibility to assure implementation of the vaccine safety obligations in

1 http://icandecide.org/hhs/vaccine -safety-10-12-17.pdf

2 http://icandecide.org/hhs/vaccine -safety-10-12-17.pdf

3 http:/ /icandecide.org/hhs/vaccine-safety-1-29-18. pdf

442 U.S.C. 8§ 300a40; 42 U.S.C. 8§ 300ad 1; 42 U.S.C. 8 300a27; Bruesewitz v. Wyeth LLC, 562 U.S. 223 (2011)
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http://icandecide.org/government/ICAN-HHS-Notice.pdf
http://icandecide.org/government/ICAN-HHS-Notice.pdf
http://icandecide.org/hhs/vaccine-safety-1-29-18.pdf
https://www.law.cornell.edu/uscode/text/42/300aa–10
https://www.law.cornell.edu/uscode/text/42/300aa–11
https://www.law.cornell.edu/uscode/text/42/300aa–27
https://supreme.justia.com/cases/federal/us/562/223/

the 1986 Act> The importance of assuring the safety of the 71 vaccine doses injected into
children pre-and-postnatally x U U U U E O U uvac@ine'sche?ligeltannot be overstated®

Given the gravity of ' ' 2 zebponsibility, it is deeply troubling that the majority of
2 getier contains littl e more than broad unsupported conclusory assertions. Most of
these conclusory assertionsdo not withstand basic scrutiny. ' ' 2 zeSponses even often
contradict its own source materials.

' 2z U0woll UUI U uikedrredbdiichunat®he $ataty of inany pediatric vaccines
was investigated in clinical trials that included a placebo , and falsely impl ies these trials are
typically longer than mere days or weeks. (Section Ibelow). It then fails to support the
safety of injecting babies with the Hepatitis B vaccine (Section II) and reaffirms ' ' 2 z U
refusal to: automate VAERS reporting (Section Ill); research the most commonly claimed
vaccine-injury pairs (Section 1V) ; identify which children will suffer a ser ious vaccine injury
(Section V); pause claiming ? 5 EEEDOI Uw# Ow - O Uuntit iEhddtheustudies ®U O 2 w
support thi s claim (Section VI), conduct vaccinated versus unvaccinated studies (Section
VII); purge itself of conflicts of interest (Section VIII); or use the Vaccine Safety Datalink and
PRISMto actually improv e vaccine safety (Section IX).

History is replete with products that caused harm for years or decadeslonger than
necessary because of gridlock at HHS.” The gridlock at HHS over vaccines makes that
history look trivial .

A large and growing proportion of Americans have concerns regarding vaccines.® In
order to persuade this population , including the over five million Americans represented
by the groups listed on our opening letter, HHS must either substantiate that its vaccine
schedule and representations regarding vaccine safety are based on rigorousand robust
science or acknowledge areas of failure to fulfill its vaccine safety duties . Unsupported and
incorrect assertions will not suffice and will only deepen concens regarding vaccine safety.

Only by providing the science to support vaccine safety or acknowledging
shortcoming s in this science can' ' 2 WET T POwUOwUI UUOUIT w itabiltyp EE OU z
to objectively assess and improve vaccine safety. Since parents and children are the most
important stakeholders when it comes to vaccine safety, in addition to distributing these
letters to the organizations listed in our opening letter, we intend to widely distribute these
letters to the news media and the public at large.

542 U.S.C. § 300a27
6 https://www.vaccines.gov/
7 https://prescriptiondrugs.procon.org/view.resource.php?res ourcelD=005528
8 https://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf p? EOwW D OEUI EUPOT wOUOETI UwoOi wxEUI O0U0wT EYI
about vaccine safety overthe lad wU b OwET EEET U? WEOEOwWDOwWxEUUPEUOEUOW? xEUTI O0UwWT EYIT wEI T OwY(
POOUOPAEUDOOWUET |héps/Minulth&igmBnw pd/féred-piditas/vaccine -confidence/index.html
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https://www.vaccines.gov/
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https://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety_WEB.pdf
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l. INVALID PRELICENSURE SAFETY REVIEW OF PEDIATRI C VACCINES

In our opening letter , we askedthat HHS identify the clinical trial data showing that
the safety of pediatric vaccines was carefully studied prior to licensing and injecting them
into millions of American children .° In response, HHSdid not cite any such data. Instead,
HHS merely made conclusory assertions regarding pediatric vaccine clinical trials that
EOOUUEEPEUW"' ' 27z Uw x.U0\WedBKE bathBpainE i® E U Q I7€éder Wegarding
vaccine clinical trials in turn below .

A. Placebo Control s Were Not Used in Pediatric Clinical Trials

Our opening letter expressed serious concern that the clinical trials relied upon to
license pediatric vaccines did not include a control group receiving a placebo. Reflecting its
importance, ' ' 2 zebbonse letter addresses this concern in its first two sentences

| would like to address a comment made in Section Il of your
letter about pre-licensure safety review of pediatric vaccines.
Contrary to statements made on page two of your letter, many
pediatric vaccines have been investigated in clinical trials that
included a placebo.*

Unfortunately, ' ' 2 addertion that prior to licensure for children ? OE O a wx Ivaceiried) UD E w
have been investigated in clinical trials that included a placebo? is untrue.

(i) ' 27ZUW%EOUT w" OEPOw1l BEUEDOT wa Ul woOi w/ C

As defined by the " # " O WERRIXED » wBUWEUUEOET wOUwUUI EVOI OU
OO wi UOE O uwEAsBIAS ishivare, common examples of a placeboare a saline injection
or sugar pill. > The reason that drugs are first evaluated in a clinical trial against a placebo
control group, prior to being released to the public, PUw UOwWEUUI UUw @ridl wEU U
effectiveness As explained by HHS:

(OwUOEI UUEOPOT WEWEODOPEEOWUUDPEOOWUI Ul EU
anything to chance. They want to be as certain as possible that
the results of the testing show whether or not a treatment is safe
EQEwi i 1T EUOCE@WBEDOHRPUE? wi OUwUI
x1 Ox Ol whbUwUT 1 w?UEOBOOHOVEEGwuwED

m) C\

9 http://icandecide.org/hhs/vaccine -safety-10-12-17.pdf

10 http:// icandecide.org/hhs/vaccine-safety-1-29-18.pdf

11 https://www.cdc.gov/vaccines/terms/glossary.html

12 https://www.nchi.nlm.nih.gov/pubmed/1330942 @? Ewx OEETI EOQOwDUwWEwWxi EUOEEOOOT PEEOOawbOEEUDYI wUUE
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A placebo is an inactive substance that looks like the drug or
treatment being tested.®

However, for eachpediatric vaccine ¢ exceptone ¢ that HHS promotes for routine injection
into children, the clinical trials relied upon to assess its safety prior to licensing its use in
children did not use a placebo-control group.

The following three tables, compiled from HHS z U w Cpibiications, list each
pediatric vaccine that HHSz UwY EEE D Ol wU E Telottited | injectdd (Htg Brieriddnu E
children .4 Each table addresses a different age range and answersvhether the trials relied
upon to license each vaccine for use in children included at least one clinical trial that
assessed its safety against a placebo contrajroup.
EEOQUEDPOT wUOOw' ' 27 UwWET POET OOEwWYEGNeas adUET | E
each of the following vaccines between day one and 6 months of life:

"t 2z2w" " (+#' . . # w20NE BAYA® 6 MONTHS OF LIFE
VACCINE TEST GROUP CONTROL GROUP PLACEBO
TYPE RECEIVED RECEIVED %5 CONTROL ?
DTapP Infanrix (GSK)?6 DTP
Daptacel (Sanofi)” DT or DTP
ActHIB (Sanofi)® Hepatitis B Vaccine
Hib Hiberix (GSK)° ActHIB
PedvaxHIB (Merck)?° Lyophilized PedvaxHIB 2!
Hepatitis B Enggrix-B (GSK)y2 No control group
Recombivax HB (Merck)?? No control group
Pneumococcal Prevnar 13 (Pfizer)? Prevnar?®
Polio Ipol (Sanofi)?® No control group

13 https://www.nia.nih.gov/health/why -are-placebosimportant

experience? WD OEOUEDPOT whHET QOBUYD WEOCEWEOOXxEUEUOUUwW®l 81 8 Ghe xlidieaktiak ore@ch WE Uwpi OO0
vaccine in its summary basis of approval and clinical trial review , and this letter assumes these documents, available on the FDA website,
comply wit h these regulations. https://www.fda.gov/ BiologicsBloodVaccines/Vaccines/Approved Products/ucm093833.htm

15 Most vaccines had multiple trials; and where some trials used a control and others did not, only the control is listed.

16 hitps://www.fda.gov/down _loads/biologicsbloodvaccines/vaccines/approvedproducts/ucm124514.pdf

17 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproduc _ts/lucm103037.pdf(lists DT vaccine in one of its efficacy
UUPEOQUWEUWEwW? xOEETI EO? A

18 hitps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM10984 1. pdf

19 hitps://www.fda.gov/downloads/BiologicsBloodVaccines /Vaccines/ApprovedProducts/UCM179530.pdf

20 hitps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM253652. pdf

21in Lyophi OB a1l Ew/ 1 E Y ficerisure! tzals, uhe t8dt group received Lyphilized PedvaxHIB, OPV and DTP, and the control group
received a placebo, OPV and DTP.lbid . Concomitantly injecting OPV and DTP negate the benefit of having a placebo as it prevents assessing
the actual safety profile between Lyophilized PedvaxHIB and a placebo.

22 hitps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM224503. pdf

23 hitps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM110114. pdf

24 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/lUCM574852.pdf ~ (While a placebo was used in
trials for adults over 65 years old, no placebo was used in trials to license this vaccine for children.)

259/ Ul YOE U > udndednittto b gaceBdcEntrolled trial. http:/labeling.pfizer.com/showlabeling.aspx?id=134

26 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM133479.pdf
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https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM110114.pdf
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http://labeling.pfizer.com/showlabeling.aspx?id=134
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||222wu|(+#|

. # Ww20NE BAY4® 6 MONTHS OF LIFE

VACCINE TEST GROUP CONTROL GROUP PLACEBO
TYPE RECEIVED RECEIVED 15 CONTROL ?
Combination Pediarix (GSKYy’ ActHIB, Engerix -B, Infanrix, 1PV, and OPV
Vaccines Pentacel (Sanofiy® HCPDT, PolioVAX, ActHIB, Daptacel, and IPOL

As the abovetable E OE w' ' 2 z UwO b O wEHKow, théré iSridtta Simyl® Eaccine brand
routinely injected into American children between day one and 6 months of life that was
licensed based on a clinical trial which included a placebo-control group.

EEQUEDOT wUOwW' vaecindlseHedud, ©abis @Gedeiveua fourth injection of
most vaccines in the table above as well as one or two injections of each of the following
additional vaccine s between 6 months and 18 months of life:

r2z2wtt (+# . Aw2" ' $A4+Sowt w3, whlWllw, . - 3" 2w
VACCINE TEST GROUP CONTROL GROUP PLACEBO
TYPE RECEIVED RECEIVED CONTROL?
. Havrix (GSK)°® Engerix-B
Hepatitis A Vagqgta (Merck)3° AAHS and Thimerosal
MMR M-M-R 1l (Merck)3t No control group
Chicken Pox Varicella (Merck)32 Stabilizer and 45mg of Neomycin

M-M-R Il and Varivax
Prevnarl3, Havrix and/or Varivax or unlicensed vaccin
Fluzone (1IV4), Fluarix (1IV3) or Havrix
Fluzone (IIV3)

Combo Vaccine ProQuad (Merck)33
Fluarix (IIV4) (GSK)*®
FluLaval (IIV4) (ID Bio)3®

Fluzone (11IV4) (Sanofi)?’

Flu34

27 https://www.fda.gov/downloads/Biol _ogicsBloodVaccines/Vaccines/ApprovedProducts/UCM241874.pdf

28 htps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM1098 10.pdf (lists DT vaccine in one of its
111 PEEEAWUUPEOUWEVUWEwW? xOEEI EO? A

29 htps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProd _ucts/UCM224555.pdf
30 hitps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM110049. pdf
contained 300pug AAHS and thimerosal, see https://www.nejm.org/ doi/full/ 10.1056NEJM199208133270702
31 https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM123789.pdf ~ (The package insert for M-M-R-II

cites a number of pre-licensure trials, typically with small sample sizes and often using children from orphanages, psychiatric institutions, or

schools for the handicapped. In total, it cites: one trial for the M -M-R-Il comparing it with other vaccines (ref. # 16), one for the measles vaccine

in which the test and control group both received the measles vaccine (ref. # 7), threetrials for the mumps vaccine in which controls were

injected with various experimental vaccines (ref. # 8, 9, 11) and fifteertrials for the rubella vaccine comparing different types of rubella vaccine

except for one trial with 23 apparently untreated controls and one trial with 19 controls receiving a saline nasal spray where rubella vaccine

was also given intranasally (ref. # 1, 2, 1926, 28, 29, 31, 56, 5

32 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/lUC M142813.pdf (While this insert states 465

ET1 POEUI OwUI EI DYl EWEW?*xOEET EOO>w, 1 UEOzZUwxI 1T UwUI YD1 Pl Ewx UEQd@nkE UDOOwWI R x
ExxUORDOEUI Oa wK k uni@b:/tmén. nabnlmdif.gok/inlinde /6825909 . Neomycin is an antibiotic with serious side effects

when swallowed, let alone injected: www.pdr.net/d rug-summary/neomycin -sulfate?druglabelid=819&mode=preview )

33 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/lUCM123  793.pdf (In one clinical trial, 799 children

received ProQuad+Placebo, MMR II+Placebo, or MMR lI+Varivax, but none received only a placebo; hencethis was not a placebo-controlled

trial nor does it pretend to be in its Clinical Review: http://wayback.archive -it.org/ 799320170723150918ttps:// www. fda.gov/downloads/
BiologicsBloodVaccinesNMaccines/ApprovedProducts/lUCM 123800pdf)

34 This and the next table include all flu shots the CDC lists for injection into children for the 2018 -2019 flu season https://www.c dc.gov/flu/
protect/vaccine/vaccines.htm. One flu vaccine, FluMist (LAIV 4), is given via nhasal spray, not injection, and hence notdiscussed

35 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM619534.pdf  (placebo control only used in

adult trials but unfortuna tely never in trials to license this vaccine for children)

36 https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM6195  48.pdf

37 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM356094. pdf
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As the abovetable E OE w' ' 2 z UwO b O w koW, théré i€nota Birdlé accinebrand
routinely injected into American babies between 6 months and 18 months of life that was
licensed based on a clinical trial which included a placebo-control group.

Finally, accordingto ' ' 2z UwET POET OOEWYEEEDOI wUET T EUOI Ou
injection of a majority of the vaccines in the above two tables as well as one to three injections
of each of the following additional vaccines, along with an annual influenza vaccine,
between 18 months and 18 years of life:

r2z2wtt (+#.  #w2" " $#AA4+$SowhWw, . - 3" 2w3 . whlWlw8
VACCINE TEST GROUP CONTROL GROUP PLACEBO
TYPE RECEIVED RECEIVED CONTROL?
Tdap Boostrix (GSK)*® DECAVAC or Adacel
Adacel (Sanofi)*® Td (for adult use)
Gardasil (Merck)® AAHS or Gardasil c.arrier soIL!tion ('Sodium ChIoriQe, L -histid.ine,
Polysorbate 80, Sodium Chloride, and Yeast Proteir) (594subjects)
HPV . Gardasil or Placebo (306 subjects that recently receive®
Gardasil -9 (Merck)** .
doses of Gardasil)
Mening - Menactra (Sanofi)* Menomune
ococcal Menveo (GSK)* Menomune, Boostrix, Menactra, or Mencevax
Combination Kinrix (GSK)* Infanrix and Ipol
Vaccines Quadracel (Sanofi)*6 Daptacel and Ipol
Afluria (1IV3) (Seqirusy® Fluzone (1IV3)
Flu4” Afluria (1IV4) (Seqirus)y® Fluarix (1IV4)
Flucelvax (1IV4) (Seqiruspq Flucelvax (1IV3) or a (Seqirus) investigational vaccine

38 https://www.fda.gov/downloads/BiologicsBloodVaccines/lUCM152842.pdf

39 https://www.fda.gov/downloads/Biologi _csBloodVaccines/Vaccines/ApprovedProducts/UCM142764.pdf

40 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/lUCM111263. pdf (While this insert states 594
EOOUUOOUWUI El PYT EWEW?UEOPO! wxOEEI EOO?2w, 1UEOzUwxI1 1 UwUIl YDI Pdnttal x UEOPEEC
components to those in the vaccine, with the exception of HPV L1 VLPs and aluminum adjuva® 0 02 wpk i PET wOi EOUVUwWUT PUw? x OEE
Sodium Chloride, L -histidine, Polysorbate 80, Sodium Chloride, and Yeast Protein. https://www.ncbi.nlm.nih.gov/pubmed/17484215 )

41 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM429166.pdf

42|n only one clinical trial , 306 controls received a placebo, and Merck required the 618 subjects in this trial receiving Gardasit9 to have

recently received 3 doses of Gardasil and be in good health.https://clinicaltr ials.gov/ct2/show/NCT01047345 Generalized safety conclusions

therefore cannot be made from this small trial since it only included subjects with a proven record of receiving Gardasil wit hout health

complications. This trial does, however, prove that a saline placebo can be used in vaccine clinical trials.

43 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/fUCM131170.pd f (In one clinical trial, 509

adolescents (between 11 and 18 years of age) received Td for Adult Use plus Menactra and 28 days later received a saline injéon, and 512

adolescence received Td for Adult Use plus a saline injection and 28 days later receied Menactra. Despite including a saline injection, this is

not a placebo-controlled trial nor does it pretend to be in its Clinical Review: http://wayback.archive -it.org/ 799320170722073019
https://www.fda.gov/ BiologicsBloodVaccines/NVaccines/ApprovedProducts/ucm176044.htm)

44 hitps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM201349. pdf

45 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM241453. pdf

46 hitps://www.fda.gov/downloads/BiologicsBloodVaccines /Vaccines/ApprovedProducts/lUCM439903.pdf

47 This and the prior table list all injectable flu shots for children for the current flu season: https://www.cdc.gov/ flu/ protect/ vaccine/vaccines.htm

48 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM263239.pdf  (placebo control only used in

adult trials but unfortunately never in trials to license this vaccine for children)

49 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/Appro _vedProducts/UCM518295.pdf
50 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM619588. pdf
adult trials but unfortunately never in trials to license this vaccine for children)
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https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM439903.pdf
https://www.cdc.gov/flu/protect/vaccine/vaccines.htm
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM263239.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM518295.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM619588.pdf

As the above three tables and ' 2 pwh documentation establish, only one out of
30 vaccines brands routinely injected into American children was licensed based on a
clinical trial which had a placebo-control group .5

The use of placebocontrol groups is essentialto protect society from the harm that
could result from widespread use of ineffective or unsafe medical treatments. The fact that
HHS does not and apparently will not require pharmaceutical companies to use a placebo
control in pediatric vaccine clinical trials 1| YDET OEl Uw' ' 27 UWwOEE éaie®i WE OO
profile of these products. If HHS had confidence in their safety profile s, it would require
that vaccine clinical trials ¢ as is typical for drug clinical trials ¢ include a placebo-control
group. For example, drugs such asBotox,>? Prozac,% and Lipitor 54 typically given to adults
rather than children, have placebo controls in their clinical trials. Like almost all drugs,
pediatric vaccines should be licensed basedon placebo-controlled clinical trial s so thatHHS
canassessheir safety profile s prior to approving them for injection into millions of children

It is troubling that HHS chose to begin its response by misstating that prior to
licensure for children ? OEQa wx | EPEUUPEWYEEEDOI Uwi EYT wiEl T Owb
DOEOUEIT E wB wkwdistEHHE &dwingly perpetuated this inaccurate claim , but at
best, HHS was unaware this claim was incorrect. This leaves the public to wonder what
other critical assumptions underpinning ' ' 2 z U wE O hivaadne ety are incorrect.

(i) HHS Licenses New Vaccines Without Any Placebo-Controlled Trial
Even When No Vaccinefor the SameDisease EXxists

After making the false claim that many vaccines on' ' 2 gHildhood schedule w ere
licensed based on a placebecontrolled trial, HHS then states:

Inert placebo controls are not required to understand the safety
profile of a new vaccine, and are thus not required.

This claim is astonishing. For almost all new drugs, especially where no substantially
similar product is already licensed, HHSz fuidance expects a placebo control group to be
part of the clinical trial so that the adverse event rate in the test group receiving the new
drug can be assessed againsthe rate in the placebo group.

80, Sucrose, Citrate and ® OUx i EUTl OWEOEwW1 OUEUPR wp&2* Az Uw? xOEET EO» wEOOUEDOI Ew2UEUOUI O
Eagle Medium, Calcium Carbonate, and Xanthan. https://www.fda.gov/ downloads/ BiologicsBloodVaccinesNaccines/Approved Products/

UCM133539.pdf; https://www.fda.gov/ downloads/ BiologicsBloodVaccinesMaccines/Approved Products/UCM 142288pdf

52 https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/103000s5236I1bl. pdf

53 https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/018936s091Ibl. pdf

54 https://www.accessdata.fda.gov/drugsatfda_docs/label/2009/020702s0561bl. pdf

55 http://icandecide.org/hhs/vaccine -safety-1-29-18.pdf
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' 2z UwbOE UUUéxplaind tbad siagddndther drug as a sSCEEOOI Ew? EE U
EOOUUOO? wb U w dithithsxfon & sirvilar ireidatididnd i Ew? EUUT wbl OUT wl i
well-defined,? wb T PET wOIl EOU w? Fecentidldd trigiake Quaitalidert & defiaédthe
EEUDYI wE O &UAd theORDA éxplding: U 6 2

The placebo-controlled trial measures the total pharma-

cologically mediated effect of treatment. In contrast, an active
EOOUUOOWUUPEOWO wOl EVUUUT UwUT T wiiil ECQw
The placebo-controlled trial also allows a distinction between

adverse events due to the drug and those due to the underlying

disease or background noise®’

C)

Hence, the reason researchers do not usea non-inert substance as a control is because due
to its pharmacological effects, it makes it impossible to isolate the effects of just the
experimental product being studied. Nevertheless, a placebo control was only used in only
one tiny clinical trial for one of the 30 vaccine brandslisted in the tables above.

The critical difference between using an inert and non-inert substance as a control
can be clearly seen from the trials relied upon to license Gardasil in 2006, The
OE OUI E E patkdde ldsertfor Gardasil states that itwas licensed based on a clinicaltrial
in which : (i) 10,706 women received Gardasil; (i) 9,092 women received 225 mcg or 450 mcg
of Amorphous Aluminum Hydroxyphosphate S ulfate (AAHS) ¢ the soEE OOI E w ? '2
" O 0 U Udludinum cadjuvant, such as AAHS, is a known cytotoxic and neurotoxic
substanceused to induce autoimmunity in lab animals, and which numerous peer -reviewed
publications implicate in various autoimmune conditions %8); and (iii) 320 women received a
22EO0DPOI wy OwikgltHe 8% month stud y follow -up, 2.3% of the women receiving
Gardasil (the ?test group?) and 2.3% of the women receiving the AAHS Control or Saline
Placebo (the ?combined control group ?) reported developing a systemic autoimmune
disorder.®® Since the rate of systemic autoimmune disorders B O w Westll WHUx 2 WEOE w U
2combined EOOU U OO wT Wikildrs thewkcking was deemed safe and licensed by HHS.

56 https://www.fda.gov/downloads/Drugs/Guidances/UCM202140.pdf

57 https://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/quidances/ucm073139.pdf . Also seehttps://www. fda.
gov/Regulatorylnformation/Guidances/ucm126501.htm ? 31 1 Ul wEUT wOi U1 1 wx UPOE D x E GAERJ U (raauiduJmE @usbudau
problem is that there are numerous ways of conducting a study that can obscure differences between treatments, such as poor diagnostic

criteria, poor methods of measurement, poor compliance, medication errors, or poor training of observers. As a general statement, carelessness

of all kinds will tend to obscure differences between treatments. Where the objective of a study is to show a difference, investigators have
powerful stimuli toward assuring study excellence. Active-control studies, however, which are intended to show no significant difference between
treatments, do not provide the same incentives towardlystxcellence, and it is difficult to detect or assess the kinds of poor study quality that can arise.
The other problem is that a finding of no difference between a test article and an effective treatment may not be meaningful.? &

58 https://www.wiley.com/en -us/Vaccines+and-+Autoimmunity -p-978111866343ittps://www.ncbi.nlm.nih.gov/pubmed/25923134

59 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm111263. pdf

60 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm111263.pdf
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What the OE OU | E E pddKkagde Uhset for Gardasil given to the public failed to
disclose is that the Saline Placebo group hadzerocases of systemic autoimmune disorder
(when 7 casest 2.3% of 320 subjectd would be expected if autoimmune disorders were
equally distributed among the Saline Placeboand AAHS Control recipients).5* This fact was
obfuscated by combining the small Saline Placebogroup with the large AAHS Control
group into a single control group and reporting their combined systemic autoimmune
disorder rate, even though all the cases of autoimmunity came from the AAHS Control
group .®2 The following is an excerpt from Gardasil 7 Package insert with the combined
control group highlighted in yellow:

Table 9: Summary of Girls and Women 9 Through 26 Years of Age Who Reported an Incident Condition
ially Indicative of a ic Autoil Disorder After Enrollment in Clinical Trials of GARDASIL,
Regardless of Causality
GARDASIL AAHS Control* or Saline
Conditions (N =10,706) o
(N=9412)

n (%) n (%)
Arthralgia/Arthritis/Arthropathy’ 120(1.1) 98(1.0)
Autoimmune Thyroiditis 410.0) 1(0.0)
Celiac Disease 10(0.1) 6(0.1)
Diabetes Mellitus Insulin-dependent 2(0.0 2(0.0)
Erythema Nodosum 2(0.0) 4(0.0)
Hyperthyroidism 27 (0.3) 21(0.2)
Hypothyroidism 35(0.3) 38(0.4)
Infalmmatory Bowel Disease 7(0.1) 10(0.1)
Multiple Sclerosis 2(0.0) 4(0.0)
Nephritis 2(0.0) 5(0.1)
Optic Neuritis 2(0.0) 0(0.0)
Pigmentation Disorder 4(0.0 3(0.0)
Psoriasis 13(0.1) 15(0.2)
Raynaud’s Phenomenon 3(0.0) 4(0.0)
Rheumatoid Arthritis 6(0.1) 2(0.0)
Scleroderma/Morphea 2(0.0) 1(0.0)
Stevens-Johnson Syndrome 1(0.0) 0(0.0)
Systemic Lupus Erythematosus 1(0.0) 3(0.0)
Uveitis 3(0.0) 1(0.0)
All Conditions 245(2.3) 218(2.3)
TAAHS Control = Amorphous Aluminum Hydroxyphosphate Sulfate

The fact that the Saline Placebayroup had no cases of systemic autoimmune disorder
is what would be expected.® It is not normal for 2.3% of previously healthy girls and
women to develop a systemic autoimmune disorder within six months of the
commencement ofaclinical trial unless there was some environmental exposure that caused
the harm, such as an injection of Gardasil or AAHS. This finding is nonetheless ignored
because, to license this vaccine, HHSermitted AAHS to serve as the control.

It was also unethical to inject almost 10,000 girls and women with a known
neurotoxin like AAHS, which has notherapeutic benefit.¢4 The transparent purpose of this

unethical study design PEUwU OwE Ul Edidupe Bwdd BEQIGiERICASMifaundverse
event rate to the ?test group ? receiving Gardasil. In this manner the trial masked a serious

61 https://www.clinicaltrials.gov/ct2/ show/results/NCT 0009254 2term=nct+0009254 &rank= 1&sect=X43015&view=results
62 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm111263.pdf

63 https://www.clinicaltrials.gov/ct2/ show/results/NCT 0009254 2term=nct+0009254 &rank= 1&sect=X43015&view=results
64 https://www.wiley.com/en -us/Vaccines+and+Autoimmunity -p-9781118663431
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safety issue with Gardasil that should have prevented its licensure.®® Furthermore, there
was no excuse for not requiring a placebo control (saline injection) in clinical trials for
Gardasil because at that time, no other vaccine was yet licensed for the four HPV strains
Gardasil was intended to prevent.

As the Gardasil clinical trial shows, HHS does not require a placebo control group
for clinical trials of even an entirely new vaccine for an infection for which no other vaccine
exists. Another example is the Hepatitis A vaccine.

There are only two Hepatitis A vaccines on the market: Havrix (GSK), licensed in
1995 and Vaqgta (Merck), licensed in 19965 Becausethe clinical trials for both were
conducted when there was no Hepatitis A vaccine on the market, these trials should
certainly have used a placebo control to assess their safety. Yet, the safety profile for these
products was never assessed using a placbo control. Instead, the trial for Havrix had no
control group and the trial for Vaqgta used AAHS and Thimerosal as acontrol.6” The lack of
a placebocontrol in the clinical trials relied upon to license Havrix was such a clear lapse in
safety for an entirely new vaccine (for an infection that had no previously licensed vaccine)
thatits" OPOPEEOw1l YD1 pwl YI O wlkdelware uG 0D OB RIUBDGEEDOE O

A third example is Varivax (Merck), the very first vaccine licensed for varicella
(chicken pox). Varivax was also licensed without any placebo-controlled clinical trial.
Recognizing the importance of a placebo control, the package insert forVarivax claims that
its safety was reviewed against E w ? x OcénirdE © Putting aside that only 465 children
receivedthex UUx OUUIT Ew? x OEE|] E OO» aricle tefa@indthisdrial maked) | Y DI b
EOI EUwUIT b was ot @ Rldcebd ot tather EOW D ONT EUPOOWOI w?0adxI
containing approximately 45 mg of O1 OOA EDPOw x | U wWér@id B Arbadtibiatié -
which, in oral form, has a long list of serious adverse reactions, such as hearing loss, kidney
problems and nerve problems.” An injection which includes neomycin is therefore plainly
nota placebo. Wsing a control that can have serious adverse reactionsvhen orally ingested,
let alone injected, obfuscated5 E U b Ya&taksafety profile. 2

It is unethical and unacceptable that a placebo control, such as a saline injection, was
not used for entirely new vaccines, such as for Hepatitis A and Varicella. Even worse, as

65 This defective clinical trial design may have been influenced by the HHS agency and its employees that developed the patent used to
develop Gardasil and receive royalties from its sale. https://www.ott.nih.gov/news/nih _-technology-licensed-merck-hpv -vaccine

66 https://www.cdc.gov/vaccines/pubs/pinkbook/ downloads/appendices/B/us-vaccines.pdf

67 hitps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM110049.pdf =~ (3T 1 w?/ OEETI EOQwgp OUOw# B (
contained 300ug AAHS and thimerosal, https://www. nejm.org/doi/ full/ 10.1056NEJM199208133270702

68 http://wayback.archive -it.org/7993/20170723025038ttps:// www.fda.gov/ downloads/ Biologi csBloodVaccinesVaccines/Approved
Products/UCM 110035pdf

69 https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProd ucts/UCM142813.pdf

70 |bid. ; https://www.ncbi.nlm.nih.gov/pubmed/6325909

71 www.pdr.net/drug -summary/neomycin -sulfate?druglabelid=819&mode=preview

72 https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM14281 2. pdf
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the next section shows,these same vaccinesreU1 | OQwUUIl EWEUWEOW? EEUDYI wE
other vaccines despitehaving never been safety tested for licensurethemselvesin a placebo-
controlled trial. The use of medications and vaccines in the practice of medicine is ethically
justified if the benefits substantially outweigh the harms. 7 When studies to approve
vaccines are conducted in which the harms are not accurately assessed bewse there is no
placebo control group, then the use of those vaccines is not justified .’
i) "' 2zUw?2Eil Va>w/ aUEOPEwW2ET T OI

After licensing a vaccine without assessing its safety in a placebacontrolled clinical
trial, HHS will then often license another vaccine aslong as it has a similar adverse event
rate to the licensed (but improperly safety tested) vaccine. This is a SCEEOOI Ew? EEUF
E OO UUO O GiHsureferénées inuits letter. But this form of comparison only provides
reliable safety dataif UT 1 wx Ul Y b O U @die wodtwB w®WiUE w? wi EEwbUUwU
previously assesedin a properly designed placebo-controlled trial .

2z Uwdb Owb O E Ufar drugtastind) Expladn®dthdt an active control is only
ExxUOxUPEU] wbi wPUwPUWEWRBOUE@ruBUPET WOl EOUWDDIUE
EOOUUOOOI EwWUUPEOUWEUI wEYEDOE E® Daspielitadvin pabe 1 wUT T |
and guidance, HHS does not require this minimal assurance for vaccines. Instead,all
vaccini UwOOw' ' 2z Uwx | wwddditkhsedbasedtoh dcliithtiial with no control
whatsoever, or another vaccine/substanceused as a control which itself was never licensed
based on aplacebo-controlled trial. As noted in our opening letter:

[Pediatric vaccines] either had no control group or a control

group which received OUT 1 UwYEEEDOI UrnigrkanE w? x OEET EOJ »
each new vaccine need only be roughly as safe as one (or in some

cases numerous) previously licensed vaccines. Such flawed and

unscientific study designs cannot establish the actual safety

profile of any vaccine. The real adverse event ratefor a vaccine

can only be determined by comparing subjects receiving the

vaccine with those receiving an inert placebo. Yet, this basic

study design, required for every drug, is not required before or

after licensing a vaccine’¢

Nonetheless, HHS claimsinits letter 0T EUwpP T | OWEOQWEEUDYI wEOOUUOO WD
profile of that control group is usually known. 277 But this claim is incorrectforall P EEUDY 1 w

73 https://global.oup.com/ushe/product/principles -of-biomedical -ethics-9780199924585?cc=us&lang=en&
74 https://www.ncbi.nim.nih.gov/pubmed/4907496

75 https://www.fda.gov/downloads/Drugs/Guidances/UCM202140. pdf

76 htt p://icandecide.org/hhs/vaccine-safety-10-12-17. pdf

77 http://icandecide.org/hhs/vaccine -safety-1-29-18.pdf
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EOOUUOOU?2 wlUI E wU @b E thidabbdumaddidesclids Heber@usenone of
these? EE UD VY I wie@ Grended Beded an aplacebo-controlled trial.

Prevnar 13 provides a good first example of how ' ' 2 zlbim is incorrect. HHS
recommends that every child receive this vaccine at 2, 4, 6, and 12 months of age® HHS
licensed this vaccine in 2010without a clinical trial asses#ng its safety in children against a
placebo control.”® Instead, it permitted a previously licensed vaccine, Prevnar, to act as the
control.8 However, like Prevnar 13, HHS licensed Prevnar without a clinical trial assessing
its safety against a placebo control® Rather, HHS licensed Prevnar based on a clinical trial
in which the control was ? E fdwastigational meningococcal group C conjugate vaccine
z, O" "2¢MnEC, in turn, an unlicensed product, was also never licensed based on any
placebo-controlled trial .82

The clinical trial for Prevnar 13 | OUOEwW UT E0w?221 UPOUUWEEYI UU
following vaccination in infants and toddlers occurred in 8.2% among Prevnar 13 recipients
EOEWAG!I GwWwEOOOT w/ W DedpielhisBindiBgp Prbvinad LBWasdeemed safe
and therefore licensed for use in babiesbecause it hal a similar serious adverse reactionrate
as the control group receiving Prevnar .85 But a comparison with Prevnar was an invalid
measure of safety becausePrevnar was safety tested prior to licensure against another
experimental vaccine. As a group of FDA and CDC scientists conceded after Prevnar was
licensed:

/ UBOUwU O whe éohtdlgroug in GudwyY OEUz U¢ wOEDPOWUUUE a
received another experimental vaccine, rather than a placebo. If

both vaccines provoked similar adverse effects, little or no

difference between the 2 groups might have been evident.t

Hence, the trial for Prevnar 13, in which both the Prevnar 13 and Prevnargroups have a 7%
to 8% serious adverse event rate, couldand should have causedserious concern regarding
the safety of both vaccines Instead, Prevnar 13 was deemed safe becauset was as safe as
Prevnar. But, as shown, Prevnar itself was only deemed safe because it wagested against
an unlicensed experimental vaccine.

78 https://www.cdc.gov/vaccines/schedules/hcp/imz/child -adolescent.html

79 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM201669.pdf

80 hitps://www.fda.gov/downloads/BiologicsBloodV accines/Vaccines/ApprovedProducts/UCM201669.pdf;
http://labeling.pfizer.com/showlabeling.aspx?id=134

81 hitp://labeling.p fizer.com/showlabeling.aspx?id=134

82 http://labeling.pfizer.com/showlabeling.aspx?id=134

83 See tables above.

84 https://www.fda.gov/downloads/BiologicsBloodVaccines/\VVaccines/ApprovedProducts/lUCM201669. pdf

85 https://www.fda.gov /downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM201669.pdf
86 https://www.ncbi.nlm.nih.gov/pubmed/15479935
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A second example is Heplisav-B, the most recent vaccine approved by HHS .87 The
trials for this new Hepatitis B vaccine, which contains a novel adjuvant, did not use a
placebo control.?® Instead, the control was Engerix-B.2° The serious adverse event rate in
the primary clinical trial for Heplisav-B was 6.2% which the researchersdeemed similar to
the serious adverse event rate of 5.3% for Engerix-B.°° Heplisav-B was therefore deemed
safeonly because it was as ste asEngerix-B, but Engerix-B was licensed based ona clinical
trial without any control, let alone a placebo control. == As such, the serious adverse reaction
rate for Engerix-B and Heplisav-B should have caused seriousconcern regarding the safety
of both vaccines, not confidence that Heplisav-B is safe.

A third example are influenza vaccines (flu shots). In 1980, HHS licensed Fluzone
(IIV3) without assessing its safety against placebo control.®> Nonetheless, Fluzone (11V3)
was used asthe control in the trials relied upon to license Afluria (11V3) in 2007 and Fluzone
(IIV4) in 2013 for children .= Shortly thereafter, Fluzone (11V4), Fluarix (IIV3) or Havrix were
then used as the controls in theclinical trials supporting the licensure of FluLaval (IIV 4).%4
This entire pyramid scheme rests on the safety of Fluzone (l1IV3) which was licensed for
pediatric use based on a trial without any control, let alone a placebo control. %5

Similarly , Fluarix (11V4) was licensed for children in 2012 based on a trial using
Prevnar 13, Havrix and/or Varivax as controls; Fluarix (11IV4) was then used as the control
to license Afluria (IIV4) in 2016.° This means Afluria (IIV4) was licensed because it was
deemed as safe as Fluarix (11V4) and that vaccine was licensedbecause it was deemed as
safe as Prevnar 13, Havrix, or Varivax. However, the latter two were licensed without a
placebo control; and Prevnar 13 was licensed because it was as safe as Prevnabut that
vaccine wasonly licensed because it was as safe a®an investigational meningococcal group
"WwEOONUT EUI wYEEEDOI daneual thdselvackiesuhBdJits &afety préfie O w
established based on any placebo-controlled clinical trial. On this basis alone the ethics of
recommending routine injection of these vaccinesinto children is questionable.

87 htps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM584762.pdf

88 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM584762.pdf

89 https://www.fda.gov/downloads/BiologicsBloodVaccines /Vaccines/ApprovedProducts/UCM584762.pdf

90 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM584 76 2. pdf

91 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM224503. pdf

92 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/lUCM619664.pdf  (Researchers did conduct one
efficacy trial for Fluzone (1IV3) long afterD OwpP EUwWODET OUI Ewpk i B & hasditaidat®mwa dctaalyun@hed in the Vdedine
TUOUxwOIT EOwb O wU witheovcniete vaEcihaidd thénlmvaccinated children being hospitalized for insertion of ear draining
tubes. https://www.ncbi.nlm.nih.gov /pubmed/ 14506120

93 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM263239.pdf  (placebo control only used in
adult trials but never in trials to lice nse this vaccine for children); https://www.fda.gov/ downloads/ BiologicsBloodVaccines/Vaccines/
Approved Products/lUCM356094.pdf

94 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM619548. pdf

95 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM619664. pdf

96 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM220624.pdf  (44% and 45% of the Fluarix (11IV4)
and comparator vaccine group, respectively, reported an unsolicited adverse event within 28 days and 3.6% and 3.3%, respectiely, reported
a serious adverse reaction)
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https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM584762.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM224503.pdf
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https://www.ncbi.nlm.nih.gov/pubmed/14506120
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM263239.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM356094.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM356094.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM619548.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM619664.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM220624.pdf

The following diagram highlights in yellow eachflu shot recommended for injection
into children during the 2018-2019 flu season and each descending line shows the control(s)
used to license the vaccine above:

| AFFLURIA (1Iv4) |

| FLULAVAL (1lva) | | FLUARIX (IlV4) | FLUCELVAX (lIV4)

AFFLURIA (IIV3) FLUZONE (IIV4) | | FLUARIX (IIV3) '| |' HAVRIX | | VARIVAX | | PREVNAR-13 \\ FLUCELVAX (IV3)

45MG NEOMYCIN l PREVNAR |

~ (UNLICENSED) FLUVIRIN (lIV3)

\ FLUZONE (nv3) ) UNLICENSED VACCINE

LICENSURE NOT BASED ON ANY PLACEBO CONTROLLED TRIAL

As the above diagram makes clear, HHS did not rely on a single placebo-controlled trial to
license any flu shot HHS recommends for injection into every child over 6 months of age
during the upcoming flu season.

The above examples demonstrate how HHS licenses vaccines by relying on a
pyramid of other vaccines that were each licensed without being properly safety tested in a
placebo-controlled trial. The diagram below highlights in yellow each vaccine' ' 2 z Uw
childhood vaccine schedule lists for routine use (except for influenza vaccines already
depicted in the diagram above), and each descending line shows the control(s) used to
license the vaccine above:

Quadracel |

Pediarix | Havrix |

Kinrix | v Prevnar-13| ProQuad| Gardasil-9|
yd

Ipol | Infanrix | | Engerix-B/] MMRI | Gardasil |

Menveo | Pentacel |

Daptacel |
Hiberex |

Varivax |I Vagta | | PedvaxHIB |
OPV ||| Prevnar | I AT ey
AAHS
. e = == )
DTP | “MncC’ | 4MG )

LICENSURE NOT BASED ON ANY PLACEBO CONTROLLED TRIAL

*Unlicensed

As is clear, at the bottom of this pyramid there is not a single placebo-controlled trial relied
upon to license any vaccine in this pyramid scheme (with the exception of Gardasil-9 in
which 306 individuals received a saline injection after three shots of Gardasil).

97 https://www.cdc.gov/ flu/ protect/vaccine/vaccines.htm
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It is deeply troubling that HHS permits pharmaceutical companies to use? EEUD Y1 w
controls? in clinical trials for new vaccines when none of UT 1 w? EOOU (wores YEE ED
themselves licensed based on glacebo-controlled trial. This creates layers of assumptions
regarding safety that resemble a pyramid scheme. Tracing back the prelicensure clinical
trial for each vaccine used as an active contrglO O1 wi POEUwWUT E0wUT | wbODPUDEC
ET ED O wb HEehaed @ith but doyucontrol group or assessed against another vaccine,

including vaccines, such as DTP,which were withdrawn from use due to safety concerns.
(iv)  HHS Summarily Dismisses Claims of Vaccine Harm

The lack of a placebo in clinical trials is even more troubling because, when parents
assertthat a vaccine injured their child , HHS regularly denies the se assertions by stating
that no causeand effect has been established betweervaccination and the alleged injury .
But as HHS is well aware, without a placebo control trial , cause and effectis very difficult
and often impossible to establish.®® Therefore, no matter how many or what type of vaccine
injuries are reported, HHS and manufacturers can and do hide behind UT | wEOEPOwUI E
cause and effectrelationship with the vaccinl wi EUwOOU wWET *Owl UUEEODPUT I E

This avoidance of proper research is reflected inthe package insert for each pediatric
vaccine. As required by federal law, each package insert lists the serious adverseevents
reported by doctors and consumers afterlicensure of the vaccinel® Federal law is also clear
that this list should include ?only those adverse events for which there is somebasis to
believe there is acausal relationship between the drug and the occurrence of the adverse
eventd ¥ Appendix B to this letter provides a partial (yet long) list of reported post-
licensure reactions listed on pediatric vaccine package inserts, including numerous
neurological, brain and immune system disorders.

Instead of these serious adverse eventreports resulting in a call to action by HHS to
finally conduct long-term studies that could reasonably establish if these adverse events are
causally related to vaccination, the response has beenthe opposite. HHS continues with
growing intransigence to hide behind the claim that no causation has been proven. HHS
even requires that every vaccine package insert include the following disclaimer before the
list of vaccine-related adverse events reported by doctors and consumers post-licensure:

98 hitps://www.cdc.gov/vaccines/hcp/acip -recs/generatrecs/adversereactions.html gp? 1 UOEEODUT D OT wi YPEI OEl wi OUWEEUUI
ofcasereportsandcaselsUDl UuJEOOOI LuDUuJUUUEOOauJOOULUXOUUDEOI 02 uJUEUI | UOwUI Ul EVUET T UU0wC

randomized placebo-E OO U U OO 01 EuJUUDEOuJ’.JDULuUI I wEEDQBUﬁ&WIWODUa wh
pubs/surv- manual/chptZl Surv- adverseevents html (The Vaccme Adverse Events Reportlng System (VAERS) |s unable?to determlne

99 |bid.
10021 C.F.R. 201.57
10121 C.F.R. 201.57
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In addition to reports in clinical trials, worldwide voluntary
reports of adverse events received for [vaccine brand] since
market introduction of this vaccine are li sted below. This list
includes serious adverse events or events which have a
suspected causal connection to components of[vaccine brand]
or other vaccines or drugs. Because these events are reported
voluntarily from a population of uncertain size, it is n ot always
possible to reliably estimate their frequency or establish a causal
relationship to the vaccine.°?

But without carrying out placebo controlled clinical trials, which can determine causation
statistically, (and by ignoring existing experimental st udies in animal models aimed at
establishing the underlying biological mechanisms of potential vaccine injuries, ) HHS can,
and apparently will , continue to hide behind this disclaimer indefinitely.

As reflected in Appendix B, there is a consistent theme of autoimmunity and
neurological disorders running across the seriouspost-licensure adverse events reported in
vaccine package inserts. Yet, HHS refuses to require placebo-controlled clinical trials to
determine if any of these events are actually causedby vaccination. HHS claims doing so
would be unethical for clinical trials evaluating the safety of an experimental vaccine when
there is already a vaccine licensed for the same diseasebecauseit would leave a child that
could be vaccinated for that disease unvaccinated. This ethical concern however rings
hollow , becauseif ethics were a real concern, HHS would require placebo-controlled trial s
before licensing each rew experimental vaccine where no vaccine yet existsfor the infection
it is intended to prevent . For example, beforelicensing the first Hepatitis A or Varicella
vaccines as discussed above

Conducting a placebo-controlled clinical trial will leave a clearly defined group of
children unvaccinated only during the duration of the trial in a controlled setting where
they can be monitored.®® In contrast, injecting a vaccine into millions of children in an
uncontrolled setting without first having any placebo -controlled trial safety data is,to any
objective reasonableobserver, grossly unethical conduct. %4 In a comparable situation where
Ul 1 wEEUIT OPOI woOi wUEIT 1 Ua wibéebestdblished xdsd¢aidtng fromEed O U U O 6
University of Oxford explained:

102 hitps://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm075057. pdf

103 There are already hundreds of thousands of children that are completely unvaccinated in this country.  https://www. cdc.gov/ mmwr/
volumes/67/wr/mm6740a4.htm For example, there are many parents that will not vaccinate due to religious beliefs.

104 hitps://history.nih.gov/research/downloads/nuremberg.pdf ~ g? Y OO U O U E U a Qui BEEAAN U @i0Eul6ud @ $hbuld kavel duiftic@nn 6 w
knowledge and comprehension of the elements of the subject matter involved, as to enable him to make an understanding and enlightened

E1 EPUDOO» A
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In some trials placebos wereomitted on ethical grounds. This is
illogical because studies destined to produce unreliable results
should themselves be considered unethical 15

Asaresult,ti 1 wOOOa w?1 Ul PEE O~ wUT fér BHud comptebandivelyuabd D U w x €
impartially fund truly neutral third -parties to conduct placebo-controlled trials for each
vaccine and the entire HHS childhood vaccine schedule.

By refusing to conduct any placebo-controlled studies ¢+ even for new vaccines for
diseases for which no vaccine exists yet + HHS provides itself a convenient way to
consistently discount even widespread reported claims of vaccine injury by simply claiming
causation has not been proven knowing full well causation will likely never be proven ¢
one way or another ¢+ without a placebo-controlled trial. 106

The near universal failure to employ a placebo control group in pediatric vaccine
clinical trials is scientifically and morally indefensible. The importance of a placebo control
group is no doubt why HHS felt compelled to address that point first in its lengthy response
letter. And now that HHS knows it was incorrect to claim that prior to licensure ? OE O a w
x] EDPEUUPEWYEEEDOI Uwil EYI WEI T OwbOYI UUPT EUI EwbPOw
expect that HHS will address this serious shortcoming by actually conducting appropriate
placebo-controlled trials .

B. Duration of Safety R eview

In our letter we also questioned the length of time vaccine trials gather and assess
adverse reactions,noting as examples that the two Hepatitis B vaccinesinjected into infants
assessedadverse reactions for only four1°”and five 1% days, respectively, and that the only
stand-alone polio vaccine reviewed safety for a mere 48 hours® In response,’ ' 2 Zetier
seeks to create the false impression that the safety reviewperiod for pediatric vaccine clinical
trials occurs over an extended period of time, stating:

In addition, t here appears to be a misunderstanding regarding
the term "solicited" adverse events. Typically, in vaccine trials,

105 hitps://www.ncbi.nim.nih.gov/pmc/articles/PMC1113953/
106 hitps://www.cdc.gov/vaccines/hcp/acip -recs/generalrecs/adversereactions.html ? | UUEEODPUT DOT wi YPEI OEl wi OUWEEUUI
ofcasereportsandcaseis UD] UuJEOOOi LuDUuJUUUEOOa uJOOULux OUUDEC)i 07 wUE Oi i UOwUI Ul EVUET T UU0wC

randomized placebo-E OO U U OO 01 EuJUUDEOuJ’.JDULuUI I wEEDQBUaIuEW&HICMMMMEODUa wh &
pubs/surv-manual/chpt21-surv-adverse-events.html g3 7T 1 W5 EEEDOI w EYI UUT w$Yi OOUw1i xOUOUPOT w2auUi Ow
EEVUUEUDPOO? WEI EEUUT w? 0T 1 Ul wuPUWEWOEEOQWOTI WEOWUOYEEEDPOEUT Ewl UOUx wi OUWEOOX &
107 https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM224503. pdf
108 htps://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/lUCM110114. pdf

109 htps://www.fda.gov/downloads/BiologicsBloodVaccines /Vaccines/ApprovedProducts/lUCM133479.pdf
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https://www.cdc.gov/vaccines/pubs/surv-manual/chpt21-surv-adverse-events.html
https://www.cdc.gov/vaccines/pubs/surv-manual/chpt21-surv-adverse-events.html
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM224503.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM110114.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM133479.pdf

the incidence of certain specific clinical findings that might be
expected after vaccination is monitored for a short period of time
after vaccination. Because these events are prespecified, they
EUI wEOOUDPEI Ul B Uk ®@nisElh wdditio) Othdt B U
unexpected or severe adverse events, which may occur over a
longer period of time following vaccination, are also analyzed

and evaluated by FDA, but because these events are not
predicted prior to initiation of t he study, these are not called

? U O O b &dese dventsio

371 Ul wubPEUWOOwWOPUUOET UUUEOGEDOT wUI T EUEDOT w?2UOODE
in our initial letter. The duration that solicited or unsolicited adverse events are tracked in

pediatric vaccine clinical trials is typically far too short to detect adverse effects beyond a

few days or weeks of vaccination. This is no doubt why HHS vaguely refers UOw ? UT OU U
200071 1 UwiksIHODKOEVEQ Wl 1 w? OO0 0T 1 Ufter dnly daygs brwedd)janat UD O O
most a few months, instead of the several years needed to assesthe actual safety profile

after injecting a baby.

Whether reviewing solicited or unsolicited events, vaccine clinical trials are almost
always far too short to capture developmental delays, autoimmune issue s, and other chronic
conditions that are likely to be diagnosed only years after vaccination.

® Safety Review Periods in Clinical Trials for Pediatric Vaccines are Too
Short to Detect Most Chronic Health Conditions

' 2Z0wOpPOwxUEOPEEUDOOU w bdrediblyl shddt Gafiefy @aviéw) w E U w (
period for almost all vaccinesO O w"' ' childhdad vaccine schedule.

On the first day of lif®© w' ' 2 z U wibskdcts thdi &l inewborns receive a Hepatitis
B vaccine!'! The two Hepatitis B vaccines licensed in the United Statesfor newborns are
Recombivax HB (Merck) and Engerix-B (GSK)!'? Both were licensed based on clinical trials
which review ed so-called solicited and unsolicited reactions for no longer than five days after
vaccinationtt® As required by ' ' 2 z Uw O b O w U4, thdJolinie4) Bidd Experience upon

110 http://icandecide.org/hhs/vaccine -safety-1-29-18.pdf

111HHS purposely shifted the burden of this vaccine from those at risk, such as intravenous drug users, to all newborns. https://www. cdc.
gov/mmwr/preview/mmwrhtml/00033405.htm

112 https://www.cdc.gov/vaccines/pubs/pinkbook/downloads/appendices/b/us -vaccines.pdf

113 https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/lUCM110114.pdf ;

https://www.fda.gov/ downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM224503.pdf

11421 CFR 201.57(c)(7)
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which the licensure of each vaccine is based mustbe summarized in its package insert, and
the inserts for these two vaccines explain as follows:

2(OwlUT Ul'l uEOPOPEEOQWUUUEDPI UOwKt KWEOUIT Uwoi
were administered to 147 healthy infants and children (up to 10
years of age)who were monitored for 5 days after eacle@®s

2(Owtt WEOPOPEEOQWUUUEDI UOwBME®UE Qwdi whit OK
administered to 5,071 healthy adults and children who were

initially seronegative for hepatitis B markers, and healthy

neonates. All subjects were monitored for 4 days post

administratiord 4%

Putting aside that the number of babies in these trials is unclear, five days is not long enough
to assessthe safety profile of these products. Moreover, without a placebo control, these
trials do not even provide an actual safety profile for the five days in which sa fety was
purportedly reviewed.

At two months of lif®w ' ' 2 z Uw bdricts BhatCoahies be injected with the
Hepatitis B, Hib, DTaP, IPV, and PCV 13vaccines!'’” The safety review period of so-called
solicited and unsolicited adverse reactions in the trials relied upon to license these vaccines
were alsotoo short to capture any resulting chronic health conditions. This is confirmed by
' 2Z0wOPOWEOEUOI OUEUDPOOWI OUwl EET o

Target Disease Product Name Duration of Safety Review After Injection
(Manufacturer) Solicited Reactions Unsolicited Reactions
Hepatitis B Recomblvgx HB (Merck)118 5days 5days
Engerix-B (GSK})1e 4 days 4 days
ActHIB (Sanofi) 120 3 days 30 days
Hib PedvaxHIB (Merck) 12t 3 days 3 days
Hiberix (GSK)122 4 days 31 days
DTapP Infanrix (GSK) 123 8 days 28 days
Daptacel (Sanofiy24 14 days 6 months
Poliovirus Ipol (Sanofi)12s 3 days 3days

115 htps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/lUCM110114.pdf _ (emphasis added)
116 htps://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/lUCM224503.pdf  (emphasis added)
117 https://www.cdc.gov/vaccines/schedules/downloads/child/0 -18yrs-child -combined-schedule.pdf

118 https://www.fda.go v/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm110114.pdf

119 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approved products/ucm224503.pdf

120 https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM109841. pdf

121 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm253652. pdf

122 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm179530. pdf

123 https://www.fda.gov/d ownloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm124514.pdf

124 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedpro ducts/ucm103037.pdf

125 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm133479. pdf
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Pneumococcal Prevnar 13 (Wyeth)126 7 days 6 months
Combination Pediarix (GSK)27 8 days 30 days+ phone call at 6 months
Vaccines Pentacel(Sanofi)t2s 7 days 60 days + phone call at 6 months

Again, without a placebo controlled clinical trial , which none of the above had, the actual
safety profile of each vaccine cannot be assessedven for the limited duration that its safety
was reviewed. Moreover, even assuming placebo controls were used, tracking safety for (at
most) a mere 6 months after injecting a 2-month old baby will not reveal if the vaccine
caused autoimmune, neurological or developmental disorders that are likely to only be
apparent or diagnosed after the child is a few years of age.

At four months of lifeHHSz U w Y E E E B Oihstuidt& thdt abie3 lagain be injected
with the Hib, DTaP, IPV, and PCV 13 vaccines!?® The above table shows the issues with
UT 1 Ul wYEEEDPOI UzwUl UUDPOT WEUUEUDOOU

At six months of lif®@w"' ' 2 z Uw Y E E Bl3ttuttsuhhEdabie8 Bo@ih be injected
with the Hepatitis B, Hib, DTaP, IPV, and PCV 13 vaccinest® In addition, HHSz UwUET I EUOI
also lists the influenza vaccine already discussed above!s!

As early as twelve months of lifew' ' 2z UwWYEEEDOI wUET | Edp@d wx UOY
be injected with Hib and PCV13 vaccines, as well as receive the MMR, Varicella and
Hepatitis A vaccines.’®? As for MMR, its package insert does not describe, as would be
required by federal law, a single clinical trial of the MMR vaccine upon which its licensu re
is based?!s?

As for Varicella, its clinical trial, which used an injection of 45 mg of neomycin as a
control (as discussed above, only assessed safety fora period of weeks.*** As for the two
Hepatitis A vaccines, solicited reactions for both were gathered for approximately two
weeks and unsolicited reactions for approximately a month and Havrix conducted a six
month non-obligatory follow -up telephone call.**5 Even this limited vaccine safety
monitoring reveals nothing about the actual safety profile of theseproduct s since there was

126 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm201669. pdf

127 https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM241874.pdf

128 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm109810. pdf

129 https://www.cdc.gov/vaccines/schedules/downloads/child/0 -18yrs-child -combined-schedule.pdf

130 htps://www.cdc.gov/vaccines/schedules/downloads/child /0-18yrs-child -combined-schedule.pdf

131 https://www.cdc.gov/vaccines/schedules/downloads/child/0 -18yrs-child -combined-schedule.pdf

132 https://www.cdc.gov/vaccines/schedules/downloads/child/0 -18yrs-child -combined-schedule.pdf

133 hitps://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM123789.pdf . See footnote 31.

134 hitps://www.fda.gov/ downloads/ BiologicsBloodVaccines/Naccines/ApprovedProducts/ UCM 142812pdf (Greater than 1 percent of
children had one or more of these reactions: upper respiratory illness, cough, irritability/nervousness, fatigue, disturbed sleep, diarrhea, loss
of appetite, vomiting, otitis, contact rash, headache, malaise, abdominal pain, nausea, eye complaints, chills, lymphadenopathy, myalgia,
lower respiratory illness, allergic reactions, stiff neck, heat rash/prickly heat, arthralgia, dermatitis, constipation, itch ing.)

135 https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM224555. pdf

https://www .fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM110049.pdf
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https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM142812.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM224555.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM110049.pdf

no placebo control used in their clinical trials . And even if a placebo was used, a single six
month follow -up phone call will not reveal the developmental, neurological or autoimmune
issues thatwill only become apparent after a baby is at least a few years old.

In sharp contrast to the short safety testing periods for vaccines, most drugs have pre-
licensure safety review periods which last y ears. For example, the drugsEnbrel3, Lipitor 1%,
and Botox**®had safety review periods of 6.6 years 4.8 years and 51 weeks, respectively
and each had an actual placebo control group. And these drugs aretypically for adults, not
infants and children.

Moreover, even though safety review periods for vaccinestypically lasted only days
or weeks, the efficacy review period for vaccines often lasted years® 3 1 | w?1 | | PEEE a wU
typically tracks antibody levels to assess how well the new vaccine will likely prevent the
target infection. This review often lasts years becausethe biological changesin the body a
vaccine seels to achieve, typically production of vaccine strain antibodies, often require
multiple injections over a period of months or years followed by monitoring efficacy for a t
least a few years!4® Vaccine safety should be tracked at least as long as vaccine efficacy
becauseit can take years for chronic conditions causally linked to or suspected to be caused
by vaccines to become apparent. As HHS has explained: ? EIl EEUUT w Ul 1 wET D
immunization schedule is essentially a long-term exposure, occurring over 18 to 24 months,

~

long-term adverse events may be more biologically plausible than short-UT U Quwli ¥ OU UG »

Indeed, scientific findings, including by HHS, clearly refute the assumption that any
adverse outcome of vaccination, especially when vaccinating babies during the first six
months of life, will be apparent fairly immediately .42 Yet this assumption underlies the
design for assessing safety inthe clinical trials relied upon to license pediatric vaccines. At
the very least, since efficacy is already being tracked for years safety should also betracked
for the same duration.

It is common sense that if HHS licenses vaccines without safety data extending
beyond a few days, weeks or months, it is scientifically impossible to ascertain if babieswill
develop immunological , developmental or neurological disorders beyond these short safety
review periods . There is no justifiable reason why HHS refuses to examine whether giving
29 vaccine doses by one year of ageanlead to health issuesat 5 years of age.As the Institute

136 https://www.accessdata.fda.gov/drugsatfda_docs/label/2012/103795s5503Ibl. pdf

137 https://www.accessdata.fda.gov/drugsatfda_docs/label/2009/020702s056Ibl.pdf

138 htps://www.accessdata.fda.gov/drugsatfda_docs/label/2017/103000s5302Ibl. pdf

139 htps://www.fda.gov/biologicsbloodvaccines/vaccines/approvedproducts/uc - m093833.htm

140 htps://www.cdc.gov/vaccines/schedules/hcp/imz/child -adolescent.html; https://www. cdc.gov/vaccines/scheduleshcp/imz/ adult.html

%OUwi REOxOI OwxUUUUEOOwWUOOwW' ' 2z UwYEEEDOT wUET T EUOT UOwi Yi Vaagest 22 U0U00wh UwU Owl
months, 4-months, 6-months, 15-months, 4-years, 1tyears, and then every ten years until death.

141 https://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

142 |hid. ; https://www.ncbi.nIm.nih.gov/pubmed/22235051
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of Medicine admitted : sciencestill does OO U wOOOP w? Pl wUOT | Ul whbih@ EwUI O
numerous known] short-term adverse events following vaccination and long -term health
PDUUU% UG »

(i) HHSz7@2OO0PEDUI E2 wYSd w? 4F0rthéd CanEeBIdActHa w2 ET |
Safety Profile

Moreover, unlike almost all drugs, HHS permits pharmaceutical companies to use
preset lists of adverse reactions theyasktheir researchers to monitor and evaluate in vaccine
clinical trialst UOWEEOOI Ew?UOODPED UM Asking BEOX EUU D BDOEEUDODE
adverse reactons undoubtedly creates a bias in favor of parents reporting those adverse
Ul EEUPOOUOWUEUNT T UwUT EQEUD wOOUD QuiUw VOO OOeEEDT B
reasonfor this approach appears to be that HHS and pharmaceutical companies are trying
to institutionalize a few adverse events, such asinjection site soreness as the only adverse
events that are caused byvaccination. This 2EOOz UWEUOOWEOE wi»Potidyis UT 1 a w
troubling.

Having a pre-set list of adverse reactions that are ? U O O b by teseérohens
institutionalize sand legitimize sHHS andthex | EUOE E 1 U U b E dashomBrpdEactioel U a 7 U
of accepting a very small number of minor Ul EEUDPOOUWEUWEIT BDOTswmiE EUVUUI E
allows the ?unsolicited ? reports made by subjects and their parents, many of which would
likely fall outside the short review period, to be easily relegated to a broad wastebasket
category, UUET w EUw ? Ol b w Ol.°E DiisEptaatide OdaeHibebphabmaceutical
industry entirely free and indeed highly likely to reject UT 1 Ul w?2 UOUOOPEDUI E2 u
unrelated to vaccination or consider them idiosyncratic medical events based on a
preexisting genetic predisposition or other latent tendency, and therefore ?coincidental?
and unrelated to the vaccine.

The problems created by the solicited vs. unsolicited categories are not merely
abstract concerns. To the contrary, the trials conducted for the HPV vaccing Gardasil,
provide a ready example of how this dual category structure biases researchers against
finding that unsolicited adverse reactions are caused by the vaccine. When Gardasil was
tested for safety in clinical trials in Denmark, many participants repeatedly advised
clinicians conducting the trials that after vaccination they could no longer engage in various
basic life functions due to numerous brain and immune dysfunction symptoms.'#®> These
? U O U O O BEamadil vEceing reactions, however, were discarded by the clinical trial
researchers, who were paid by the pharmaceutical company seeking a license for Gardasil'4

143 https://www.nap.edu/read/13563/chapter/5#45

144 hitps://www.ncbi.nlm.nih .gov/pubmed/16231957 ? 2 x OOUE 01 OUUw pUOUOOPEDUT EAw EOOOT EUDOOwW Of w EE
x| EUOEEI UUPEEOQwWUUDEOUd? A

145 https://slate.com/health -and-science/2017/12/flawsin-the-clinical -trials -for -gardasil-made-it -harder-to-properly -assesssafety.html

146 https://slate.com/health -and-science/2017/12/flawsin-the-clinical -trials -for -gardasil-made-it -harder-to-properly -assesssafety.html
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The researcherscould discard this data because, despite being an entirely new vaccine for a
new disease, noplacebo control was used.'*” As a result, the pharmaceutical company paid
researchersused their ?judgment, ? not the scientific method, to decide if any complications
were related to the vaccine 148

Even more troubling, these researchersactually told women reporting serious life
altering reactions that, ? 3T PUwPUwOOUwUT | wOPOEwWOI wUPBIlawl I 11 E
inexplicable and unscientific response for researchers conducting clinical trials of a new
vaccine*® The only reason this fact came to light was because ofa thorough eight -month
long investigation by Slate (astrongly p ro-vaccine news outlet) which sought out and found
the clinical trial patients and match ed them with their clinical trial records. 50

(i)  HHS Gives False Impression it Determines Whether Each Reported
Adverse Reaction is Related to the Vaccine on Trial

As this incident with Gardasil shows, even if pediatric vaccine clinical trials did
gather sufficient medical data to assess safety, the deternmation of whether an adverse
event reported during the clinical trial is associated with the vaccine under review is left to
the pharmaceutical company paid researchersconducting the clinical trial. *5* Nevertheless,
' ' 2 Zetikr seeks to misleadthe reader by stating:

Serious adverse events are always evaluated by FDA to
determine potential association with vaccination regardless of
their rate of incidence in the control group. 152

However, becausepharmaceutical companies and their paid researchers determine if each

reported adverse event in a trial is related to the vaccine,' ' 2 £WUI UUDPB&ias T E U w?
adverse events are always evaluated by the FDA to determine potential association with

vaccinE U b O fisingeBudus .

Ironically , if placebo control groups were used, then there would be no need for a
caseby-case determination regarding whether each reported ? U O U O O Advddsd ledttionu
is related to the vaccine under review. It is only because ofthe scientifically and morally

147 https://slate.com/health -and-science/2017/12/flawsin -the-clinical -trials -for -gardasil-made-it -harder-to-prop erly -assesssafety.html

148 htps://slate.com/health -and-science/2017/12/flawsin-the-clinical -trials -for -gardasil-made-it -harder-to-properly -assesssafety.html

149 htps://slate.com/health -and-science/2017/12/flawsin-the-clinical -trials -for -gardasil-made-it -harder-to-properly -assesssafety.html

150 https://slate.com/health -and-science/2017/12/flawsin-the-clinical -trials -for -gardasil-made-it -harder-to-properly -assesssafety.html

151 For example, in the clinical trial for ActHIB there was no contro | group and 3.4% of the babies receiving this vaccine had a serious adverse

event within 30 days of vaccination; HHS nonetheless licensed this vaccine because the trial investigators working for ActHIBz UwOE OUI EEOUUIT U
decided none of them were related to the vaccine. https://www.fda.gov/ downloads/ biologicsbloodvaccines/vaccines/approved products/

POYI UUPT EUOUUWEVUWUI OEUI EwOOwOT |1 wUOUEawOi wyEEEDOI U? A
152 http://icandecide.org/hhs/vaccine -safety-1-29-18.pdf
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defunct refusal to require placebo-controlled trials that there is a need to rely on the
PNUET O 00U~ woi w eompatypaid fedddidbdisEt® decide if the ? UOUOOPEDUI |
adverse event is related to the vaccine!s?

This adds a very dangerous bias into what is already unreliable (no placebo control)
and limited ( duration too short) safety data from vaccine clinical trials. Pharmaceutical
companies have a powerful financial incentive to minimize any safety concerns to ensure
licensure since they have almost no liability for vaccine injuries but yet stand to typically
earn billions of dollars from each newly licensed pediatric vaccine. As explained by Dr.
Marcia Angell %4, currently a professor in the Center for Bioethics, Harvard School of
Medicine, and member of the Institute of Medicine, and former editor -in-chief of the New
England Journal of Medicine:

Clinical trials are also biased through designs for research that

are chosen to yield favorable results for sponsors.6 In short, it

is often possible to make clinical trials come out pretty much any
PEAwWaOUwWPEOUOwWPT PET wbUwb | dgadddz UwUOwbOx OU
be truly disinterested in the outcome of their work. o

It is no longer possible to believe much of the clinical research
that is published, or to rely on the judgment of trusted
physicians or authoritative medical guidelines. | take no
pleasure in this conclusion, which | reached slowly and
reluctantly over my two decades as an editor of The New England
Journal of Medicined 155

#UB8w OT1 OOwE OU OMpst 6@ biy dnud Odihpabiés hav©setiled charges of
fraudO? WD OEOQUEDOT wéxpldining thef te ldgd) Pea@>®, while enormous in some
cases, are still dwarfed by the profits generated by these illegal activities, and are therefore
OOUWOUET woOil ®EwWET U1 UUI OUB -~

A

C. Conclusion to' ' 2z Uw" OEPOUwW1I T EUEDOI ws5EEEDOI w" O

Best scientific research practices should not be bent or broken to allow HHS to
approve pediatric vaccines. With all drugs, the pharmaceutical industry remains
accountable for safety and liable in civil court for injuries caused by the drugs they put on
the market. Hence, during pre-licensure clinical trials testing experimental drugs,

153 The false and misleading claims regarding clinical trials undercut any basis for relying on the following conclusory assertio Owd®Ow' ' 2z Uw
01 U Piedsebmigssured that vaccine safety is carefully examined regardless of whether there is@ymadeibahe clinicals tria 2

154 http://bioethics.hms.harvard.edu/person/faculty -members/marcia-angell

155 https://www.nybooks.com/articles/2009/01/15/drug -companies-doctorsa-story-of-corruption/

156 https://www.ny books.com/articles/2009/01/15/drugcompanies-doctorsa-story-of-corruption/
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pharmaceutical companies at least have a financial incentive to their shareholders to

ascertainl E ET w Es#letyipofle ¢ to determine if its liability exposure ex ceeds itslikely

revenue stream ¢ otherwise after licensure they could face lossesUT EUwl RET T EwUT 1
expected sales This is likely why pharmaceutical companies conduct long-term placebo-

controlled trials before seeking licensure for even short-acting, minor or cosmetic
prescription or over -the-counter drugs .’

In contrast, pharmaceutical companies do not have liability for injuries caused by
most of their vaccine products. Therefore, in line with their fiduciary duty to their
shareholders, they have a financial incentive to get a new vaccine licensed by HHS as fast
as possiblewith as little review of U1 I wY E &afetp Qrdfile bs possible. Newly licensed
or even longstanding vaccines recommended by HHS for routine use by all children, such
as Gardasil, Prevnar 13, or MMR, generate billions of dollars in revenue annually.*%8 If it
turns out that the vaccine causesserious harm, and a parent can prove it in Vaccine Court
(over the defense mounted by the DOJrepresenting HHS), the claim is paid by the Federal
Government using funds obtained from an excisetax collected from vaccine consumers ¢
not paid by pharmaceutical companies.t>® Thus, pharmaceutical companies have a financial
disincentive to identify safety issues that would prevent licensure and literally no incentive
to identif y safety issues after licensure

This is precisely why the 1986 Act, simultaneous with granting vaccine makers
financial immunity, made HHS responsible for vaccine safety. ¢ Yet, HHS has abandoned
this duty by not requiring long -term placebo-controlled clinical trials. Without such trials,
the actual safety profile of each pediatric vaccine, or any combination thereof, cannot be
determined before they are ¢+ pursuanttoH' 2z UWET POET O OE wiVirgeEtédin@! wUET |
millions of American child ren. Once that happens, HHS becomes utterly conflicted from
funding or conducting research that may find that a vaccine HHS previously licensed and
recommended does, in fact, cause significant harm to more than a few children.

Indeed, admitting after licensure that a vaccine causesa certain serious harm would
1 OPOPOEUIT w' ' 2z U isElffagad® Oadms blléping dudh haintinuvaccine Court,
which could amount to billions or even trillions of dollars in financial liability. It would also
spends billions of dollars annually purchasing, distributing and vigorously promoting
childhood vaccines¢* This createsa serious conflict of interest within HHS that prevents it

157 For example, the weight loss drug, Belvig (only indicated for adult use ), was safety tested in a placebecontrolled trial for two years
before being licensed. https://www.accessdata.fda.gov/drugsatfda_docs/label/2012/022529Ibl.pdf

158 https://in vestors.pfizer.com/financials/annual -reports/default.aspx ; https://investors.merck.com/financials/sec -filings/default.aspx ;
https://www.gsk.com/media/4751/annual -report.pdf ; https://www.sanofi.com/en/investors/reports -and-publications/

15942 U.S.C. 8§ 300ad 1; 42 U.S.C. 8§ 300ad5

16042 U.S.C. § 300ad 1; 42 U.S.C. 8§ 300a&7

161 https://www.hhs.gov/sites/default/files/fy2017 -budget-in-brief.pdf?langu age=es
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from rationally evaluating post -licensure reports of adverse events. It is therefore critical
for HHS to have a clear and robust picture of the actual safety profile of each vaccine and
the vaccination schedule beforat is recommended and promoted by HHS to the public.

For example, Engerix B, manufactured by GSK, was originally licensed for children
in the late 1980sbased on an uncontrolled trial that only reviewed safety for five days (as
discussed above)'®? Engerix B had to bereapproved by HHS almost twenty years later after
the preservative used in the vaccine was changed!®® The vaccine otherwise remained
identical to what had been approved twenty years prior .24 In the reapproval clinical trial
report submitted by GSK to HHS in 2005 more than half of the babies reported an adverse
event within 3 days of receiving this vaccine and 55 of the 587 babies in the study reported
a serious adverse event!®> That means 9.4% of the babies experienced a serious adverse
event. Absent a placebo control group, however, it was leftto & 2 * z Uwx EPEwUI Ul EU
decide whether these adverse eventswere caused by the vaccinei®® Unsurprisingly , the
GSK researcherdeclared the adverse events were not caused byits vaccine, and the vaccine
was reapproved.” If HHS had overruled that finding , it could serve as an admission it
previously licensed, recommended and widely promoted a vaccine that caused numerous
serious adverse events inAmerican babies, thereby creating buckling financial liability as
well as serious reputational damage to HHS. This conflict makes it unlikely HHS will ever
admit after licensure, due to at least willful blindness, that a vaccine causes any serious
widespread harm.

This structural conflict at HHS is dangerous. There should be no compromise when
it comes to the health of children, especially babies and newborns. The American public
deservesnothing short of long-term placebo-controlled trial sto know the true adver se event
rate, without any bias .1¢8

The bottom line is that when vaccines are licensed andrecommended to be injected
into every American child, apart from certain reactions, such as a sore arm, occurring within
days of the vaccination, HHS does not know the safety profile of these products. As even
' 2ZU0wOPOwxEDPEWI R x 1 UUdHdse dcdine] U.UPEOUREQE audx UDOE U
determination of efficacy, conclusions about vaccine safety derived from these trials are

162 htps://web.archive.org/web/201707230252064http://www.fda.gov/downloads/BiologicsBloodVaccines/ Vaccines/ApprovedProducts/

UCM244522.pdf

163 https://web.archive.org/web/201707230252064http://www.fda .gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/

UCM244522.pdf

164 htps://web.archive. org/web/20170723025206ittp://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ ApprovedProducts/

UCM244522.pdf

165 | bid.

166 |pid.

167 |bid.

168 This is in fact what the Nuremberg Coddemands. https:/history.nih.gov/research/downloads/nuremberg.pdf ? 31T 1T wYOOUOUEUV A wWEOOU

Oi 1 wi UOEOWUUENT EOwPUWEEUOGOUUI Oawi UUI 60PE 06 wwalfernd ecimpréhéntion dfithe dleméhisi wx i VU OO

Of wOT 1 wWUUERNT EQwOEOUT UwbOYOOYI EQWEUWOOwWI OEEOT wi DOwWlIOWOEOI weOwUOET UVUUEODI
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O b O b Bl HH& -apparently proceeds nonetheless to license, recommend and promote

these products based onits a priori assumption of and belief in their safety. This should be

concerning because if' ' 2 2&1 OPI | » wPUwWwbOEOUUI EUOWDPUWEOUOE w
the health of current and future generations of American children.

Please respond to allpoints above and answer the questions in Appendix A.

I SAFETY OF INJECTING BABIES WITH HEPA TITIS B VACCINE

In our opening letter, PT WEUOIT EwUT EQw' " 2w?/ Ol EUIl wOPUUWE
relied upon when recommending babies receive the Hepatitis B vaccine on the first day of
life. 2170

A. Safety Data for Hepatitis B Licensure is Plainly Deficient

HHS begins its response by stating: ? # EUEw Ul OP1 EwUxOOwbhOwODPEI
hepatitis B vaccine is summarized in the respective packaged O U I*"UIUi$ troubling that
HHS responds to the aboverequest by citing the package insertswhen our opening letter
explained that these precise package insertgrovide that their safety was not monitor ed for
longer than five days after injection. 172 As a result,' ' 2 zeddponse merely affirms the
concerns we expressed in our original letter that the Hepatitis B vaccine was inadequately
tested for safety prior to licensure .

11 EOOE P Y pa&kagelinged assertsit was deemed safefor children based ona
clinical trial in which 147 infants and children (up to 10 years of age) were monitored for
five days after vaccination.*’® This trial is uselessfor assessing the safety of this vaccine for
pediatric use (let alone for babies on the first day of life) becausethe sample size istoo small,
the safety review period i stoo short, and there is no placebo control. The safetyinformation
in the packageinsert for Engerix-Bis just asinadequate sincethe clinical trial for this vaccine
also had no placebo control and only monitored safety for four days after vaccination. 14

These package inserts plainly do not support the safety of administering these
products to babies. Hence," ' 2 £ U1 UUPOOwWUT ECwUT T w?#EUEwWUI OPI

s oA A NN

169 hitps://www.nap.edu/read/13563/chapter/4

170 hitp://icandecide.org/hhs/vaccine -safety-10-12-17.pdf

171 http://icandecide.org/hhs/vaccine -safety-1-29-18.pdf

172 https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/lUCM110114.pdf ;
https://www.fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/UCM224503.pdf

173 https://iwww. fda.gov/downloads/BiologicsBloodVaccines/VVaccines/ApprovedProducts/lUCM110114. pdf
174 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/ap provedproducts/ucm224503.pdf
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B. Safety of Hepatitis B Recommendation for Babies Plainly Deficient
Aside from the packageinserts,' ' 2 zekbonse points to only one other identifiable

document to support its claim that the Hepatitis B vaccine is safefor babies ¢ a report from

the Advisory Committee on Immunization Practices ( ACIP) that HHS asserts itrelied upon

forits Ul EOOOI OEEUDPOOwWI OUWEOOWET DGESadlydas Wihthe1 ET1 DY
packageinserts, this ACIP report does not support the safety of these vaccines for babies or

children. A copy of the report is cited in a footnote to this sentencel’®

The ACIP report cites seven studies to support its recommendation that every baby
in this country receive Hepatitis B vaccine injections at 1-day, 1-month, and 6-months of
life.”” Two of the cited studies only included adult homosexual males and therefore provide
no useful data to evaluate the safety ofinjecting newborns.'”® The third was a retrospective
study that did not use either of the Hepatitis B vaccines licensed for infants in the United
States, excluded children that did not complete the vaccine series and lacked a placebo
control.*”® The fourth was a retrospective study of potential neurological events from the
Hepatitis B vaccine based on reports submitted to a passivesurveillance system.8 This
study is also useless for assessing the safety oadministering the Hepatitis B vaccine to
infants becausethe study involved ? Y B U U U Eaduishand=d@d @at provide any separate
results for infants or children.*® Moreover, its conclusions regarding safety are pure
speculation because, as studyauthors explained, ? UOET UUI x O wdl £etdgnizédU w E w
problem of such surveillance Ua UUI OU~» w EOE w UT | underéepottidyp 6fFUET w O
neurological events after hepatitis B vaccination is unknown 6 %2 This once again drives
home the need for aplacebo-controlled trial for each pediatric vaccine prior to licensure.

The three remaining studies relied upon to support the safety of the Hepatitis B
vaccine cited in the ACIP report were clinical trials. But none of these clinical trials are
useful for understanding the safety of injecting Hepatitis B vaccine into babies?!#® First, none
of them had a placebo control.'®* Second, rone of these trials assessed safety for longer than
seven daysafter vaccination .18

175 http://icandecide.org/hhs/vaccine -safety-1-29-18.pdf

176 https://www.cdc.gov/mmwr/preview/mmwrhtml/00033405.htm

177 hitps://www.cdc.gov/mmwr/preview/mmwrhtml/00033405.htm

178 https://www .ncbi.nIm.nih.gov/pubmed/6810736; https://www.ncbi.nlm.nih.gov/pubmed/6997738
179Chen D-S. Control of hepatitis B in Asia: mass immunization program in Taiwan. In: Hollinger FB, Lemon SM, Margolis HS, eds. Viral
hepatitis and liver disease. Baltimore: Williams & Wilkins, 1991:716-9.

180 https://www.ncbi.nlm.nih.gov/pubmed/2962488

181 https://www.ncbi.nlm.nih.gov/pubmed/2962488

182 hitps://www.ncbi.nlm.nih.gov/pubmed/2962488

183 hitps://www.ncbi.nim.nih.gov/pubmed/2952812 ; https://www.ncbi.nlm.nih.gov/pubmed/2943814 ;
https://www.ncbi.nlm.nih.gov/pubmed/2528292

184 https://www.ncbi.nlm.nih.gov/pubmed/2952812 ; https://www.ncbi.nim.nih.gov/pubmed/2943814 ;
https://www.ncbi.nlm.nih.gov/pubmed/2528292

185 https://www.ncbi.nlm.nih.gov/pubmed/2952812 ; https://www.ncbi.nim.nih.gov/pubmed/2943814 ;
https://www.ncbi.nlm.nih.gov/pubmed/2528292
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Indeed, one study had 122 infants and monitored safety for only 7 days.'®¢ Another
study had 79 children monitored for 5 days.*®” Remarkably, in this study 18 percent of the
children experienced a systemic or serious adverse reaction (fatigue/weakness, diarrhea
etc.), but, absent a placebo control,the pharmaceutical company paid researcherswere left
to decide whether or not thesereactions were related to the vaccine.’®® The final study had
3,000 infants ard childre n but only monitored safety on the day of and the third day after
vaccination. ¥ As HHS is well aware, autoimmune, neurological and developmental
disorders will often not be diagnosed until after babies are a few years old**°® The ACIP
Ul xOUOwi YI OWEEOOOPOI ET 1 UwUT aviereewgatdfi)infanes)Unass wU U U

PEEREN

Ei 1 OQwopdpUIl EBS 9

As this shows, even though we asked for the science to support the saféy of injecting
every newborn with the Hepatitis B vaccine starting on the first day of life , the studies HHS
has provided do not support such safety and would not be sufficient to license these
products for veterinary use in farm animals. For example, prior to licensure of a vaccine for
use in chickensO w ? # BbBebvatian records are required for at least 21 days after
YEEEDOEBUDPOOS

C. Urgent Need for Placebo-Controlled Trial of Hepatitis B Vaccine

The needto assess the safety of each Hepatitis B vaccine in robust clinical trials is
manifest. The following is a list of the reported post-marketing adverse reactionsadded to
the package insert for Engerix-B becauseMerck had Ew? EEUDPUwWUOWET OPI1 YI wU
relationship between the drug and the occurrence of the adverse evert?°:

Abnormal Liver Function Tests; Allergic Reaction; Alopecia;

Anaphylactoid Reaction; Anaphylaxis ; Angioedema; Apnea,

Arthralgia; Arthritis; Asthma -+ DO1T w 2a0x00O0UO0w ' 1 0Oz Uw / E
Bronchospasm;  Conjunctivitis;  Dermatologic  Reactions;

Dyspepsia; Earache; Eczema; Ecchymoses; Encephalitis;

186 https://www.ncbi.nlm.nih.gov/pubmed/2952812

187 hitps://www.ncbi.nlm.nih.gov/pubmed/2943814

188 https://www.ncbi.nlm.nih.gov/pubmed/2943814

189 hitps://www.nchi.nim.nih.gov /pubmed/2528292

190 For example, according to the CDC, evenfor a common neurological disorder such as ADHDOw? k wal EUU WOl wET T whPEUwWUT 1 u
EDET OOUPUwWiI OUWET POEUT OwUi x Gtps¥iniwmede \dawihcEdiddhbi/ieatiiieskeyU finding# -adidy 20iBhtml  As

EOOUI T Uwi REOxOT Owoil EUODPOT wEPUEEDPOPUDPI UOWEWT UOUx wOi wE & O@@Easutinvii OO x 01 OUE
nichd. nih.gov/health/topics/learning/conditioninfo/diagnosed  Even asthma, a very common autoimmune condition, whose symp toms are
obvious, for childr i OWUOETI Uwk wai EVUUwWOI weEl 1 w?EPET OOUPUWEEOWET wEPi i PEUOUWE]I EEVUUIT wc
2¢U0¢ 001 UPOI UWEWEPET OOUPUWEEOAUWET wOEET wl 00D O widipsll wthOmakdclidit. diid®€éaé8 i O wd U wi Y
conditions/childhood -asthma/diagnosis-treatment/drc -20351513

191 htps://www.cdc.gov/mmwr/preview/mmwrhtml/00033405.htm

192 htps://www.aphis.usda.gov/animal_health/vet_biologics/publications/memo_800_204.pdf

19321 C.F.R. 201.57
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Encephalopathy; Erythema Multiforme; Erythema Nodosum;

Guillain -Barré  Syndrome; Hypersensitivity Synd rome (serum
sicknesslike with onset days to weeks after vaccination);
Hypoesthesia; Keratitis; Lichen Planus; Meningitis ; Migraine;
Multiple Sclerosis; Myelitis; Neuritis; Neuropathy;  Optic
Neuritis; Palpitations; Paralysis; Paresis; Paresthesia;Purpura;
Seizures; StevensJohnson Syndrome; Syncope; Tachycardia;
Tinnitus; Transverse Muscular Weakness; Thrombocytopenia;;
Urticaria ; Vasculitis; Vertigo ; Visual Disturbances.*%

And these are the reported post-marketing adverse reactionsfor Recombivax HB added to
its package insert because GSK had basisto conclude eachhas a causalrelationship with
that vaccine:

Agitation; Alopecia; Anaphylactic/Anaphylactoid Reactions;
Arthralgia; Arthritis; Arthritis Pain In Extremity; Autoimmune
Diseases; Bell's Palsy; Bronchospasm; Constipation; Conjunctivitis;
Dermatologic Reactions; Ecchymoses; Eczema; Elevation Of Liver
Enzymes; Encephalitis; Erythema Multiforme; Erythema
Nodosum; Exacerbation Of Multiple Sclerosis; Febrile Seizure;
Guillain -Barré  Syndrome; Herpes Zoster; Hypersensitivity
Reactions; Hypersensitivity Syndrome (serum sickness -like with
onset days to weeks afte vaccination); Hypesthesia; Increased
Erythrocyte  Sedimentation Rate; Irritability; Lupus -Like
Syndrome; Migraine; Multiple Sclerosis; Muscle Weakness;
Myelitis Including Transverse Myelitis; Optic Neuritis; Peripheral
Neuropathy; Petechiae; Polyarteritis Nodosa; Radiculopathy;
Seizure; StevensJohnson Syndrome; Somnolence; Syncope;
Systemic Lupus Erythematosus  (SLE); Tachycardia;
Thrombocytopenia; Tinnitus; Urticaria; Urticaria; Uveitis;
Vasculitis; Visual Disturbances.%®

Thesepost-marketing reactions reveal a consistent patternof autoimmune , neurological and
other chronic disorders that would appear or only be diagnosed years after vaccinating a
baby. Nevertheless, instead of investigating these adverse eventsin methodologically

sound clinical trials, HHS responds to these post-marketing reports of chronic life-long
injuries by sayingthat ? EEUUE UD OO wi E U mknGithgfill wel@hatcabéavoh Gs
highly unlikely to b e proven, one way or another, until a placebo-controlled trial of sufficient

duration is conducted.

194 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm224503. pdf
195 https://www.fda.gov/downloads/biologicsbloodvaccines /vaccines/approvedproducts/ucm110114.pdf
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By approving, recommending and aggressively promoting use of the Hepatitis B
vaccine for all infants , HHS created a liability -free captive market for Merck and GSK by
ensuring millions of babies every year will be injected with their Hepatitis B products. Since
' 2z U0wUIl E OO Di19E fariie udversal pediatric use of these products, these
companies havegenerated over $10billion in salesfrom this vaccine!®¢ 8 | UOw' ' 2z UwUI1 U x
makes clearthat it lacked the clinical trial safety data necessary to support its licensure and
aggressive marketing of this product for use in all babies.

It is deeply troubling that , despite repeatedassurancesby HHS that the safety science
for this vaccine is robust and complete, when we demanded to actually see this science HHS
was unable to produce it because it apparently does not exist

Please respond to the aboveand the specific questions listed in Appendix A.

[l THE VACCINE ADVERSE EVENT REPORTING SYSTEM

Between 2013 and 2018 the Vaccine Adverse Event Reports System VAERS),
operated by HHS, has received 261,294 reports of adverse vaccine events, including 2,081
deaths, 5,477 permanent disabilities, and 20,778 hospitalizations .*°” As HHS is aware,
211 PT UwUOT EOQwhit wOi wwYEEEDOI hedauserrepdrting to VAER®IE UwWE U
voluntary. ¢ We therefore asked in our opening letter why, after Harvard developed a
system for spontaneously creating vaccine adverse eventreports? ' ' 2 wi EDOI EwU O wWE ¢

guestion.

In 2006,an HHS agency, the Agency for Healthcare Research and Qualty, provided
a $1 million grant to create a spontaneous reporting system toVAERS at Harvard Pilgrim
Health Care.?2®® The result was the successfulcreation of a system at Harvard Pilgrim which
automatically created adverse vaccine event reports:

Preliminary data were collected from June 2006 through October

2009 on 715,000 patients, and 1.4 million doses (of 45 different

vaccines) were given to 376,452 individuals. Of these doses,

t KOkAYwx OUUPEOI wUl ERBOUPOOU WO wbk1 Ul whEI OUDI

196 https://www.thomsonone.com/

197 https://wonder.cdc.gov/vaers.html

198 https://healthit.ahrg.gov/sites/default/files/docs/publication/r18hs017045 -lazarus-final -report-2011.pdf
199 http://ica ndecide.org/hhs/vaccine-safety-10-12-17.pdf

200 hitps://healthit.ahrg.gov/sites/default/files/docs/publication/r18hs017045 -lazarus-final -report-2011.pdf
201 hitps://healthit.ahrg.gov/sites/default/files/docs/publication/r18hs017045 -lazarus-final -report-2011.pdf
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After automating the spontaneous creation ofadverse eventreports at Harvard Pilgrim, its
developers asked the CDC to take the final step of linking VAERS with the Harvard Pilgrim
system so that these reports could be automatically transmitted into VAERS .2°2 One would
expect the CDC to rush to take this final step given that the preliminary data from this
project showed that over only a three-year period, there were 35,570 reportable reactions in
just 376,452 vaccine recipientg®® Instead, the CDC refused to awoperate. As the Harvard
researchersexplained:

Unfortunately, there was never an opportunity to perform system
performance assessments because the necessary CDC contacts
were no longer available and the CDC consultants responsible for
receiving data were no longer responsive to our multiple requests

to proceed with testing and evaluation. 204

AL N A e A s N

quickly with implementing the spontaneous VAERS reporting system developed by
Harvard -- not refused to even communicate with the Harvard Medical School researchers
being funded by HHS.

We therefore asked why HHS did not cooperate in implementing the spontaneous
VAERS reporting system, and ' ' 2 zrddponse incongruously states that doctors may
UUEOPUWUI xOUUUWEDPUI EUCAawWwOOODPOI »wOUW?PEOPOOOEE
5 $12wl d3Ywi OUOWEOEWUUEOPUwWPUwWUUDOT #ETisitloésl E U U O(
not answer our question. Nor does it address the basic issue thatVAERS is a voluntary
passive reporting system and history has shown that clinicians do not fill out VAERS reports
with any regularity, resulting in only a minuscule number of adverse vaccine events being
reported .2% It also does not correct the problem that VAERS is a passive reporting system,
thus limiting its usefulness in making determinations about vaccine safety?°” The fact that
HHS has refused to automate this process leads to the question of whether thedecision to
keep VAERS as a passive reporting system isntentional in order to hamper its ability to
provide reliable information regarding the rate at which a given injury occurs after a given
vaccine.

These issues with VAERS have been highlighted for over 30 years and could be easily
addressed by implementing automated reporting systems at hospitals and health clinics so

202 hitps://healthit.ahrg.gov/sites/default/files/docs/publication/r18hs017045 -lazarus-final -report-2011.pdf

203 hitps://healthit.ahrg.gov/sites/default/files/docs/publication/r18hs017045 -lazarus-final -report-2011.pdf

204 hitps://healthit.ahrg.gov/sites/default/files/docs/publication/r18hs017045 -lazarus-final -report-2011.pdf

205 hitp://icandecide.org/hhs/vaccine -safety-1-29-18. pdf

206 htps://healthit.ahrg.gov/sites/default/files/docs/publication/r18hs017045 -lazarus-final -report-2011.pdf ? 11 EUOOUw | OUw-EOPOPEEO
reporting might include failure to associate an acute health event to recent vaccines, lack of awareness of VAERS, the mispareption that only

serious events should be reported, and lack of time to reporU Shttpsttwww. ncbi.nlm. nih. gov/ pubmed/ 26060294(cited by HHS)

207 hitps://vaers.hhs.gov/about.html ; https://vaers.hhs.gov/data/dataguide.html
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that reports are electronically generated based on patient) gedical records and submitted

to VAERS automatically . This would also assure reporting from a known sample size and

thus convert VAERS from a passive to an active reporting system, thereby permitting more
reliable conclusions to be drawn from the analysis of the VAERS database But, as discussed
above, the CDC refused to cooperatewith Harvard to implement such a system in 2007,

The 2015 study cited in' ' 2 fetier shows that HHS continues to refuse to cooperate
to implement an automated system2°® HHS claimsthat this three-year-old study shows that
the? " #" WDUWEIT YI OOxDPOT wUOI | wOI ROwWT T 61 UEUPOOWOIT wUx
VAERS.?2% This claim is at bestdisingenuous.

The program described in this 2015 study, which the CDC created to generate
2UxOOUEOQI OUUwdE ¢IOwdED@Is Hedperate to avoid any actual spontaneous
reporting .21° Despite the fact that this program does spontaneously generate vaccine
adverse events reports from patientU gnedical records, the CDC does rot permit this
program to automatically submit these reports to VAERS?!! Instead, it emails each report
to the x E U D ottt and asksthe doctor to review and decide whether to submit the report

to VAERS 22 This requirement is backwards.

The purpose of VAERS is to identify previously unknown associations between a
vaccine and acondition (ICD-9/10 code). A doctor will, of course, be unlikely to affirm that
a reaction is related to a vaccine without a known clinical precedent, the very evidence
VAERS is intended to compile. Unsurprisingly , in the eight-month period it tested this new
program, the system generated 1,385 vaccine adverse event reports but doctors who
received these reports only clicked to submit a grand total of 16 of them to VAERS.?13

Moreover, the CDC designed this program to even prevent it from generating reports
for any conditions (ICD-9/10 code) the CDC predetermined are not associated with a
vaccine.?** The CDC also prevents the program from generating any reports for an adverse
event or health condition that the patient had experienced prior to vaccination , thereby
eliminating reports of any instance where the vaccine worsened or caused a relapseof a
preexisting condition. 2> Hence, the only reports the program can generate are for adverse
events the CDC deems permissible to associatewith a vaccine .26

208 hitps://www.ncbi.nlm.nih.gov/pubmed/26060294

209 hitp://ica ndecide.org/hhs/vaccine-safety-1-29-18.pdf

210 hitps://www.ncbi.nlm.nih.gov/pubmed/26060294

211 hitps://www.ncbi.nlm.nih.gov/pubmed/26060294

212 hittps://www.ncbi.nlm.nih.gov/pubmed/26060294

213 Doctors failed to transmit reports reflecting harms that even HHS accepts are caused by vaccines; ddors affirmatively selected to not
transmit 209 reports which reflects the institutionalized belief about what injuries are caused by vaccines; and for the remaining 1,176 reports,
nearly 85% of all reports, there was no clinical response.https://www.ncbi.nlm.nih.gov/pubmed/26060294

214 https://www.ncbi.nlm.nih.gov/pubmed/26060294

215 https://www.nchi.nlm.nih.gov/pubmed/26060294

216 https://www.ncbi.nlm.nih.gov/pubmed/26060294
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In short, the CDC has assured that itsvaccine reaction reporting program will only
generate reports for injuries the CDC deems acceptable to associate with avaccine, and then
creates the hurdle of requiring busy clinicians to review and click to affirmatively submit a
report, which they are highly unlikely to do for the reasons discussed above.

When one considers that the CDC long-ago developed and championed the use of
electronic systems that track the movement of each vaccinefrom its manufacture to its
administration, as well as the vaccination status of every child in each state, there is little
excuse for not similarly championing the use o long ago developed programs for
automatically generating and transmitting adverse reactionsreports to VAERS.?'"

We therefore askt againt | OUw' ' 2wUOwl RxOEPOw?pPT aw' ' 2wl E

provide responses to the specific questions in Appendix A.

V. VACCINE -INJURY PAIRS IN 1994 AND 2011 IOM REPORTS

In our opening letter, we asked HHS to provide the studies it has conducted to
determine if there is a causal relationship between vaccination and what HHS claims are the
173 most commonly claimed injuries following vaccination. 28

' ' 2 aridwer points to a recent 74Gpage review it conducted in 2014, entitled Safety
of Vaccines Used for Routine Immunization in theited Stateswhich HHS claimsP U w? U1 1 wO O U
comprehensive review to date of published studies on the safety of routine vaccines
Ul EOOOI OEIl Ewi OUWET B OE U Gowdveruthis repantdsinghyl tedffimzs U E U1 U ¢
that HHS has still not conducted studies to determine whether almost any of the 173 most
commonly claimed injuries from vaccines (as determined by HHS) are caused by vaccines.

Worse, as discussed below,UT PUw!l YKwW?EOOxUI T1 OUDPYI wUI YDI
HHS reveals that HHS does not understand the actual safety profile of its childhood vaccine
schedule.

A. ' 2z Uw/ E B Beu®md, FindsWVaccine Safety Has Been Neglected
( OWNNNRWEOE WhNNKOWEUwW' ' 2z 0wUI U UOUWEOE wbOwWE

in the 1986 Act, the Institute of Medicine (IOM ) of the National Academy of Sciences
appointed committees to examine the scientific literature and other evidence that could

217 hitps://www.cdc.gov/vaccines/programs/vtrcks/about.html ; https://www.cdc.gov/vaccines/programs/iis/index.html
218 hitp: /licandecide.org/hhs/vaccine-safety-10-12-17.pdf
219 hitp://icandecide.org/hhs/vaccine -safety-1-29-18. pdf
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either prove or disprove a causal link between commonly re ported serious health problems
following administration of vaccines recommended by HHS for children. The first report,
Adverse Effects of Pertussis and Rubella Vacpives published in 1991, and the second report,
Adverse Effects Associated with Childhood Vaccinas published in 1994.

The 1994report evaluated 54 commonly reported serious injuries and vaccination for
Diphtheria, Tetanus, M easles,Mumps, Polio, H epatitis B, and Hib.??° The IOM located
sufficient science to support a causal connection between these vaccines and 12esious
injuries, including death, thrombocytopenia, and GBS. 22! The IOM, however, found that the
scientific literature was insufficient to conclude whether or not these vaccines caused 38
other commonly reported serious injuries, including:

Arthritis, Aseptic Meningitis, Demyelinating diseases of the
central nervous system, Insulin -Dependent Diabetes Mellitus,
Myelitis, Neuropathy, Residual Seizure Disorder, Sensorineural
Deafness, Sudden Infant Death Syndrome, Sterility, Transverse
Optic Neu ritis 222

The IOM lamented that: ?The lack of adequate data regarding many of the adverse events
under study was of major concern to the committee. Presentations at public meetings
DOEPEEUI EwUT EVwWOEOawxEUI OUUWEDEwWxT AaUPEPEOUWUT E

Fifteen years later, in 2011, HHS paid the IOM to review the available science
regarding whether there is a causal relationship between vaccination and what HHS
asserted are the 158 most common injuries claimed to occur fromvaccines for Varicella,
Hepatitis B, Tetanus, Measles, Mumps, and Rubella.?** The IOM located science to support
a causal relationship with 18 of these injuries, including pneumonia, meningitis, MIBE, and
febrile seizures??®> The IOM, however, found the scientific literature insufficient to conc lude
whether or not those vaccines caused 135 other serious injuries commonly reported after
their administration, including:

Acute Disseminated Encephalomyelitis, Afebrile Seizures,
Amyotrophic Lateral Sclerosis, Arthralgia, = Autoimmune
Hepatitis, Brachial Neuritis, Cerebellar Ataxia, Chronic
Headache, Chronic Inflammatory Demyelinating Poly -
neuropathy, Chronic Urticaria, Encephalitis, Encephalopathy,

220 https://www.nap.edu/read/2138/chapter/2#12
221 hitps://www.nap.edu/read/2138/chapter/2#12
222 hitps://www.nap.edu/read/2138/chapte r/2#12
223 hitps://www.nap.edu/read/2138/chapter/12

224 hitps://www.nap.edu/read/2138/chapter/12

225 hitps://www.nap.edu/read/13164/chapter/2#3
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Erythema Nodosum, Fibromyalgia, Guillain -Barré Syndrome,
Hearing Loss, Immune Thrombocytopenic Purpura , Infantile
Spasms, Juvenile Idiopathic Arthritis,  Multiple Sclerosis,
Neuromyelitis Optica, Optic Neuritis, Polyarteritis Nodosa,
Psoriatic Arthritis, Reactive Arthritis, Rheumatoid Arthritis,
Seizures, Small Fiber Neuropathy, Stroke, Sudden Infant Death
Syndrome, Systemic Lupus Erythematosus, Thrombocytopenia,
Transverse Myelitis 226

Thus, out of the 158 most common serious injuries claimed to have been caused by one or
more of these vaccinesthe IOM found that for over 86%o0f those the science simply hadnot

been performed to determine if there is a causal relationship between the vaccine and the
injury. 227

We therefore asked in our opening letter for HHS to identify the studies it has
undertaken to determine whether there is a causal relationship between the 173 vaccine
injury pairs for which this question remained unanswered in the 1994 and 2011 IOM
Reports.

B. ' 2zU0w?" O0OxUI T 1 OUDPYI wll YstDedply Tuddbling5 EEED OI w

To support it has studied these vaccine-injury pairs, HHS, as noted above, points to
its 2014review entitled Safety of Vaccines Used for Routine Immunization in the United St#tes
But, the 2014 HHS review reached the same conclusion that there is insufficient evidence to
conclude whether ¢ save for four ¢ there is a causal relationship between the 173 vaccine
injury pairs from the 1994 and 2011 IOM Reports.?* It is therefore incredible that HHS
would cite t his report as proof it has conducted the scientific studies necessaryto rule out
or confirm a causalrelationship for these vaccine injury pairs.

Far more troubling, if the 2014 HHS reviewPB U w? UT I wOOUUwWEOOxUI T1 OU
the published literature on vaccine safety, as HHS claims, then this review should cause
grave concern within HHS and the public regarding vaccine safety.

First, this so-called 2EOOx Ul T 1 OUDY 1 » wU latyceriaip nafoly ®acein®O O OI1 E
injury pairs pre -selected by HHS 2% This narrow approach reveals nothing about the actual
safety profile of these pediatric vaccines OO w' ' chilghdad vaccine schedule The only

226 hitps://www.nap.edu/read/13164/chapter/2#3

227 https://www.nap.edu /read/13164/chapter/2#3

228 https://www.nchi.nlm.nih.gov/books/NBK230053/

229 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/ (' 2 2034wreview also added the following vaccine-injury pairs to the list of what it
asserts are the most commonly claimed vaccine injuries: spontaneous abortion from HPV vaccine and meningitis from MMR vaccine .)

230 https://www.nchi.nlim.nih.gov/books/NBK230053/
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way to actually know the true safety profile of H' 2z UwET POET OOEWYEEEDOI w!
individual vaccine on that schedule is a placebo-controlled trial of sufficient size and

duration. This could provide an actual safety profile of each pediatric vaccine and ' * 2 z U
childhood vaccine schedule. Instead of this basic trial design used for all drugs to
understand their safety profile, HHS z Bpproach is to work backwards by putting forth a
self-selected smattering of vaccineinjury pairs , and if HHS cannot find a study proving the

vaccine causes the injury (because no study was performed or adequately designed to find

a causal relationship), it deems the vaccine safe! This approach entirely ignores the

scientific method and is transparently unsound because it begins with the a priori
assumption that vaccines are safe and therrelies upon a? EOOx UIT T 1 OUmivseliuUl Y DI
selected scarce and incomplete postlicensure vaccine literature to validate this assumption

if it cannot find proof of harm .232

Second after HHS assumed safety and narrow ed the review to certain vaccine-injury
pairs, the review then eliminated almost all studies showing that vaccines cause harm by
excluding 20,312 of the 20,478 studies it identified as related or potentially related to vaccine
safety.?®®* The handful of studie s that HHS did include for review were overwhelmingly
studies in which a pharmaceutical company funded and/or authored (usually both) a review
of its own vaccine.23

For example, it excluded all individual case reports despite the fact that practitioners
can typically only afford to publish (typically instances ofimmediate and obvious vaccine
injuries) in this form .2%5 HHS excluded all experimental studies which c ould actually explain
the biological mechanisms of how vaccines can cause injury or death.?*¢ HHS even excluded
animal studies which ¢ because experimentation with animals does not have ethical
restrictions applicable to human research t+ often provide the best available scientific
evidence of how vaccines can harmimmune function, the brain and other tissue.?%”

The result is that this review included only 97 studies that are applicable to
children 238 77 of which were directly funded and/or authored (typically both) by the very
vaccine manufacturer whose vaccing(s) the study reviews.?*® As for the remaining 20
studies, almost all were funded and/or authored by agencies and/or individuals that directly
or indirectly receive funding from the manufacturer whose vaccine(s) the study reviews.24°

231 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/

232 hitps://www.ncbi. nlm.nih.gov/books/NBK230053/

233 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/

234 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/

235 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/

236 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/

237 hittps://www.ncbi.nlm.nih.gov/books/NBK230053/  (HHS also excluded all studies using VAERS, one of the few resources available to
study vaccine safety without pharmaceutical type funding. )

238 The 2014 HHS review lists the study, Zaman K. et al. 2012, twice in Table 22 and the study, Khatun S. et al.(2012), twice in Table 25.
239 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/

240 hittps://www.ncbi.nlm.nih.gov/books/NBK230053/
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For example, HHS excludedan actual randomized, double-blind , placebo-controlled
study which compared the rate of respiratory infection s between controls receiving a
placebo (saline injection) and subjects receiving inactivated influenza vaccine (TIV ).24* This
non-pharma-funded nine -month study carefully tracked influenza-like illness symptoms
UT UOUT T w?2UalxUO0wEDE U P latturiinésE efordtsn axy HOW@ehaldE E OO U O
member triggered home visits, during which nasal and throat swab specimens were
EOOOI 2 lhekeduit:

There was no statistically significant difference in the risk of

confirmed seasonal influenza infection between recipients of
3(5wOUwxOEEI EOSwow' OPI YI UOwxEUUPEDXxEOUUU
higher risk of ARI [acute respiratory illness] associated with

confirmed noninflue nza respiratory virus infection (RR, 4.40;

95% ClI, 1.3114.8)2+

This meant both groups had a similar rate of influenza, but the vaccinated group had 440%
more cases of noninfluenza acute respiratory illness?** It appears that getting the flu shot
may have significanty ? Ul EUET Ewb OO U O b U FaesgirabanyOrpABIA#| QUBI 20 4 E w

While this well designed and executed study reflecting serious negative impact of
vaccination on health was excludedrom ' ' 2 z U wE O O x Wdcdink safétpréview, this
review included a study funded by GSK and conducted by GSK employees which
nonsensically compared 199 infants receiving PHID-CV, DTPa, HBV, IPV and Hib (test
group) with 101 infants receiving DTPa, HBV, IPV and Hib (control group). 246 Ironically,
this study found that 4.5% oftestinfants and 5.9% ofcontrol infants had one or more serious
serving conclusion UT ECw OOO0I1 w b1 Ul w ? E QLY bréldted It @& PGux B w F
YEEEPO®UDPOOS »

Third , having limited the review of v accine safety for children to 97 studies, HHS
then claims that 5901 wUT 1 Ul wUUUEDI UwEOOx E U I itatadctilBrenob OE U1 E
EEOOI RE Thelldwing is a break -down of these 59studies by vaccine type: Rotavirus
(34 studies), HPV (13 studies), Influenza (6 studies), Hib (3 studies), Meningococcal (2

241 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3404712/
242 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3404712/
243 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3404712/
244 hitps://www.ncbi.nim.nih.gov/pmc/articles/PMC3404712/
245 hitps://www.ncbi.nim.nih.gov/pmc/articles/PMC3404712/
246 hitps://www.ncbi.nim.nih.gov/pubmed/23432812

247 https://www.ncbi.nlm.nih.gov/pubmed/23432812

248 https://www.ncbi.nim.nih.gov/books/NBK230053/
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studies), and Varicella (1 study).?*®* We commend HHS for making clear it understands there

is acritical importance of comparing vaccinated and unvaccinated children to scientifically

evaluate and understand vaccine safety. It is, however, unfortunate that HHS mislabels

these studies as compa) DOT w? YEEEDPOEUI EwYl UUUUWUOYEEEDPOEUI E
the unvaccinated cohort is not really unvaccinated .25°

For example, HHS lists two studies involving the meningococcal vaccine as
EOOxEUDPOIT w®wrEU EnRaddhated children.?25t However, in one study the test
group and control group both received a meningococcal vaccine,and in the other study the
test group received seven vaccines and the control group received six vaccines®? Claiming
thesetwo UUUE DI UWEOOXxEUI EwW? YEEEDPOEUI E unkleddiogl ThaUOY E E
following table details these two studies and highlights the rate of serious adverse events
(SAEs)UT EVwWEUI wbil OOUI EwElI EEUUT wUOT T wEOGOUUOGad UOU X C
as the baseline for what isdeemed? UET 1 2 ¢

MZ:E:;qufLer Funding Study Test Group Control Group Finding
Meningococcal |[Funded by Sanofi |Khalil, M. |MCV4 (151 MCV4 (85 child- [1.3% and 2.4% of the children in
MCV4 (Sanofi) |& authors include |et al. 2012 |children who ren who did not [the subject and control group,

Sanofi employees |(Saudi received MPSV4 asjreceive MPSV4 |respectively, had a serious
Arabia) babies) as babies) adverse reaction (SAE)

Meningococcal |[Funded by Novartis |Klein, N.P. [IMenACWY , DTaP, |DTaP, IPV, Hib, [75%of subjectand 76%of control
MenACWY & authors include et al. 2012 |IPV, Hib, HBV, IPV, [HBV, IPV, PCV7, babiesi EE WEOw $ wE O
(Novartis ) Novartis employees|(Three PCV7,RV,V & RV,V & MM RIl |were reported with similar
countries) MM 1 ( ( wpahiypaek YY wEE[ Ul gUl OEa wEOOOT

Similarly, the following table summarizes | Y1 Uaw x UUx OUUI Ew? YEEEPD
UOYEEEDPOEUI E2 wUUUEaAwWUT E0w' ' 2 wE OU Qriject@ifpér BHSD | a wU I
at 2, 4, 6 and 12 monhs of age) andagain highlights the rate of serious adverse events that

EUIl wbil OOUI EwWEI EEUUT wUT T wEOGOUUOOWT UOUxOwbhbUOOT C
baseline for what is deemed? UE [ | 2 0

M\;:E:;r;fuf(er Funding Study Test Group (é;orr(;ttzzl Finding

Hib - OPMC |Funded by Merck |Santosham |OPMC, DTP, DTP and 4% of infants in each group were

(Merck) & authors include |M. et al., and OPV (2,588 |OPV (2,602 |hospitalized within 30 days of
Merck employees|1991 (U.S.) |infants) infants) vaccination

Hib - PHID - Funded by GSK |Huu, T.N. PHIiD-CV, DTPa,|DTPa, HBV, {4.5% and 5.9% of infants in the

Ccv & authors include |etal. 2013 |HBV, IPV & Hib |IPV & Hib  |subject and control groups,

(GSK) GSK employees |(Vietnam) |(199 infants) (10linfants) |respectively, reported a SAE

249 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/
250 The rotavirus vaccine is given orally, not injection, and hence not considered. Nonetheless, the 35 rotavirus studies HHS statescompare

following vaccine ingredients: Polysorbate 80, Sucrose, Citrate, Phosphd)i Ow# 1 ROUEOOwWw 2 OUEDPUOOOwW ODPOOWEEDPEUOU
Medium, Calcium Carbonate, and/or Xanthan. https://www.ncbi. nim. nih.gov/ books/NBK 230057table/results.t19/?report =objectonly

251 hitps://www.ncbi.nim.nih.gov/books/NBK230053/

252 https://www.ncbi.nim.nih.gov/books/NBK230053/
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Hib - PRR No conflicts Capeding  |Hib, BCG, OPV, |BCG, OPV, |AdmitsthatbecaUUl w? YEEED
OMP, POP-T, |declared M.R.Z.et |DTP and HBV DTP and administered simultaneously with other
and HbOC al., 1996 (130 infants) HBV (44 0 vaccinesd itis not possible to
(various) (Philippines) infants) attribute the systemic reactions toany
POEDYDPEUEOWYEEEDOI

Similarly, for the six influenza vaccine studies listed by HHS as comparing
?YEEEDOEUI EwbPUT WUOYEEEDPOEUI EWET POEUI 00> wb6O0a
vaccine2and onlyone of wUT | Ul wWEEOWET wxUOxI UOAwWOEEI Ol EwE
UOYEEEDPOEUI EwET B OE trdodrdlledstudy intblad G818 | -infec@d=childrén
and, while it provided almost no useful safety data because it only monitored safety for
three days, it demonstrates that it is ethically permissible to use a saine placebo in a vaccine
trial.

M\;slcjfz:c]fu‘r&er Funding Study Test Group Control Group Finding
Flu-TIV Funded by Englund J. A. |TIV, DTaP, Hib, Placebo, DTaP, Hib,|. 0 0a wg 6001 EUI
(Sanofi) Sanofi and etal., 2010 PNC, IPV, & HepB [PNC, IPV & xUl YDOUUOa wWEI
authors include |(U.S.) (915 babies) HepB yet within 28 days 1.9% of
Sanofi (460 babies) subjectand 1.5%of control
employees babies had a SAE
Flut TIV None disclosed |Gotoh K. et TIVorno TIV TIV Safety not compared
(unknown ) al., 2011 (38 liver transplant |(63healthy between subject and
(Japan) recipients) children) control groups
Flu - TIV None disclosed |Greenhawt, TIV (14 children) |TIV thirty minutes |Both groups had
(Sanofi) M.J. et al. 2012 after saline injection |comparable adverseevent
(U.s) (17 children) rates
Flu - Vaxigrip |Sponsored by |Madhi, S.A. et | TIV (203 HIV Placebo- Saline (200 Adverse events only
(Sanofi) Bristol- Myers |al. 2013 (South|infected children) |HIV -infected collected for 3 days post-
Squibb Africa) children) vaccination

As for the 13 studies regarding HPV vaccine labeled Ea w' ' 2wEUWwW? YEEEDPOEU

UOY E E E b 8IlE ekteft@r awe study with a control group of 17 HIV -positive girls ¢ use

other vaccines or an injection of the aluminum adjuvant contained in the HPV vaccine as a

control.?%* The table below reveals high rates of serious injuries and chronic illness reported

by the HPV vaccine recipients, which were dismissed as not being a vaccine safety issue

because the rates were similar to those reported in the ? U x B Gbnkal group. It is

noteworthy that unlike most of the vaccines in the tables above, the HPV vaccines were

studied in adolescent and older women who, unlike children or babies, are able to clearly

express if they are experiencing a serious adverse reactin, such as neurological issues.

253 Two studies involved LAIV administered via nasal spray. In both , a pharmaceutical company reviewed its own product. One involved

20 immunocompromised children with cancer in which 10 received LAIV and 10 r eceived a placebo with .5 mL of sucrosephosphate buffer

EOQEwWOOwW2 $Uwhki Ul wOi xOUUI EwUDOET wOT 1 wxi EUOEEI UUPEEOQWEOOx EGaN. eral, UOET EwUl
2011 (U.S.).) The other compared 261 children receiving LAV with 65 children receiving placebo of .5 mL sucrose-phosphate buffer and being

offered LAIV after 28 days which negated reaching safety conclusions. (Mallory R. M. et al.,2010 (U.S.).)

254 http s://www.ncbi.nIm.nih.gov/books/NBK230053/
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Vaccine &

Manufacturer Funding Study Test Group | Control Group Finding
HPV - Funded by Merck |Moreira Jr E. |Gardasil 225ug of AAHS [ Ua UUI OPEw $wb i
Gardasil and authors include |D. et al.,2011 |(2,020 boys |(2,029 boys and |comparable between the
(Merck) Merck employees |(18 countries) |and men) men) vaccine and placebo group
ot A0 wYUB wt hud f
HPV - Funded by GSK Roteli- Cervarix 500 ug 24.6% of subjects and 15.5% of
Cervarix and authors include |Martins C. M. |(223 girls Aluminum controls had a SAE, new onset
(GSK) GSK employees etal., 2012 and women) |Hydroxide (213 |of chronic disease or medically
(Brazil) girls and women) |significant condition
HPV - Funded by GSK Schwarz, T.F.|Cervarix Havrix and, after |38.8% ofsubjects and 32.4% of
Cervarix and authors include |et al. 2012 (5 [(1,035 girls) |delay, Cervarix |controls had a SAE, new onset
(GSK) GSK employees countries) (1,032 girls) of chronic disease or medically
significant condition
HPV ¢ Funded by GSK Sow, P. S. et |Cervarix 500 ug 75.2% of subjects and 69.3% of
Cervarix and authors include |al. 20131 (450 girls Aluminum EOOOUOOUWUI x OU|
(GSK) GSK employees (Africa) and women) |Hydroxide (226 |UDT ODPi PEEO U WE O
girls and women)
HPV - Funded by Merck |Block S. L. et |Gardasil AAHS (9,092 aged| Between 9% and 14% of
Gardasil and authors include |al., 2010 (11,792 16-23) Gardasil subjects and controlseach had
(Merck) Merck employees |(global) people aged |minus AAHS and |vaginal candidiasis, bacterial
9-23) antigens (596 aged vaginosis, urinary tract
9-15) infection and vaginal discharge
HPV - Funded by GSK De Carvalho |Cervarix 500ug Alumi - 9.9% of subjects and 8.%6 of
Cervarix and authors include |N. et al., 2010|(222 women) |num Hydroxide |controls had a SAE or medically
(GSK) GSK employees (Brazil) (211 women) significant AE
HPV - Funded by Merck |Giuliano A. Gardasil 2250r 450 ug of |14.1% of subjects and 14.6% of
Gardasil and authors include |R. et al., 2011 |(2,020 males) AAHS (2,029 controls had a systemic adverse
(Merck) Merck employees |(18 countries) males) event within 15 days
HPV ¢ None declared Khatun S. et |Cervarix (50 |Nothing given Vomiting occurred in 8 % of
Cervarix al., 2012 girls) (17 girls) subjects after 1st dose, 10% after
(GSK) (Bangladesh) 2nd dose, and 32% after 3rd dose
HPV - Funded by GSK Kim S. C. et |Cervarix 500 ug 21 EODPT Ul OwbaEOT
Cervarix and authors include |al., 2011 (149 women) | Aluminum PEUwIi Ul gU1 60 wb(
(GSK) GSK employees (Korea) Hydroxide (76 |and 22.8% of subjects and 13.2%
women) of controls reported a medically
significant adverse condition (s)
HPV - Authors include Levin M. J. et |Gardasil (96 |? DE1T O U D E | 7% of subjects and controls had
Gardasil Merck employees |al., 2010 HIV positive |x OE E1 E O> |grade 3 or 4 event w/n 14 days,
(Merck) (U.S.) children) positive children) |and 15 AEs were not graded
HPV - Funded by Merck |LiR.etal., Gardasil 2250r 450 ug of |42.7% of subjects and 39.9% of
Gardasil and authors include {2012 (China) |(302 people) |AAHS (298 controls had systemic adverse
(Merck) Merck employees people) event
HPV - Funded by Merck |Kang, S. et al.|Gardasil 225 ug of AAHS |31.6% of subjects and 44.1% of
Gardasil 2008 (Korea) [(117 females) (59 femaleg controls had systemic adverse
(Merck) reaction within 14 days
HPV - Funded by Merck |Clark, L.R. et |Gardasil 225 ug of AAHS |49% ofsubjects and 41% of
Gardasil and authors include |al. 2013 (373 women)| (393 women) controls had systemic reactions,
(Merck) Merck employees |(global) both had similar rate of SAEs
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The abovetables make clear that HHS is misleading the public when it labels these

w o~ s N oA A

always received another vaccine and/or an active ingredient found in the vaccine.?>®

Little comfort should be derived from the fact that the rate of serious adverseevents
is the samein an experimental vaccine test group and a control group receiving another
vaccine or toxic substance,especially when that rate is higher than what would be expected
in the general population. For example, it is troubling that a serious adverse event rate of
over 30% (or even 2% of babies) is dismissed just because it occurred in both the subject and
control groups, especially where the control group received another vaccine or toxic
substance.

o~ s N oA A

be cause for concern regardingvaccine safety, not used as proof of safety.

Finally, it is evident that t he real goal of ' ' 2 RE OO x Ul T U IOYHEDNES naw
aboutx UOYPEDOT wi OOEWUEDI OUPI PEwI YPEI OEl wUOOwUI EUU
childhood vaccine schedule are safe As the introduction to the review makes clear, it was
about assuring high vaccine uptake, even at the expense of throwing away objectivity and
basic scientific principles to produce a report that provides only the superficial appearance
of vaccine safety for the public.?%¢ Indeed, the review begins by focusing upon and
El OOEOPOT wUT EUW? YEEEPOEUDPOOWUEUI UwUl OEPOwbPkI OC
UEUT T OUwi OUw OEGaw VYEEEDPOI U2 wEOEwWUT EQw?( OEUI EUL
b O x OU BBEHHS &ven laments in its review that ? x UEODPEwWE OOQE lingGdfety EE O U U |
EOOUDPOUI wEOWxPUOUBROWT | wUDPT OUOUUwWXxUOGEIT UUI Uwdl bu
Ul EI BYDPOT w ExxUOYEO? wEOEwW UT EVw U7 1 awedl 1 P UUU
predetermined objective and conclusion is thus made clear from the outset ofits review.

Despite its predetermined conclusion regarding vaccine safety and the limitations
placed on the inclusion of studies as discussed above, the 2014eview still found that
vaccines can cause babies and children to develop numerous serious adverse reactions, such
as febrile seizures, arthralgia (pain in the joints), thrombocytopenic purpura ( the immune
system attacking the EOE az Uw O b O w x O @tls (irdldmhatignCofutiel @dnbranes
surrounding the brain and spinal cord), and encephalitis (inflammation of the brain). 25°

with systemic lupus erythematosus that either received or di d not receive varicella with a control group of 28 healthy children that received
varicella. (Weinberg, A. etal. 2010 (U.S.).)

256 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/

257 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/

258 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/

259 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/
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Given all of the foregoing issues with the 2014 review, it is not surprising that H' 2 z U
responseletter only cites an executive summary of this review.2¢® The full text of this review,
which HHS understandably wanted to avoid publicizing as part of its response, is available
at the URL in the footnote to this sentence 26!

- Z PIEETEEERN .. - A~ ~

C. 2UUEPI Uw/ UEOPUT T Ew 10l Uw" ' 2z0wl YKw1l YDI

Apart from the 2014 review, ' ' 2 gedponse provides a link to the CDC website
which HHS states EOOUEPOUWEwW? 0PU VWOl w" #" wYEEEDOI wUEI I
several of the vaccineinjury pairs that have been identified in the reports mentioned
E E O ¥% dhese studies, however, add little to closing the gap regarding whether a causal
relation ship exists for the 173 vaccineinjury pairs from the 1994 and 2011 IOM Reports

The studies published prior to August 2013 should T EYT wET 1 OQwUPIT x UwUx w
| YRKw ?EOOx UI T 1 (@idddsédd uaddve)Yvithichb BIHS asserts encompassed all
vaccine safety studies prior to August 2013.25% As for studies published after August 2013,
those based on VAERS data cannot be used to determine causation for any vaccinanjury
pair because according to HHS: ? wWOENOQUwWODPOPUEUDPOOWOI w5 $12 wEE
determine if the adverse health event reported was caused by the vaccination?2%* What
remains are only 6 non-VAERS studies published after August 2013 on the CDC webpage
cited by HHS which analyze any of the relevant vaccine-injury pairs fro m the 1994 and2011
IOM reports. 265
' 2z Uw Ultddeudléxtdrl sought to mislead the public into believing it has
conducted studies to fill the vaccine safety sciencegaps identified by the IOM between 1991
and 2010wk I Qw0 PUwPUWEOI EUOA wénd it T Y hukBEuEE GQuu 117121

260 http://icandecide.org/hhs/vaccine -safety-1-29-18.pdf

261 https://www.ncbi.nlm.nih.gov/books/NBK230053/pdf/Bookshelf NBK230053.pdf

262 hitp://icandecide.org/hhs/vaccine -safety-1-29-18.pdf

263 https://www.ncbi.nlm.nih.gov/books/NBK230053/

264 hitps://wonder.cdc.govivaers.html . HHS also explainsthatV $1 2 wWEEOOOU wE T wU U1 BERCPEIG@AREW I FUEOMWDIT wrEEIUl Ul wE
unvaccinated group for comparison in VAERS. https://www.cdc.gov/vaccines/pubs/surv_-manual/chpt21-surv-adverse-events.html. Also,
since VAERS is a passive reporting system, the absence of adverse event reports in VAERS cannot establish safetyitps://healthi t.ahrg.gov/
sites/default/files/docs/publication/r18hs017045 -lazarus-final -report-2011.pdf

265 Five of thesesix studies were conducted using the VSD and the issues withthe VSD are discussed below in Section IX;and the authors in half
of these studiesreceived funding from the pharmaceutical companies whose vaccines were being reviewed. The six studes are: (1) Hambridge
(2014)- Reviewed risk of seizures, but expressly excluded all unvaccinated children and instead compared the rate of seizures within 2 days or
between 7 to 10 days of vaccination (depending on vaccine) with the rate of seizures during the next 14 daysplus the 14 days starting four weeks
before vaccination. It found an increased risk of seizures from some vaccines (2) Rowhani-Rahbar (2013)- Compared risk of seizures 7 to 10 days
after vaccination with the risk in days 1 to 6 plus 11 to 42after vaccination between MMRYV alone or MMR and V concurrently but separately. (3)
Klein (2015)- Also compared MMRYV alone with MMR and V  concurrently but separately. (4) McCarthy (2013)- Evaluated influenza vaccine, but
excluded reactions on the day of vaccination for most conditions, had no unvaccinated control, and comingled data for children and adults with
the exception of seizures. As for sézures, only included seizures occurring within 0 ne day of vaccination and excluded complex febrile seizures.
(5) Kawai (2014)- Also reviewed influenza vaccine, had same issues as McCarthy, plus excluded all reactions occurring during outpatient visits
when vaccines are adninistered. (6) Daley (2014)- Compared receipt of DTaP-IPV as single injection with receipt of DTaP and IPV at same time
in separate injections and excluded most reactions during outpatient visits.
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Ul YD1 b2 ufwtbed ¥viléhte that it has failed to fulfill and cannot be trusted to fulfill
its critical statutory vaccine safety duties.

Please respond to theabove points with relevant studies, and please provide answers
to the specific questions raised in Appendix A.

V. FAILURE TO IDENTIFY CHILDREN SUSCEPTIBLE TO VACCINE INJURY

In our opening letter we noted that the IOM in 1994 asserted thaU w @as$ wle to
identify little information pertaining to why some individuals react adversely to vaccines
PT 1 OwOOUUané eac®DWi21 EwUl EQw?UI Ul EUET wUT OUOEWET wl
 EEOCOUUwWUT EUw x UU w EF UNgEaROpointdd @ut hiat uin E2018, Uhe UOMG -
acknowledged this research still had not been conducted, stating that it

found that evidence assessing outcomes in sub populations of
children who may be potentially susceptible to adverse reactions
to vaccines (such as children with a family history of

autoimmune disease or allergies or children born prematurely)

was limited. 267

We thereafter asked that HHS ? E E Y B U | [ith mierddtaibegin conducting research to
identify which children are susceptible to serious vaccine injur a 2 w B @HIES believes it
has commenced this research, please detiits activities regarding same .72¢8

We appreciate that' ' 2 zekponse appears to acknowledge that this is an important
EUI EwOi wUUUEaAawEaAawWEUUI UUDPOT wUT EVw?" ' 2wbUwWEUUUI
OOw EEYEOE b Oithat Would lidEntfE Twhiah children are susceptible to serious
vaccine injury. 2% Unfortunately, the two sources HHS cites do not support that it is actually
conducting this research.

HHS firstcitesUT T w? E O U GanthdJHuman Enmunalogy Project Consortium
(HIPC).2° 3QwWETl wUUUI OwUTl PUwPI ExETT wEUUTI UUUwWUT EQw?
predictors of vaccine safety in different populations 623 But, none of the projects listed on
OTT w?2" (/" w/ UONoE the) 64uHPC-fandédi skudies within the associated

266 https://www.nap.edu/read/2138/chapter/12#307. See alsdittps://www.nap.edu/read/1815/chapter/9

267 hitps://www.nap.edu/read/13563/chapter/9#130. See alsahttps://www.nap.edu/read/13164/chapter/5#82
268 hitp://icandecide.or g/hhs/vaccine-safety-10-12-17.pdf

269 hitp://icandecide.org/hhs/vaccine -safety-1-29-18. pdf

270 hitps://www.immu__neprofiling.org/hipc/page/showPage?pg=sci -about

271 hitps://www.immuneprofiling.org/hipc/page/showPage?pg=sci _-about
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ImmuneSpace databaseare aimed at establishing the predictors of susceptibility to vaccine
injury in the general United States pediatric population .272

While HIPC has studiously avoided supporting projects that could identify which
children should not receive one or more vaccines due to increased risk of vaccine injury, it
hassupported projects aimed at identifying biomarkers of inter-subject variability in vaccine
immunogenicity ( i.e, the ability of recipients to produce a better immune response to a
currently li censed vaccine, such as the Hepatitis B vaccing even though similar tools could
be utilized to search for predictors of increased risk of injury from those same vaccines.?”
The ImmuneSpacedatabase even contains studies intended toexpandhe use of vaccines in
subgroups where those vaccines are currently contraindicated for use.2 317 UUOQuw"' ' 2z U
assertion that the HIPC program is conducting studies to identify which children are
susceptible to vaccine injury was incorrect.

The second sourceHHS cites does not fare much better?® It provides a list of the five
vaccine safety studies HHS hasdirectly funded since 2015 two of which relate to identifying
which children would be injured by a vaccine.?® 31T 1 wi PUUUW?EPOUwWUOWDEI
immunologic, and clinical factors that may predict the occurrence of febrile seizures after
Ol EUOI UWYEEEDPOEUDPOO?» WEGEWUT T wUI EOOCEW?EDPOUWUOL
immune response following yellow fever vaccination among individuals who experience
Ul UDPOUUWEEY47UUIT wi YI O0UG 2

Funding only two studies in three years aimed at assessing which children are likely
to be vaccine injured is far too slow a pace?’® There arealso seriousissues with these studies

The principal investigator for the measlesvaccine febrile seizure study, Dr. Nicole P.
Klein, received $1,706,230.28 in funding from the manufacturer of the measles vaccine,
Merck, between 2015 and 20177° Selecting someone who receives millions of dollars in
funding from Merck to conduct a study about the safety of a Merck vaccine raises serious
EOOEI UOWEEOUUwWUT 1 wUU.UERruKEib Wdredtd) gradueeddndl puliEhd Y B U a
findings that wer1 WwEE YT UUIT w U O ws, she mayzpldae Bed tlré) furldibly from
Merck in jeopardy. This conflict should have been obvious to HHS prior to selecting Dr.
Klein to conduct this study.

272 hitps://www.immuneprofiling.org/hipc/page/showPage?pg=projects ; https://www.immunespace.org/

273 hitps://www.immune _profiling.org/hipc/page/showPage?pg=projects

21400 Wl BREOx Ol OWEWOPY!I wYEUDETI OOEWYEEEDOI Owbi PET wbPUWEUUUI OUOadies, OOUUEDOE
is being studied in renal transplant recipients. ImmuneSpace project SDY357,VZV Evaluation of the Safety and Immunogenicity of Varivax
(Live-Attenuated VaricelleZoster Virus Vaccine) in Pediatric Renal Transplant Recipients

275 hitps://www.hhs.gov/nvpo/national _-vaccine-plan/funding -opportunity -vaccine-safety-research/index.html

276 hitps://www.hhs.gov/ _nvpo/national -vaccine-plan/funding -opportunity -vaccine-safety-research/index.html

277 hitps://www.hhs.gov/nvpo/national _-vaccine-plan/funding -opportunity -vaccine-safety-research/index.html

278 hitps://www.hhs.gov/nvpo/national -vaccine-plan/funding -opportunity -vaccine-safety-research/index.html

279 hitps://openpaymentsdata.cms.gov/physician/1081946/payment-information
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As for the yellow fever study, that vaccine is not a routine childhood vaccine in the
U.S. and the resources for this studyt especially when only two studies are being funded in
three years ¢ would have been far better spent assessing biomarkers for predicting which
children are at increased risk of suffering injuries from childhood vaccines routinely used
in the United States. For example, HHS could have financed studies seekingto identify bio -
markers that would predict which children are likely to experience one or more of the
following serious injuri es that HHS concedes are caused byone or more routinely
administered childhood vaccines brachial neuritis, encephalopathy, encephalitis, chronic
arthritis, thrombocytopenia, and Guillain - Barré syndrome.28°

Between 2015 and 2017, HHS spent over $14 billion purchasing and promotingthe
universal use of HHS recommended vaccines.?8* During this same time period, HHS
certainly could and should have funded more than two studies seeking to identify which
children should be excluded from receiving one or more vaccines in order to prevent a
serious vaccine injury.?82 This researchshould also not be conducted by individuals who
receive funding from the pharmaceutical company whose vaccine product is being
reviewed.

VI. UNSUPPORTED " + (, w3" Sw?5 """ (-$2wH#. w-. 3w 42%uw

"' 2wWEI EOEUI UwOOwhUUwPI EUDUI wUT P ow BtEtEED OI U
therefore asked for the studies that HHS relies upon to make this claim.284* ' 2 z UwUIl Ux OOU
however, fails to provide a single study to support its claim that noneof the vaccines given
to children by one year of age cause autism2ss ' ' 2z Uwl YhKw? E @dewl bfi 1 OU D
vaccine safetyeven expressly stated it could not identify a single study to support that DTaP
or Hepatitis B vaccines do not cause autism22¢ HHS nonethelesscontinues to contend that
PYEEEDOI UwE O wO hewits BB OIwe EOOWOY W OUDYIT wUl YBI P2 w
scientifically support this claim .

This section will first review the points made in our opening letter regarding vaccines

and autism which HHS failed to address and then go through e ach of the five citations HHS
provides to support PUUWE OEPOwWUT EVW? YEEEDOI UWEOwWOOUWEEUUI

280 https://www.hrsa.gov/sites/default/files/vaccinecompensation/vaccineinjurytable. pdf

281 https://www.hhs.gov/sites/default/files/fy2017 -budget-in-brief.pdf?language=es

282 hitps://www.hhs.gov/nvpo/national _-vaccine-plan/funding -opportunity -vaccine-safety-research/index.html

283 hitps://www.cdc.gov/vaccinesafety/concerns/autism.html ; https://www.hhs.gov/programs/topic -sites/autism/index.ht mi
284 hitp://icandecide.org/hhs/vaccine -safety-10-12-17.pdf

285 hitp://icandecide.org/hhs/vaccine -safety-1-29-18. pdf

286 hitps://www.ncbi.nim.nih.gov/books/NBK230053/pdf/Bookshelf NBK230053.pdf
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A. Vaccines-Autism Points from Opening Letter Unrebutted by HHS

As explained in our opening letter, HHS paid the IOM to conduct a review regarding
whether, among other things, there is a causal relationship between autism and the DTaP
vaccine?®” In 2011, the IOM published its review and stated it could not locate a single study
supporting that DTaP vaccine does not cause autism?®® The IOM therefore concluded:

The evidence is inadequate to accept or reject a causal
relationship between diphther ia toxoidt, tetanus toxoidt, or
acellular pertussist containing vaccine and autism. 28

In fact, the only study the IOM could locate regard ing whether DTaP vaccine causes autism
concluded there wasan association between DTaP and autism?®°

Our opening letter further asserted that, like the DTaP vaccine, there are also no
published studies showing that autism is not caused by vaccinesfor Hepatitis B, Rotavirus,
Hib, Pneumococcal, Polio, Influenza, Varicella, or Hepatitis A ¢ each of which HHSz U w
vaccine schedule recommends babies receive,typically multiple times , by six months of
age®!' ' 2z UwUI UxOOUI wi EPOUWUOWXxUOYPET WwEwWUDOT O wul

We further assertedthat HHS has failed to address the science that does support a
link between vaccines and autism.?°> We gave the example thatHHS has not addressed a
study which found a 300% increased rate of autism among newborns receiving the Hepatitis
B vaccine at birth compared to those that did not.2°® Nor did HHS address two pilot studies
recently published out of the School of Public Health at Jackson State University which
showed vaccinated children had a 420% increased rate of autism compared to unvaccinated
children, and vaccinated preterm babies had an even higher rate?** We also pointed out
that there is a compelling body of science that supports a clear connection between
aluminum a djuvants in vaccines and autism, even citing a complete write -up summarizing
the studies supporting same.?* Yet, HHS failed to directly or substantively address any of
the foregoing.

287 hitps://www.nap.edu/read/13164/chapter/2#2

288 hitps://www.nap.edu/read/13164/chapter/12#545

289 hitps://www.nap.edu/read/13 164/chapter/12#545

290 hitps://www.nap.edu/read/13164/chapter/12#545 (Ironically, this study was discarded "because it provided data from a passive

291 https://www.cdc.gov/vaccines/schedules/hcp/imz/child -adolescent. html

292 hitps://www.cdc.gov/vaccinesafety/concerns/autism.html

293 hitp://hisunim.org.il/imag es/documents/scientific_literature/ Gallagher_Goodman_HepB_2010.pdf
294 hitp://www.oatext.com/pdf/JTS -3-186.pdf; http://www.oatext.com/pdf/JTS -3-187.pdf

295 hitp://vaccine -safety.s3.amazonaws.com/WhitePaperAlum Adjuvant Autism.pdf

47



https://www.nap.edu/read/13164/chapter/2#2
https://www.nap.edu/read/13164/chapter/12#545
https://www.nap.edu/read/13164/chapter/12#545
https://www.nap.edu/read/13164/chapter/12#545
https://www.cdc.gov/vaccines/schedules/hcp/imz/child-adolescent.html
https://www.cdc.gov/vaccinesafety/concerns/autism.html
http://hisunim.org.il/images/documents/scientific_literature/Gallagher_Goodman_HepB_2010.pdf
http://www.oatext.com/pdf/JTS-3-186.pdf
http://www.oatext.com/pdf/JTS-3-187.pdf
http://vaccine-safety.s3.amazonaws.com/WhitePaper-AlumAdjuvantAutism.pdf

Moreover, we assertedthat ' ' 27 UWEOEDPOwWUI EVUW?5EEEDOI Uw# O
improperly relies almost exclusively upon studies examining only one vaccine, MMR
(administered no earlier than one year of age), or only one vaccine ingredient, thimerosal.?°
' ' 2 gddponse however, did not explain why studies that exclusively evaluated one
vaccine or only one vaccine ingredient, while ignoring the balance of ' ' 2z UwET DPOET O
YEEEDPOI wUETT EUOI OwUUxxOUUw' ' 2zU0UwUPI T xDOT WEIT E

UOPUOG» wuw

As for the one vaccine HHS claims it has studied with regard to autism, MMR, we

pointed out that Senior CDC Scientist, Dr. William Thompson 2%, has provided a statement

Ul uOUT T wi PUWEUUOUOT awlUT EV0w' ' 2w?00PUUI EwUUEUDU
association between the MMR vaccine and autism in the first and only MMR -autism study

ever conducted by HHS with American children. 2% Dr. Thompson, in a recorded phone call,

stated the following regarding concealing this EUUOEPEUDOOo w? . T wOaw&OEOw
EPEwbPT EOwPl wEPES ww! U0wpbkl WEPES ww( Uz UWE GODrUT | UI &
Thompson further stated on that call:

| have great shame now when | meet families with kids with autism

EIl EEOUTl w( wi EYT wET T OwxEUO WOl wUi T wxUOEOI Ow

UBT T OwOOpbPwEaAawEOaUIl POT wUIl OEUI EwUOWEUUDUODG

Ul awUi OUOEWET weODPOT wiEl EEUGdthatl T 1 az Ul wgEi U

OPT T UwWEl WEUUOGEPEUI E6w2OwEOapbPEawli Tl Ul zUwU

Sww( WEOQWEOOXxOI Ul 6aw®EUl EOI EwdOil whl E0w( WEDE
Hence, as for MMR, the only vaccine actually studied by HHS with regard to autism, it

appears HHS may have concealed an associatiorbetween that vaccine and autism®* ' * 2 z U
letter completely ignores this serious allegation by one of its own senior scientists.

B. HHS z Oitations Do Not Support that Vaccines Do Not Cause Autism
Instead," ' 2 reponse merely provides five links in response © our request for the

studies supporting that pediatric vaccines do not cause autism. The content of these five
links all directly reinforce and confirm the very concerns raised in our opening letter.

296 hitps://www.cdc.gov/vaccinesafety/concerns/autism.html

297Dr. Thompson has been a scientist at CDC for nearly two generations and a senior scientist on over a dozen CDC publications & the core
of many of its vaccine safety claims. https://www.ncbi.nlm.nih.gov/pubmed

298 http://www.rescuepost.com/files/william _-thompson -statement-27-august-2014-3. pdf

299 https://soundcloud.com/fomotion/cdc _-whistle -blower -full -audio

300 https://soundcloud.com/fomotion/cdc -whistle -blower -full -audio

301 Studies of MMR and autism are also erroneous because of healthy user bias, which has been emphasized as a serious source afrer in
epidemiological vaccine safety studies by CDC scientists. https://doi.org/10.1093/oxfordjournals.aje.al16479
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The first OPOOwW PUwWw UOwW EWEOEUOI OUwlil OUPUOI Ew?2EDI
31T pOI UOUE O wmdhestadiet ib Bis dodument are plainly insufficient to support
UTT wWEOCEPOwWUI Ew? YEEEBDXOW Bw OWwioOW B EWE B wHathels 006 8 @
thimerosal causes autism.

The second D OOwWPUWUOWEOwW( ., wUl xOUUwi UOOw! YYKw] OU
because itonly addresses the MMR vaccine and thimerosal with regard to autism. It is
nonetheless noteworthy that this report was issued before the admission by Dr. Thompson
that the CDC concealed an association between the MMR vaccine and autism and it is
i OUUOTT UwOOUI POUUT awlUT EVwI YT OwUT BO0WU YDEOGGBOBUE
not exclude the possibility that MMR could contribute to autism in a small number of
ET POEUI 02 WEOEWUT EVUw?O00ETI OUwi OUWEOWEUUOEDPEUDO(
E DU x UGB B, Gagain, this report is plainly insufficient to support the claim that
PYEEEDPOI UwE O wOOWEUEWER WU EUFWEIPWOWO 6 0a wEEEUIT UUIT Uwbp
thimerosal cause autism.

The third link is a study which only looks at one vaccine component ¢ antigens ¢
comparing accinaté children zwith svaccinatecthildren zwith different antigen exposure. 30
This study again says nothing about whether any particular vaccineor ' ' 2z UwET POET O
YEEEDPOI wUETT EUOI wEEUUI UWEUUDPUOS ww3 T PUwWUUUEAa wI Y
childr en usually lose developmental skills during the second year of life, couldbe related to
exposure in infancy, including vaccines 3

This antigen exposure study could have compared children receiving no -antigens,
meaning no vaccines, with children receiving vaccine antigens. That would finally provide
real data. Instead, the study engages in yet another nonsensical whitewash review inwhich
it compares vaccinated children with vaccinated children, with the only real difference
typically being that some children received DTaP while others received DTP 37 All vaccines
on the CDC childhood schedule, including DTaP, have been estimated to havebetween 1
and 69 antigens per dose while the DTP vaccine, no longer used in the U.S.js estimated to
have 3,002 antigens per dose® Hence, to compare antigen exposure,this study simply
looks at one group of almost entirely fully v accinated children who received DTaP with
another group of almost entirely fully vaccinated children who received DTP.

302 hitps://www.cdc.gov/vaccinesafety/pdf/cdcstudiesonvaccinesandautism. pdf

303 http://nationalacademies.org/hmd/reports/2004/immunization -safety-review -vaccines-and-autism.aspx
304 hitp://nationalacademies.org/hmd/reports/2004/immunization _-safety-review -vaccines-and-autism.aspx
305 hitps://www.ncbi.nlm.nih.gov/pubmed/23545349

306 hitps://www.ncbi.nlm.nih.gov/pubmed/23545349 (emphasis added)

307 hitps://www.ncbi.nim.ni_h.gov/pubmed/23545349

308 hitps://www.ncbi.nim.nih.gov/pubmed/23545349
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3T PUwWUUUEawi UUUT 1T UWEEOPUUWUT T wOEOOT UwbOwhkT |
measure of the actual immunogenicity of any given vac cine:

Admittedly, this approach assumes that all proteins and
polysaccharides in a vaccine evoke equivalent immune responses,
whereas some proteins actually may be more likely than others to
stimulate an immune response. Moreover, the calculations do not
take into account the number of epitopes per antigen or the
immunologic strength of each epitope. 2°°

In addition ,' ' 2 arilgen study only included children vaccinated in the late 1990s, despite
being published in 2013, by which time the following additional vaccines had already been
EEEI Ew UOuchildhodd Waccine schedule:  PCV13, Influenza, Hepatitis A,
Meningococcal, Tdap, and HPV.31°

This study further BT OOUIT UwUT T wi E E U w(@s defidad m thestudyyid EOUDT |
vaccines have decreased sincehe late 1990s the amount of aluminum adjuvant, a neuro -
and-cyto-toxic immune stimulant, used in vaccines has significantly increased Indeed, in
1983 there was one aluminumEENUYEOUI EwYEEEDOI wddi®,in'1998thetewY E E E |
were three (Hep B, DTaP, Hib%%), and by 2018 the vaccine schedulencluded the following
aluminum -adjuvanted vaccines: (1) Hep B, (2) DTaP, (3) Hib3%%?, (4) PCV13, (5) Hep A, (6)

Tdap, and (7) HPV (and newer vaccines contain large amounts of aluminum adjuvant) .33
Also, the amount of aluminum adjuvant from Hep B, DTaP and Hib vaccines has increased
since the late 1990s%* For example, the product with the lowest amount of aluminum for
DTaP (DTP) had approximately half the amount of aluminum in 1998 asit did i n 2018,and
the percent of children receiving these three vaccines has increased markedly since the
1990s3*®* The antigen study HHS cites not only ignores the increasing amount of aluminum
adjuvant included in childhood vaccines since 1999, it studiously ignores (as discussed
below) the compelling body of science implicating this rising amount of alumin um adjuvant
in vaccines with causing neurological dy sfunction and autism. 316

But even putting all these limitations aside , this antigen study says nothing about
whether any particular vaccine or grou p of vaccines cause autism, andat best, relates to the

309 https://www.ncbi.nlm.nih.gov/pubmed/23545349

310 https://www.cdc.gov/mmwr/preview/mmwrhtml/su6201a2.htm ; https://www.ncbi.nim.nih.gov/pubmed/23545349 (This study also

excluded children with fragile X syndrome, and thus cannot address if vaccinating children with fragile X can cause autism.)

3 QOwhRNNWOwhwOUOwodi wKwODET OUT Ew' PEWYEEEDOIT U wktR/@vk.pdbrett uEOUODOUOB w/ 1 aUPE
32( Qwl YWOwhwOUOwoi wt wOPET OUT Ew' PEWYEEEDOIT U wkER/OEBRIOEEWEOUODOUOS W/ T aUPE
313 hitps:// www.cdc.gov/vaccines/schedules/images/schedule1983s.jpg https://www.cdc.gov/ mmwr/preview/ mmwrhtml/ 00056261htm;
https://www.cdc.gov/vaccines/schedules/hcp/imz/child -adolescent.html

3w OOx EUT whNNWwWEOE w! YhWwwi EDUD OO thupdivebirhew/ T a UPEDEOUz w#i UOQw1i i1 Ui OETI 6w
315]bid.; https://www.cdc.gov/vaccines/imz -managers/coverage/childvaxview/data -reports/index.html

316 hitp://vaccine -safety.s3.amazonaws.com/WhitePaperAlum Adjuvant Autism.pdf
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potential connection between antigen exposure and autism (albeit in a study that, in its best
light, is unreliable).

The fourth link HHS cites is the very IOM review from 2011 cited in our opening
letter.2'” However, as we noted in our letter, the IOM could not identify a single study which
supports the claim that DTaP does not cause autism3®® Even more astonishing, a different
partof' ' 2 U0 Ux OOUI woOl UUIT UWEDPUT UwOT T wl YRKW?EOOXxUI T 1
identify a single study to supportt he claim that DTaP does not cause autisms3*®

' 2z 0wl YKwUIT Y D fobstudied thé) waduld guppért thefelaim that the
Hepatitis B vaccine does not cause autismand also did not find a single study to support
this claim.32° In fact, even after using its strict selection criteria to toss 99% of all studies out
of its review, it neverthelessresulted in the inclusion of a vaccine-autism study that was not
funded by a pharmaceutical company reviewing its own vaccine. 3 This study, from the
Stony Brook University Medical Center, found a 300% increased rate of autism among
newborns receiving the H epatitis B vaccine at birth compared to those who did not get this
vaccine at birth.322 The 2014 review summarizes the results of this study as follows:

Result was significant for the risk of autism in children who
received their first dose of Hepatitis B vaccine during the first
month of life (OR 3.00, 95% CI 1.11, 8.13), compared with those
who received the vaccination after the first month of life or not
at all.3

Having found one study that showed an association, and no studies to disprove this
EUUOEPEUDOOOwW' ' 2z Uw Ul YnB iHépatitis BEvacén® daasErotEcBuSau U1 E U
autism.®?* Rather, it concluded it does not know whether the Hepatitis B vaccine causes

autism 3?5 In short, the fourth link cited by HHS in fact proves , once again,that HHS cannot

claim that vaccines do not cause autism.

A A N oA

is part of HHS. 3?6 Remarkably, this 196 page strategic plan outlines dozens of research

317 http://icandecide.org/hhs/vaccine -safety-1-29-18.pdf

318 hitp://nationalacademies.org/HMD/Reports/2011/adverse -effects-of-vaccinesevidence-and-causality.aspx
319 https://www.ncbi.nlm.nih.gov/books/NBK230053/pdf/Bookshelf NBK230053.pdf

320 https://www.ncbi.nlm.nih.gov/books /NBK230053/pdf/Bookshelf NBK230053.pdf

321 https://www.ncbi.nlm.nih.gov/books/NBK230053/pdf/Bookshelf NBK230053.pdf

322 hitp://hisunim.org.il/images/documents/scientific_literature/ Gallagher_Goodman_HepB_2010.pdf

323 hitps://www.ncbi.nim.nih.gov/books/NBK230053/pdf/Bookshelf NBK230053.pdf

324 hitps://www.ncbi.nim.nih.gov/books/NBK230053/pdf/Booksh elf NBK230053.pdf

325 hitps://www.ncbi.nlm.nih.gov/books/NBK230053/pdf/Bookshelf NBK230053.pdf

326 hitps://iacc.hhs.gov/publications/strategic -plan/2017/strategic_plan_2017.pdf
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priorities, but does not once mention closing the vaccine safety sciencegap regarding
whether DTaP, Hepatitis B, and every other vaccine given by one year of agecause autism3?”

The strategy plan even explains that ? O1 UU OB Oi O may @duse @i but
ignores the fact that neuroinflammation (a.k.a., encephalitis or encephalopathy) is a known
reaction to numerous vaccines. For example, encephalitis or encephalopathy are listed as
adverse reactions in the package inserts for the following vaccines injected multiple times
into babies during their first few months of life: DTaP (Infanrix, Daptacel), Hepatitis B
(Recombivax-HB, Engerix -B) and combination vaccines (Pediarix, Pentacel)3?® The
strategic plan EOUQw UIT EOT OPbal Uw? b OtOuhién agaihacahlbe talsédEby B O O -
vaccinest may cause autism3?° It also explains that current science suggests?that ASD
results from subtle alterations during brain development [including during the first year of
life] that affect brain structure, function and connectivity O which have been demonstrated
to occur in lab animals following injection of comparable amounts of pediatric vaccines
and/or aluminum adjuvants used in pediatric vaccines. 33°

This strategic plan even outlines numerous large scale studies looking at a plethora
of enviro nmental exposures, but apparently none of these include looking at the exposure
to vaccines33! This is despite the fact that numerous peer-reviewed studies have found that,
when surveyed, between 40% and 70% of autism parentssquarely blame vaccines for their
ET B OE z BaulEviblldog ifiple to review vaccine exposure s along with the hundreds
of other exposures already being reviewed in these studies, but for apparently political
reasons, HHS has chosen not to address this issue

C. Vaccine-Autism Concerns Alw ays Broader than MMR and Thimerosal

HHS directs all conversation regarding vaccines and autism toward MMR and
thimerosal, despite longstanding concerns regarding the connection between autism and
other vaccines and other vaccine ingredients33 For example, the concern that pertussis
containing vaccines could cause immune and brain dysfunction, including autism, was
identified as a research priority in the 1986 Act. Indeed, Congress, when passing the Act,

327 https://iacc.hhs.gov/publications/strategic -plan/2017/strategic_plan_2017.pdf

328 https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm124514.pdf
https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm103037.pdf ;
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM110114.pdf ;
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM224503.pdf _;
https://www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM241874.pdf _;
https://www.fda.gov/downloads/BiologicsBloodVaccines/ Vaccines/ApprovedProducts/UCM109810.pdf

329 https://onlinelibrary.wiley.com/doi/book/10.1002/9781118663721

330 https://iacc.hhs.gov/publications/strategic -plan/2017/strategic_plan_2017.pdf http://vaccine -safety.s3.amazonaws.comiVhitePaper-Alum
Adjuva ntAutism.pdf

331 hitps://iacc.hhs.gov/publications/strategic -plan/2017/strategic_plan_2017.pdf

332 https://www.ncbi.nlm.nih.gov/pubmed/16685182 ; https://www.ncbi.nlm.nih.gov/pubmed/25398603 ; https://www.ncbi. nim. nih.gov/pub
med/16547798https://www.ncbi.nlm. nih.gov/pmc/articles/PMC1448378/

333 hitps://www.gpo.gov/fdsys/pka/STA TUTE-100/pdf/fSTATUTE-100-Pg3743.pdf
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directed HHS to review the scientific evidence for whether pertussis containing vaccines
can cause among other conditions, autism.3* As expressly provided in the 1986Act:

Health and Human Services shall complete a review of all

Ul O YEOUwOI EPEEOQWEOEWUEDI OUPI PEwDOI OUOE
circumstances, and extent of the relationship, if any, between

vaccines containing pertussisé6 ando w U GBP U O

Implementing t he foregoing congressional directive, HHS commissioned the IOM in 1989
to identify any and all medical and scientific literature addressing whether pertussis-
containing vaccines can cause autism.®¥% The IOM conducted this review and issued its
report in 1991.3% While the IOM found at least some evidence bearing on causation for the
20 conditions other than autism it reviewed, the IOM could not find a single shred of
evidence to support the claim that pertussis containing vaccinesdo not cause autism33® This
is because no studies had been conductedto determine whether pertussis-containing

~

vaccine cause autism.3 T PUwPUwx EVUO WO whl awlO0i T w(., zUwUI xOUU

In the course of its review, the committee found many gaps and

limitations in knowledge bearing directly and indirectly on the

safety of vaccines. 6 ww( | wUIl Ul EUET wEExEEPUawEOEWEEE
in this field are not improved, future reviews of vaccine safety

will be similarly handicapped. 3%

Yetwhen HHS commissioned the IOM twenty -two years later to assess the evidence bearing
on whether pertussis containing vaccines cause autism¢ as this remained (per HHS) one of
the most commonly claimed injuries from this vaccine ¢ the IOM again in 2011 had the same
conclusion:

The epidemiologic evidence is insufficient or absent to assess an
association between diphtheria toxoid¢, tetanus toxoidt, or
acellular pertussist containing vaccine and autism.34°

HHS itself reached this same conclusionagaininits | Y K w? EOOx Ul T 13OThBs¥ 1 wUl Y
reports show clearly that HHS has known for 27 years that it does not have the scientific

334 https://www.gpo.gov/fdsys/pka/STATUTE -100/pdf/STATUTE-100Pg3743.pdf
335 https://www.gpo.gov/fdsys/pka/STATUTE -100/pdf/STATUTE-100Pg3743.pdf
336 https://www.nap.edu/read/1815/chapter/1#v

337 hitps://www.nap.edu/read/1815/chapter/1

338 hitps://www.nap.edu/read/1815/chapter/2#7

339 hitps://www.nap.edu/read/1815/chapter/9

340 hitps://www.nap.edu/read/13164/chapter/12?term=autism#545

341 https://www.ncbi.nim.nih.gov/books/N BK230053/pdf/Bookshelf NBK230053.pdf
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studiestosux x OUU wP UUWEOEDPOwWUT E U w? ¥ ank i vadlifuly chb<enutd® O U wE E |
remain ignorant rather than test its a prioriassumption that vaccines do not cause autism3+2

D. HHS 7z Refusal to Study Vaccines -Autism Connection is Troubling

HHS has even remained silent and refused to seriously study the vaccine-autism
connection despite the factthat' ' 2 z UwO| tisid expert,DE Ahdrew Zimmerman ¢ an
expert whom HHS relied upon in the Cedillo v. HHScase inVaccine Court to claim that
vaccines never cause autismt has changed his expert opinion. 343

Dr. Zimmerman is a former Director of Medical Research at the Center for Autism
and Related Disorders at the Kennedy Krieger Institute and Johns Hopkins University
School of Medicine, and is regarded as the leading national authority on autism and
mitochondrial disorder .2* Dr. Zimmerman testified on November 9, 2016that vaccines can
in fact cause autismand evenE OUP1 Ul Ew? 8 1 Uundepdath:O #EOWDIVE 1 Uwx1l Ox
your field, reputable physicians in your field, hold the opinion that vaccines can cause the
further te stified that once HHS understands and accepts the causal relationship between
YEEEDPOI UwEOGEWEUUPUOOW? D0 wWwPDOOwWxUI YI OUwOT# wET YI

#UBw9POOI UOEOz UwUbB OGP OE ym.Ricard Kefidy @lsoipiovideds wE O 0 O
the following very revealing testimony in a deposition under oath :

Lawyer: Do you agree with the statement that vaccines do not cause
autism?

Dr. Kelley: No
Lawyer: Is it generally accepted in the medical community that
vaccines do not cae autism?

Dr. Kelley: It is a common opinion.
Lawyer: It is generally accepted in the medical field that vaccines do
not cause autism?

Dr. Kelley: | have no basis to judge that. It is most often

when physicians are commenting on that they say there

IS no proven association.
Lawyer: Do you know the position of the American Academy of
Pediatrics about any link between vaccines and autism?

342 https://www.ncbi.nlm.nih.gov/books/NBK230053/pdf/Bookshelf NBK230053.pdf

343 hitps://childrenshealthdefense.org/child -health-topics/righting -wrongs/request-for -office-of-inspector-general-to-investigate-fraud -and-
obstruction -of-justice/# _ftnrefl

344 hitps://books.google.com/books?isbn=1603588256

345 hitps://books.google.com/books?isbn=1603588256

346 hitps://books.google.com/books?isbn=1603588256
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Dr. Kelley: Yes. They also say there is no proven
association.
Lawyer: Do you agree with the position of the Ameriéaademy of
Pediatrics?
Dr. Kelley: | agree with their position as a public health
Ol EUUUI 6 w( wEOOZUwWET UI 1 wbbPUT wbUwWUEDI O
Lawyer: You are actually arguing for a link between vaccines and
EUUPUOwWPOwWUT PUWEEUI OwEUI Oz 0waodUy
Dr. Kelley: I am.
#UBw*1 OO0l aow( Uz UwOOUWEOOUUEUVUaAawWwUOwWUT T
| read. It is contrary to certain published articles by very
authoritative groups who say there is no proven
association in large cohort studies.
Lawyer: Your opinion is contrary to, say, the opinion of the CDC,
correct?
Dr. Kelley: It is contrary to their conclusion. It is not
contrary to their data. 34’

The view apparently held by HHS that ? x U E O D E wdmbardnidling any relationship

between vaccines and autism to assure high vaccine uptake, is troubling. This view (i)

ignores the factthat UT I wUIl EOQw? x UE OP E imihd Unied Statesis hdt Uih 360 E a w
children are now diagnosed with autism 34, (ii) stifles researd into the association between
YEEEDPOI UwOOw' ' 2z UwWET DOET OO Eand (H)EdecBsOHHRUO Eyhote E U O1 wk
any science that does support a vaccineautism connection.

Indeed, HHS appearsfrozen when confronted with replicated peer -reviewed studies,
many of which were funded by HHS, regarding immune activation and aluminum
adjuvants that support a causal relationship between the receipt of vaccines continuing
aluminum adjuvants and the development of autism in children. 34° Our opening letter
attached letters to HHS from world -renowned experts on the toxicity of aluminum
adjuvants, each ofwhom strongly supported the contention that aluminum adjuvants may
have a role in the etiology of autism and cited the body of science that supports their
assertion.®° This sciencereflects that: injected aluminum adjuvant is taken-up by immune
cells (macrophages) at the injection site; these aluminum-adjuvant-loaded immune cells
then travel through the lymph vessels to, among other places, the brain; the immune cells
then unload their aluminum adjuvant cargo in the brain; and aluminum adjuvant in the

347 hitps://books.google.com/books?isbn=1603588256

348 hitps://www.cdc.gov/nchs/data/databriefs/db291. pdf

349 hitp://icandecide.org/white -papers/ICAN -AluminumAdjuva nt-Autism.pdf
350 hitp://icandecide.org/hhs/vaccine -safety-10-12-17.pdf
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brain causes a release ofinterleukin IL -6 and microglial activation, leading to autism .35
Depicted in simple term s:

How Aluminum Adjuvants Cause Autism

IL-6 Production

; Al Adjuvant St
Aluminum (Al) : and Microglial ;
Adjuvant Injection " Fartcles Vel —== "4 ipign |y —— Autism
The Brain

Despite years ofvaccine safety advocacy demanding that HHS rebut, or at least address,the

clear connection betweenaluminum adjuvant contai ning vaccinesand autism, HHS appears

unable to muster anything more than the public relations slogant ? SEEEDOI Uw# Ow- OU
Autism. ?

On May 24, 2014,Dr. Thompson explained that the CDC is ?paralyzed right now by
anything related to autism 6 uET EEUUI wUI 1 az Ul wEI UEPEwWUOwWw OOOO0!L
associated %2 The reasonfor this fear may be that HHS has conceded or has beenrequired
by the Vaccine Court to pay financial compensation to at leasta few dozen children where
Ul EIl Dx0wOi wWEWYEEEDOI wOOw' ' 27 UwWwET POET OOEWYEEED
and/or immune dysfunction diagnosed as autism.*>® The damage awards in some of these
cases were in the millions of dollars.3% If a single study conducted by HHS shows that even
1 in 5 cases of autism are caused, directly or indirectly, by vaccines it would result in
approximately $1.3 trillion in liability .35 Putting such potential liabilit y into perspective,
the entire federal budget in 2017 was $3.3 trillion.*¢ This and the decimation O w' ' 2 z Uw
reputation if it were found that certain vaccines causea significant fraction of autism cases
provide powerful incentives for HHS to not fund the basic scientific research needed to
determine whether ' ' 2z UwWET DOET OOE uigracauBefadtismUET 1 EUOI

It is hard to imagine that HHS has not already internally used the databases at its
disposal, such as VSD, tocompare the autism rate between vaccinated and unvaccinated
children. If the results showed no difference in the autism rates between these two groups
of children, no doubt this study would have been published. The fact that it has not been
published is very concerning. For example, HHS recently published a study using the VSD
which compared vaccination rates between autistic and non-autistic children, but only
looked at vaccination rates afteran autism diagnosis.®*” It is hard to imagine that HHS also

351 hitp://icandecide.org/white -papers/ICAN -AluminumAdjuvant -Autism.pdf

352 hitps://soundcloud.com/fomotion/cdc -whistle -blower -full -audio

353 hitps://digitalcommons.pace.edu/cgi/viewcontent.cgi?article=1681&context=pelr

354 hitps://digitalcommons.pace.edu/cgi/viewcontent.cgi?article=1681&context=pelr

355 Since approximately 3.5 million American children have autism spectrum disorder and the approximate life time cost per indivi dual is $1.9

million, total cost of care for just 20% of these individual is $1.3 trillion. www.autism -society.org/what -is/facts-and-statistics/

356 hitps://www.cbo.go v/publication/53624

357 hitps://www.ncbi.nim.nih.gov/pubmed/29582071 ; https://www.cnn.com/2018/03/26/health/vaccination -rates-children -autism-study/
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did not internally review the vaccination rate beforghe autism diagnoses. Of course, if this
comparison showed that fewer vaccines resulted in less autism, publishing such a result
would call into serious doubt the competence of HHS in ensuring the safety of vaccines and
its childhood vaccine schedule, as well as involve trillions of dollars in financial liability ~ for
the harm caused.

HHSz UwE x x UOE E T ughbéesutbel téht) afl Bauishits of families across this
country that have attested ¢ often in videos available online ¢ that their best judgment based
on the totality of their parental experience with their child is that vaccination caused their
ET b OE z UNummérdii®peéd-reviewed studies have found that, when surveyed, between
40% and 70% of autism parentssquarely E OE O1 wYEEEDOI Uwi O &uMahylo® UwET B
these surveys explain how parents express a clear personal experiencewith vaccination
affirming this conclusion .3%°

The Vaccine Information Statement (VIS) produced by HHS for every vaccine,
including for DTaP, provides that other relevant information regarding the vaccine is
available at UT 1 w" #" wbpl EUDUI OwbPPPJEEEGST OYOwbki PET wbOwU
"EUUIl w ®BeddBd 7 2wl EVUWET OUI OwUOwWPOEOUXxOUEUT wlOT 1
as a resource, the information on that website regarding the relevant vaccine must, under
federal lawOWET w? EEUI EwOOWE Y E b OE B:@utpbBsedos ayvailébie daadi OU O
and information, as discussed above, HHS cannotscientifically E O E b O watined Do Nd
"EUUI w UHHB bh@btherefore remove this claim from the CDC website until it can
produce the studies to support the claim that vaccines do not cause autism.

VII.  HHS REFUSAL TO CONDUCT VACCINATED V. UNVACCINATED STUDY

Inourletter,pT WEUOI EwUT EV0wW' ' 2wWEEYDUI whi 1 U1 UwbUwp ¢t
and controlled prospective as well as retrospective studies comparing total health outcomes
Ol wi UOOaYyxEUUPEOOAWYEEEDPOEUI E wb®w HHESdleddd Ul Oa u
actually respond to this question.

A. IOM 2013 Review Highlights Need for Vaccinated v. Unvaccinated Study

' ' 2 zekponseletter first cites the very same 2013 report by the IOM which we cited
in our opening .%¢ We cited this report because it clearly supports the need for a properly

358 https://www.ncbi.nlm.nih.gov/pubmed/16685182 ; https://www.ncbi.nlm.nih.gov/pubmed/25398603 ; https://www.ncbi. nlm. nih.gov/pub
med/16547798https://www.ncbi.nlm. nih.gov/pmc/articles/PMC1448378/

359 https://www.ncbi.nlm.nih.gov/pubmed/16685182 ; https://www.ncbi.nlm.nih.gov/pubmed/25398603 ; https://www.ncbi. nlm. nih.gov/pub
med/16547798https://www.ncbi.nlm. nih.gov/pmc/articles/PMC1448378/

360 hitps://www.cdc.gov/vaccines/hcp/vis/current -vis.html ; https://www.cdc.gov/vaccinesafety/concerns/autism.html

36142 U.S.C. 8 300a26

362 Compare http://icandecide.org/hhs/vaccine -safety-10-12-17.pdf with http://icandecide.org/hhs/vaccine -safety-1-29-18.pdf

363 hitp://icandecide.org/hhs/vaccine -safety-1-29-18. pdf
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powered and controlled prospective study evaluating the health outcomes between

vaccinated vs. unvaccinated children 3¢ Indeed, HHS commissioned this review to assess

the UE T 1T U a w@drlychildibad Wraccine scheduleand hence, as explained by the IOM,

b U lenafure searches and review were intended to identify health outcomes associated

PPUT wUOOI WwEUxT EOwOil wUI 1l wETl PFEROODWBIODW 6D & B ER
autoimmunity, autism, other neurodevelopmental disord ers (e.g., learning disabilities, tics,

behavioral disorders, and intellectual disability), seizures, and epilepsy were included as

Ul EUET w1 UOUGB »

However, instead of answers, the IOM found that no studies had ever been
conducted which compared the health outcomes of ET DPOEUI OQwUI EIl BYDOT w' ' 2
vaccine schedulewith children that had not been vaccinated:

[Flew studies have comprehensively assessed the association

between the entire immunization schedule or variations in the

overall schedule and categories of health outcomes, and no
UOUEawowEOOXxEUI EwUI Tl wEDPITITUI OEIl UwbOw I
between entirely unimmunized populations of children and

fully immunized children. Experts who addressed the

committee pointed not to a body of evidence that had been

overlooked but rather to the fact that existing research has not

Eil 1 OwEI UPT Ol EwOOwWUI U0wUT 1T wi OUPUI wbOOUODA

[Also,] studies designed to examine the long-term effects of the
cumulative number of vaccines or other aspects of the
immunization schedule have not been conducted.3¢”

Even when the IOM committee expanded its search for any evidence that could help it assess

Ul T wUEI T Uawoli w' ' 27ZUwWET bOdatedtid it YECGEOPDWEHWEEIUE B(

information, scientific or otherwise, that addressed the risk of adverse events in association

PPUT wUOT T wEOOxOI Ul wuUl EOGOOI OB EwbOOUOPAEUDOOWUET
Due to the lack of science regarding the safety of' ' 2 wddcine schedule, the best

OT 1T w(., uEOUOEWEOWPEUWBHEDOBEWD EuUd & V0T U IwdB Bt E QI Y

unsaid, but equally true: there is no evidence that the schedule is safe . That HHS finds the

( ., Z UwE O éceepttble i Grdubling and another clear dereliction of its vaccine safety

364 https://www.nap.edu/read/13563/chapter/1

365 hitps://www.nap.edu/read/13563/chapter/2#5

366 hitps://www.nap.edu/read/13563/chapter/2#5

367 hitps://www .nap.edu/read/13563/chapter/2#5

368 hitps://www.nap.edu/read/13563/chapter/6?term=paucity#70
369 hitps://www.nap.edu/ read/13563/chapter/2#12
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duties. Just because HHS refuses to conduct thescientific studies necessay to establish if
there is harm does not mean that no harm exists.

Equally tr oubling is that despite acute adverse events such aspersistent crying or
extreme lethargy in recently vaccinated babies that can lastfor days, the IOM acknowledges
UT EVOWUEDIT OET wEOT UwbOOUwal Uwl YI QwO O OdterrrabverseUT 1 Ul
events following vaccination and long -U1 U O wi 1 E O3 Withbul Proplerly &ontrolled
prospective long-term studies it is not possible to know whether acute vaccine reactions,
including the more serious ones like brain inflammation and encephalitis, are causing long-
term neurological damage (that takes the form of, for example, increasingly common
developmental delays and behavioral disorders).

It is therefore remarkable that HHS citesthe IOM report from 2013 as support for not
conducting a longer-term properly powered and controlled study that would finally
compare all health outcomes in vaccinated and unvaccinated children.

B. HHS 7z Desperation to Avoid Any Valid Vaccinated v. Unvaccinated Study

Hiding behind a claim that it would be unethical to conduct such a study is also
without merit. Putting aside that it is unethical for HHS to continue promoting its childhood
vaccine scheduleas proven safewhen HHS lacks the scientific studies necessary to validate
the safety of its childhood vaccine schedule, there are ways to ? 1 UT b EdaduCiaa~> w
vaccinated versus unvaccinated study. As we pointed out in our opening letter, the very
IOM report from 2013 assertsD U up®s8itile to make this comparison [between vaccinated
and unvaccinated children] through analyses of patient information contained in large
EEVUEEEUI UwUBWET WEUW52#36 2

In response, HHS has not published this study. Given the numerous studies HHS
publishes each year using the VSD, it is difficult to imagine that if such a study showed no
health differences or that vaccinated children were healthier than unvaccinated children,
HHS would not have already publish ed that study.

Tellingly , instead of using the VSD to publish the relatively simple study comparing
health outcomes between vaccinated and unvaccinated children, HHS instead spent a
tremendous amount of resources to publish a 64-page white paper regarding conducting
such studies using the VSD.372

370 hitps://www.nap.edu/read/13563/chapter/5#45
371 hitps://www.nap.edu/read/13563/chapter/2#13
372 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

59



https://www.nap.edu/read/13563/chapter/5#45
https://www.nap.edu/read/13563/chapter/2#13
https://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety_WEB.pdf

This white paper, prominently cited by HHS in its response letter, acknowledges that
many chronic disorders children are experiencing today in epidemic numbers are
EPDOOOTI PEEOOa wx OEUUDPEOI wOUUEOOI Uwi UOOWI ReubUUUI u
have not yet been properly studied. 3" While we should be encouraged by such an open
admission, the white paper isUT YT EODOT wUI T EUEDOT w' ' 27 UWEx x UOET

i. White Paper Guided by Pharmaceutical Company Insiders

First, this white paper was guided by pharmaceutical company insiders. As the
white paper authors explain:

Guided by subject matter expert engagement, we outlined a 4
staged approach for identifying exposure groups of
undervaccinated children, developed a list of 20 prioritized

outcomes, and described various study designs and statistical
methods that could be used to assess the safety of the schedul&?

The subject matter experts relied upon to draft the white paper had serious financial and
other conflicts of interest. For example, the first subject matter expert listed is Dr. Stanley
Plotkin .35 Dr. Plotkin earned millions of dollars in employment, consulting, and royalties
from Merck, GSK, Sanofi and Pfizer (which, combined, manufacture nearly every vaccine
OO w' ' childhdad vaccine schedule)including serving on the boards of the following fo r-
profit pharmaceutical companies involved in vaccine development (while working on the
white paper): Dynavax Technologies, VBI Vaccines, Mymetics, Inovio Biomedical Corp,
CureVacAG, SynVaccine, GeoVax Labs, GlycoVaxyn AG, Adjuvance Technologies, BioNet
Asia, Adcombia Biosciences, and Hookipia Biotech.3’¢ Three of the four other subject matter
experts involved in creating the white paper were similarly conflicted.3"”

373 hitps://www.cdc.gov/vaccinesafety/p df/WhitePaperSafety WEB.pdf

374 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

375 ht ps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

376 https://openpaymentsdata.cms.gov/physician/510771/summary; http://www.vaxconsult.com/cv -page/; https://patents.google.com/patent/
US6290968BEn; https://www.royaltypharma.com/royalty -pharma-acquires-royalty -interest-in -rotateq-from -the-childrens-hospital-foundation -
for-182million ; http://people.equilar.com/bio/stanley -plotkin -dynavax-technologies/salary/91882 https://www. vbivaccinescom/about/ scientific-
advisory -board/; https://globenewswire.com/ne ws-release/2009/09/02404297172906en/Mymetics -Corporati on-An nouncesthe-A ppointment -
of-Dr-Stanley-Plotkin -as-Chairman -of-the-Scientific-Advisory -Board-and-Election-of-New-Members.html; https://www. acornmanagementpart
nerscom/news-events/client-news/post/1713/vaccinepioneer-joins-inovio -biomedi cals-scientific; http:// www. curevaccom/company/scientific-
advisory-board/; https://www.synvaccine.com/_about2; https:// finance.yahoo.com/news/geovax-reports-201 7-fi rst-quarter-130000205tml ; http://
www. bionity.com/en/news/ 107511glycovaxyn -ag-appoints-dr -stanley-pl otkin -to-supervisory -board. html ;  http://adjuvancetechnologies.com/
managementteam/; http://www.jkdaily. com/articles/262820160322/asan-biotech.htm; http:// www. abcombibio.com/advisors; http:// hookipabio
tech.com

377 Walter A. Orenstein: https://www.ncbi.nlm.nih.gov/pubmed/18589064 ; https://www.ncbi.nIm.nih.gov/pubmed/16533116 . Edgar K.
Marcuse: https://www.ncbi.nlm.nih.gov/pubmed/10432034 . M. Alan Brookhart: https://www.ncbi.nlm.nih.gov/pubmed/28370957 .
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Despite the foregoing, the authors of the white paper UUE UT wUOT EQwUT T w? 61
study team had no conflicts of interest to declare.?37®

The subject matter experts even gathered for a closeddoor meeting with HHS to craft
the white paper in Atlanta, Georgia in February 2014. Yet, the HHS authors excluded
parents and parent organizations concerned about vaccine safety,admitting that the white
paper study team ?did not engage any parents or parental groups throughout the
x UOEFUUB »

Bias is evident in the first paragraph of t he white paper. Instead of stating its goal is
to assess the actual safety of the vaccine schedulghe authors assertUT EUw?, EPOUEDODC
YEEEDOEUDPDOOWEOYI UET T whpbUTI POwWUTT wxOxUOEUDPOOWH U
PEOOQEI UOQWEEOQUUWUT | ru@EEW D Ow sudl WEYEEEDWDWW DOk ww UET 1 |
aOdUuUOTl wEIOEUI 08 2

HHS even falsely asserts, more than once, that the 2013 IOM report concluded that
07T 1T WEUUUI ODw4626wbOOUOPAEUDPOOWUET 1 E Unhdreuise E U wUE
no evidenceUT EQwUT 1T wUET 1 #Urénicallp i is fréxidaly beedusedthe lack of
evidence to support safety that the IOM 2 T BT T OP1T T U1 Ewi OUUwWUI Ul EUET u
xUPOUPD&a@ wmb®UUUwWEIT bredltu uicotnesucénpavcEbet®e@it fully

o~ N A A

. White Paper Expertly Designed to Support Status Quo

HHS was thus forced into a corner by the very report it commissioned from IOM . It
now hadto EOU P 1 U w ?child haalth uicomes compare between fully vaccinated and
resentatives who created this white paper are plainly concerned about revealing the health
outcome differences between vaccinated and unvaccinated children. The authors dissuade
such a comparison and suggeststudy parameters that would , among other things, result in
eliminating the healthiest nonvaccinated subjects from any study.

A vaccinated versus unvaccinated study UOwWEUUT UUwUT T wUEI T Dawodi
vaccine schedule should be straightforward. Such a study should compare theincidence of
all adverse health conditions (ICD-9/10 codes) in vaccinated and unvaccinated children.

378 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

379 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

380 hitps://www.cdc.gov/vaccinesafety/pdf/Whi tePaperSafety WEB.pdf 3 1 T wpi D01 wx Ex1 UwEOUOWEUUT U0UwOT EQw? O ¢t
EEVI UUT wi YIi O0U~2 wUT OUOCEWET wUOUT EWEaAaw? xOOPEAWOEOI UUwphT i OQwbi ®dd®@d uusioioduk Y
it should have said that this knowledge should be used to reduce/eliminate the risk of any identified adverse reaction. )

381 hitps://www.nap.edu/read/13563/chapter/2#12

382 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

383 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf
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Instead, the white paper only puts forth a handful of carefully culled conditions. It does this

by first limiting its list to conditions that HHS and the pharmaceutical industry have
previously studied .33 Meaning, their prior bias was already built into tI T wpbPT DUIT wx E x |
initial limited list of only 75 conditions.385

The authors then discarded those health conditions they E1 1 O1 EWOEE Ol EwW? ED
and mechanistic plausibility 2 with vaccination. 3% A lack of available biological and
mechanistic studies is one of the major problems the IOM has complained about for decades.

Removing outcomes becawse available science was lackingdefeated the purpose of the

exercise. Even so, thiswinnowing processresulted in a list of 43 adverse outcomesadmitted

by the subject matter expertU wU O wWET wx OEUUDPE Oa wE E Uddding sefiedula’ ' 2 z U
t asurprisDPOT WEEOPUUDPOOWIT DY I tiatuvaccirezsafety EhatUalieady Béeh
established.®” These 8 outcomes includ ed autism spectrum disorder, attention deficit

disorder, and numerous other neurological and immunological disorders. 3% Despite

i DPOEPOT wUl EVWEOOWKY woOl wUTT UI wOUUEOGOTI Uwbki Ul w? x
DOOUOPAEUDOOWUEIT | kobedélesswinhbived Jouwdtd 20 danditiens. @ For

example, autism was removed based on the demonstrably untrue claim it had ? Eeh
extensively studied relative to the vaccination scheduleo 3%°

A comparison of all conditions between vaccinated and fully unvaccinated children,
as directed by the IOM, is what should be conducted. Among other reasons, as HHS should
be aware, vaccination can cause a spectrum ofunexpected adverse effects.

For example, a recent study out of the University of Hong Kong, Queen Mary
Hospital, and Centre for Influenza Research compared children receiving the influenza
vaccine with those receiving a saline injection in a prospective randomized double -blind
study. 3! Both groups had a statistically similar rate of influenza, but the group receiving
the influenza vaccine had a statistically significant 440% increase in the rate ofnon-influenza
infections. 32 Thus, the influenza vaccine POEUI EUI EwETI POEUI Oz UwUUUE
respiratory viral infections.

As another example, Dr. Peter Aaby is renowned for studying and promoting
vaccines in Africa and has published over 300 peer-reviewed articles and studies regarding

384 https://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

385 https://www.cdc.gov/vaccinesafety/p df/WhitePaperSafety WEB.pdf
386 https://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

387 htt ps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf
388 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

389 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

390 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

391 hitps://www.ncbi.nim.nih.gov/pmc/articles/PMC3404712/

392 hitps://www.ncbi.nim.nih.gov/pmc/articles/PMC3404712/
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vaccination.®* In 2017, heand co-authors published a study finding that infants were 10
times more likely to die by 6 months of age following their DTP vaccination than those that
did not receive any vaccines during the first 6 months of life .2% Children vaccinated with
DTP were dying from causes never associated with this vaccine, such as respiratory
infections, diarrhea, and malaria.3®® This indicated that while DTP z Purpose is to reduce
the incidence of diphtheria, tetanus, and pertussis, it actually increased mortality from other
infections.2% The study therefore concludes:

All currently available evidence suggests that DTP vaccine may
kil more children from other causes than it saves from
diphtheria, tetanus or pertussis.3®’

Perhaps most concerning is that the above study was based on datafrom the 1980s
that had been collecting dust for over 30 years3°¢ This begs the question: what other serious
vaccine injuries and non-specific adverse effectsare being missed by neglecting to conduct
desperately needed vaccine safety science comparing vaccinated and unvaccinated
children.

Consider that there are over 420 disorders listed on package inserts of vaccines
routine ly administered to babies and children ¢ a large portion of which are immune and
nervous system disorders ¢+ which are only listed there becauseits manufacturer has a basis
to believe there is a causal relationship between the vaccine and the occurrence of the
adverse event3® %l E1 UEOWOEP wbUwWE Ol E U wbh\Ehdse ddvérdd averisU U wU |
for which there is some basis to believe there is a causal relationship between the drug and
the occurrence of the adverse evend “° Nonetheless, the white paper guides researchers to
ignore every adverse health condition that develops following vaccination other than the 20
hand-picked conditions culled by HHS and pharmaceutical company insiders.

il White Paper Guides Researchers to Exclude Unvaccinated Children

The white paper then ¢ in contravention to the primary directive of the IOM to
compare health outcomes between vaccinatedwith unvaccinatedchildren ¢ advocates for
comparing vaccinatedvith vaccinatedhildren. 4t It begins by arguingthat ? " OOx EUD OT wi U«

Uil E |

i
YEEEDOEUI EwET POEUI OwUOwWUOUEOOawUOYEEEDOEUI EWE
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395 https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5360569/

39 http s://www.ncbi.nlm.nih.gov/pmc/articles/PMC5360569/

397 https://www.ncbi.nim.nih.gov/pmc/articles/PMC5360569/

398 hitps:// www.ncbi.nlm.nih.gov/pmc/articles/PMC5360569/ ; https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3404712/
39921 C.F.R. 201.57ttps://www.fda.gov/biologicsbloodvaccines/vaccines/approvedproducts/ucm093833.htm

40021 C.F.R. 201.57

401 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf
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and, in numerous ways, deride s conducting such a comparison.*®> The white paper then

guides researchers to comparethe health outcomes between fully vaccinated children and

partially vaccinated children (which are typically also almost fully vaccinated) .2°® But this
PUwxUl EPUI OawUT 1 wEOOXxEUPUOOwWUIT E U whildded er& afténl w? 1 DI
only partially vaccinated becauseparents who stop vaccinating their children (and hence

have partially vaccinated children) often do so because ofa negative health outcome

following a p revious vaccination .*** HHS and authors of the white paper are aware of this

bias. Asthe authors of the white paper admit:

Parents may alter their intended immunization schedules for a
child who experiences a negative health outcome, particularly if
the outcome is perceived to be a result of a vaccine®®

This means that the partially vaccinated children in the VSD may be sicker than the fully
vaccinated children precisely because of their prior vaccinations. It is therefore a

EOOI OU O ¥O precisely the type of comparison the white paper strongly
recommends. Such a comparisonis also nonsensicalsince it will not answer the outstanding

scientific questions that urgently need to be answered Ul T EUEDOT wUT 1 wUEIT 1 U
childhood vaccine schedule.

V. White Paper Guides ResearchersHow to Obtain Desired Results

If, despite the above recommendation not to do so, a researcher does conduct a
vaccinated versus unvaccinated study, the white paper guides the researcher to use certain
? EENUU U Odortirtd 07 wtb@QWUEaz UwOUUEOOI
had fewer than four OUUx EUDPI OUwYDUDPUUWE UUD O aiHe Ipdrparfed UU U w U
reasOOw I OUw UT DU w ? E E $ute UHatCehil@ren? i m the) MSD @ith Indd recorded
vaccination are actually unvaccinated. But,ti PUwW? EENUUUOI1 O becaubeJaghe OOl E 1 |
authors of the white paper admit OwWOEQa w52 #wUPUI UWEOUI EEawODPOOw!l
electronic immunization information system which tracks the vaccination status of every

child in the state.*? (Moreover, the authors of the white paper alsoadmit UT EUwE w? Ol ED
Ul EQUEwWUT YPI P> wUI YT EOI EwUTl EOwUT T wYEEEPOEUDOO WL
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405 hitps://www.cdc.gov/vaccinesafety/p df/WhitePaperSafety WEB.pdf

408 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf (emphasis added)
407 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf
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they had at least one V-code for vaccine refusal and that in the VSD, ? hvO WN W [oftidfem]}t U A w
had no vaccines and at leastone VE OE T wi OUWYEPEDOT wUI I UUEOG »

The transparent reason for excluding unvaccinated children who do not have at least
four outpatient visits is to exclude most or all of the very healthy unvaccinated children
from the study.

HHS learned the importance of excluding children without outpatient visits from its
experience in aprior study in which it found ? Ewx OUDPUPYI wEUUOEDPEUDOOWEI
B vaccination and the incidence of E U U1 €PHf&his result stood, it could have meant both
loss of reputation for HHS and trillions of dollars of financial liability. To eliminate the
association between vaccination and asthma, HHS first excluded children without at least
one outpatient visit .#° But when the association remained, HHS then excluded children
without 2 E0w Ol EUU wU b O wéd The xeSult ds Mat they @gitizelintddhg was no
longer statistically significant and a loss of reputation and trillions of dollars in liability was
avoided. The white paper therefore advised that researchers restrict ? Ul | PUw UUUE
populations to children with a minimum amount of health care uti lization,? such as
I R E OU Brivdddinat&d children who had fewer than four outpatient visits & %2 Employing
this adjustment, a researcher can make almost any safety signal disappear.

In case the aboveis not sufficient to eliminate a vaccine safety signal, the authors of
the white paper created another escape hatch. Vaccine researchers are advisedo include
another supposed non-vaccine-related condition in each study E U wE w? EOOU Yaddd» wO U U
if the incidence rate of the control condition is different in vaccinated and unvaccinated
children, the study can be considered confounded and discarded.*** On the surface, this
approach seems sensible. However, the control conditions that the authors of the white
paper suggest, such as wellchild visits, are clearly related to vaccination rates.

Unvaccinated children often do not regularly go to well -child doctor visits because
the major reason for these visits is vaccination; in fact, when they do, one-fifth of
pediatricians report dismissing these families from their practice for refusing or requesting
to delay one or more vaccines** Hence, this control condition will likely yield a different
incidence rate between vaccinated and unvaccinated children, providing the researchers

408 https://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

409 https://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

410 hitps://www.cdc.gov/vaccinesafety/p df/WhitePaperSafety WEB.pdf
411 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

412 ht ps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf
413 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

414 hitps://www.ncbi.nim.nih.gov/pubmed/26527552
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with a reason to discard the study . TI T w? EOOU U OO U2 wauthdrd of thelhitE wE & wU |
paper are an apparent ?insurance? to permit researchers if UT 1T wOUT I Uw? tdyNUU U QI
suggestdo not work, to discard any study that produces concerning results about adverse

health outcomes between vaccinated and unvaccinated children.

In summary, the white paper promotes the use of inappropriate study designs that
will result in highly compromised studies. The authors appear dedicated to finding a
desired result rather than letting the data speak for itself. They do this by narrowing studies
to 20 outcome conditions, emphasizing vaccinated vs. vaccinated studies, and claiming
vaccinated vs. unvaccinated studies are? T D1 lo 2 OWOET E2» wEOEwi 1 OElI Owb

Ul EQwx1 UOPUUWEDPUEEUEDODI
schedule.

WwEOGawi POEDPOT wUT EVwWEOI U

The results-oriented nature of the white paper makes sense when considering it
originates from ' ' 2 mithunization Safety Office , which assistsin defeating vaccine injury
claims in Vaccine Court. It is plainly conflicted from providing guidance regarding or
conducting this or any other vaccine safety study. If HHS really cared about vaccine safety,
federal health officials would be requiring and advocating for adherence to the gold
standard in scientific research ¢ double-blind long -term placebo-controlled stud ies during
pre-licensure trials, and straightforward vaccinated vs. unvaccinated cohort studies as a
follow -up. Thereis little excuse for not conducting these types of studieswhen there are
already hundreds of thousands of completely unvaccinated child ren in America, including
over 50,000 completely unvaccinated2-year old children .46

Moreover, HHS claims in its letter that the white paper states U1 E U ucDG hasu ?
started conducting UOO1T woOi wUOT I wUUUEDPI Uwdl &0 pH@ Ghit€pa@d wUT 1 w
however, contains no such claim® Nonetheless, if true, it is troubling that this study is
being undertakenby ' ' 2z Uw( OO U OP & E U bwhicruseasists in Befending dgdnst] w
vaccine injury claims and is headed by Dr. Frank DeStefang who is accusedby his fellow
CDC senior scientist of fraudulently modifying results of prior vaccine studies, including to
avoid liability for HHS in Vaccine Court. 4 To be reliable, any vaccinated vs. unvaccinated
study must be conducted by individual s completely independent of HHS and otherwise
completely impartial . Nobody at HHS can impartially conduct a vaccine safety study
because a finding that childhood vaccines cause any serious harm would result in serious

4537 | whl POT wxEx|I UWwEOUOWUUT T 1 U0U0w?0DpO0OU0WPORNUUDPI U» WEVUWEWEOOGIGOdUET EEUUIT |
cause these mind) wp ONUUDI U?» OWEUUwPi wYEEEPOEUPOOWEEUUI Uwdi UUOBOOT PEEOWEDUOUET UUw
would have a higher rate of minor injuries. https://www.cdc.gov/ vaccinesafety/pdf/ WhitePaperSafety WEB.pdf

416 hitps://www.cdc.gov/mmwr/volumes/67/wr/mm6740a4.htm

417 hitp://icandecide.org/hhs/vaccine -safety-1-29-18. pdf

418 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

419 https://soundcloud.com/fomotion/cdc -whistle -blower -full -audio; http://www.rescuepost.com/files/william -thompson-statement-27-aug

ust-20143.pdf
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reputational harm to HHS, would conflict with its mission to assure high vaccine uptake,
and would be used as evidence against HHS in Vaccine Court where HHS is charged to
defend against claims of vaccine injury.

This concern is even more acute given thatHHS really does not know the actual
safety profile of each childhood vaccine nor its childhood vaccine schedule. As HHS
acknowledgesDPOwb UUwb T DUT wxExT Uow?2 07T 1 wi I OEwORWYEEED

C. ' ' 2z Uw! bE UunablefSkelGlaing Safety Signals

HHS thenstatesUT E U w? U1 O U O EhatlthBre rGely 1624 need fd idviestigation,? w
HHS would then conduct an appropriate vaccinated vs unvaccinated study.*?! Let us
provide HHS with a few such signals.

A very bright vaccine safety signal is the fact that HHS knows that less than 1% of
adverse events occurring after vaccination are reported to VAERS and HHS knows that
there were 261,294 adverse vaccine eventseeported to VAERS in the last five years.*??

The following finding from the School of Public Health at Jackson State Universityis
another bright flashing vaccine safety signal: 33% of vaccinated pretem babies had a
neurodevelopmental disorder while 0% of the unvaccinated preterm babies had a
neurodevelopmental disorder; and another pilot study by the same group found that
vaccinated children, compared to unvaccinated children (receiving no vaccines), had an
increased risk of 390% for allergies, 420% for ADHD, 420% for autism, 290% for eczema,
520% for learning disabilities, and 370% for any neuro-developmental delay. 4%

Another clear vaccine safety signal is the body of replicated peer-reviewed studi es
evidencing that that aluminum adjuvant in vaccines injected into the muscle tissue of lab
animals are phagocytized by macrophages, transported to their brains and cause
neurological impairments .44

420 hitps://www.cdc.gov/mmwr/volumes/6 7/wr/mm6740a4.htm

421 hitp://icandecide.org/hhs/vaccine -safety-1-29-18.pdf

422 hitps://wonder.cdc.gov/vaers.html

423 hitp://www.oatext.com/pdf/JTS -3-186.pdf; http://www.oatext .com/pdf/JTS-3-187.pdf

424 hitp://icandecide.org/white -papers/ICAN -AluminumAdjuvant -Autism.pdf . Macrophagesphagocytize (ingest) aluminum adjuvant ( AA):
https:// www.ncbi.nlm.nih.gov/pubmed/ 15297065 https://www.ncbi.nlm.nih.gov/pubmed/ 18496530 Macrophages transport material into
the brain: https://www.ncbi.nlm.nih.gov/pubmed/27213597 ; https://www.ncbi. nlm.nih.gov/ pubmed/21348773 https://www. ncbi.nlm. nih.
gov/pubmed/ 27115998https://www.ncbi.nlm.nih.gov/pubmed/ 27213597 AA transport to brain: https://www. ncbi.nlm. nih.gov/ pubmed/26
384437 https://www.ncbi.nlm.nih.gov/pubmed/ 27908630 https:// www. ncbi.nlm. nih.gov/pubmed/ 23557144 AA causes neuro impairment:
https:// www. ncbi.nlm.nih.gov/ pubmed/ 27908630 https://www.ncbi.nIm.nih.gov/ pubmed/ 19740540 https:// www. nchi.nlm. nih.gov/pub
med/23932735 Macrophagesinfiltrate the brain in autism: https:// www. ncbi.nlm.nih. gov/ pubmed/ 16401547 https:// www. nchi.nlm. nih.gov/
pubmed/15546155https://www.ncbi. nlm. nih.gov/pubmed/28167942https:// www. ncbi.nim. nih. gov/pubmed/ 24951035
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Another vaccine safety signal is that clinical trial s comparing health outcomes in two
vaccinated groups typically find that both groups have significant rates of serious adverse
events which exceed what would be expected in the general population.+?® The fact that no
HHS licensed vaccine, save one, has beersafety tested for use in children in a placebo-
controlled trial prior to licensure makes each of these safety signals burn even brighter?¢

The greatestvaccine safety signal may be the ever-growing percentage of Americans
refusing to vaccinate their children. According to HHS, between 2001 and 2017 the number
of completely unvaccinated two -year-old children in America has increased by 433%.47
One in 77 two-year old American children are now completely unvaccinated and 1 in 2
EIl POEUI OwUODbx wOOTl wOUwOOUI wYEEEDOI @urhiHgowth 2 7z UWE
has occurred despite stricter vaccination laws and access to free vaccinations for lower
income populations.

Parents declining one or more HHS recommended vaccinations for their children
often have concerns about vaccine safetybecause they themselves, their children, or
someone else close to them, has had a personal experience with kfe -altering adverse event
following vaccination .#?° Parents who make this informed choice, as HHS admits, are
typically well-educated, and do so in the face of social stigma and exclusion; hence, they
often never make this decision lightly, but rather after careful research or a personal
experience with vaccine injury. 4%

The stated purpose of vaccination is to improve the overall quality of health of
Americans and reduce mortality. Yet, UT I wbD OE Ul E thildnobdvaccine Zchétule
over the last 30 years from 8 vaccine injections*3' to 50 vaccine injections*3? (plus 2 injections
during pregnancy “%) has occurred in lockstep with the increase in the rate of autoimmune,
developmental and neurological disorders in children from 12.8% to 54%?%4 HHS has no
explanation for why U.S. children today are plagued with a chronic disease and disability
epidemic.

425 For examples see Sections | and IV above.

426 See Section | above.

427 hitps://www.cdc.gov/mmwr/volumes/6 7/wr/mm6740a4.htm

428 hitps://www.cdc.gov/mmwr/volumes/6 7/wr/mm6740a4.htm _; https://stacks.cdc.gov/view/cdc/59415

429 hitps://www.ncbi.nlm.nih.gov/pubmed/25200366

430 hitps://www.ncbi.nlm.nih.gov/pubmed/18816357 ; https://www.ncbi.nim.ni_h.gov/pubmed/2857821Q https://www.cnn.com/ 201502/03
[health/the -unvaccinated/index.html

431 hitps://www.cdc.gov/vaccines/schedules/images/schedule1989s.jpg (OPV is given orally)

432 hittps://www.cdc.gov/vaccines/schedules/hcp/child -adolescent.html#schedule (Rotavirus is given orally. Assumes 4-dose Hib series, 3
dose HPV series, and no combination vaccines; but even with combination vaccines still have a total of 40 injections.)

433 hitps://www.cdc.gov/vaccines/pregnancy/downloads/immunizations _-preg-chart.pdf

434 Compare https://www.cdc.gov/vaccines/schedules/images/schedule1983s.jpgwith https://www.cdc.gov/ vaccines/schedules/down loads/
child/ 0-18yrs-child -combined-schedule.pdf
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This as yet unexplained explosion in chronic disease and disability among American
children, which coincides with the rapid increase in the numbers of vaccinations given to
infants and children in the first six years of life, is a neon vaccine safety signal that demands
methodologically sound studies to rule out vaccines or the HHS childhood vaccine schedule
as a contributing cause. L is accepted science thatidverse responses tovaccination canlead
to certain chronic disorders, including autoimmune, developmental and neurological
disorders t it is only the rate at which this occurs that is either disputed or admittedly
unknown. 4% Given that the incidence of chronic diseases and disabilities is at an alittime
high among children, especially among babies born healthy who then regress into chronic
poor health in early childhood, it is high time to determine if vaccination is a contributing
factor for this decline in overall childhood health.

' ' 2 zebpansefails to provide evidence that these chronic diseasesand disabilities
are not caused by vaccination. IfHHS does not know, then HHS cannot assess whetherits
childhood vaccine schedule ¢+ which produces a financial windfall to pharmaceutical
companies**®¢and the HHS agencies and employees that receive royalties from childhood
vaccine sales®’¢ is causing more harm than good. As discussedabove, the flawed clinical
trials that HHS relies upon to license vaccines areincapable of scientifically determining
whether vaccinescauseany of the chronic ilinesses and developmental disorders that have
steadily risen among American children during the past three decades. Despite this gap in
safety, and despite the growing chorus of vaccine harm from parents ¢ which is a major
reason vaccine rates aredeclining ¢+ HHS defiantly continuesto claim there are no vaccine
safety signals.

Doctors have long beentrained to listen to their patients , and studies have repeatedly
shown that parents are the best sourceof information about their children and provide
highly accurate information for detecting symptoms of and addressing developmental and
behavioral problems.**® HHS should take heed of this ageold wisdom and listen to the
growing number of parents who, as the vaccine schedule hasexpanded, have reported that
they observed their children regress into poor health after vaccination, including losing

435 Among other sources: https://www.hrsa.gov/sites/default/files/vaccinecompensation/vaccineinjurytable.pdf ; https://www. nap.edu/read/
1815khapter/2#7, https:// www.nap.edu/read/ 2138chapter/2#11, https://www.nap.edu/ read/13164chapter/2#2 https://www. ncbi.nlm. nih.
gov/pmc/articlesPMC5360569; https://www.ncbi.nim.nih.gov/ pmc/articles/PMC3404712; children must ?prove that the vaccine was the
EEUUI » wi-TablawsacOr@ unjlried, https://www. ncbi.nim.nih.gov/ nimcatalog/ 101638437, 98% of vaccine injury claims are off-Table,
http:// www. gao.gov/assetsb670/667136ndf, and partial database of off-Table vaccine injury awards, https://www. uscfc.uscourts.gov/
aggregator/sources/7; see studies compiled in this white paper: http:// icandecide.org/white -papers/ICAN -Alum inum Ad juvant-Autism.pdf ;
conditions listed in Appendix B are reported in one or more pediatric vaccine package inserts, https://www. fda.gov/biologicsbloodvaccines/
vaccines/approved products/ucm093833htm, because as required by fil ET UEOWOEP Ow U7 | ige th&dlisueEcaugatrelaianship O OwET O
Ei Opi i OwO0i i wEUUT wEGEwWUT | wOBEAARUAOGHR T woOi wlOi | wEEYI UUI wi YI 6007 w

436 hitps://investors.pfizer.com /financials/annual -reports/default.aspx ; https://investors.mer ck.com/financials/sec-filings/default.aspx ; https://
www. gsk.com/media/4751/annual-report.pdf ; https://www.sanof i.com/en/investors/reports -and-publications/

437 hitps://www.ott.nih.gov/royalty/information __-nih -inventors; https://www.ott.nih.gov/re _sources https://www.ott.nih. gov/reportsstatsitop-
20-commercially -successfutinventions ; https://www.ott.nih.gov/sites/default/files/documents/pdfs/AR2017. pdf; https:// ww w. ott. nih. gov/
news/nih -technology-licensed-merck-hpv -vaccine; https://www.ott.nih.gov/reportsstats/hhs -licensed-products-approved -fda

438 hitps://onlinelibrary.wiley.com/doi/abs/10.1046/.1440 -1754.1999.00342.x
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previously met cognitive and physical milestones and suffering changesin personality and

behavior. If HHS wantsto prove them wrong, it needsto produce real scienceshowing the

actual safetyofl EET wET DPOET OOEWYEEEDOI wE OE w'e'TRagstienéel DOE T
demands, at the very least, a properly sized and controlled prospective study comparing

health outcomes in vaccinated and completely unvaccinated children.

VIIl. HHS REFUSES TO COMMIT TO REDUCING CONFLICTS OF INTEREST

Our opening letter assertednumerous incriminating conflicts of interest at HHS and
outright misco nduct by HHS officials with regard to fulfilling i ts critical vaccine safety
duties. ' ' 2 zebbonseletter does not contest any of these. This may be becausealmost all
of the conflicts of interest and misconduct we referenced in our opening letter were
originally identified in congressional and other governmental reports. These reports found,
committee], both voting members and consultants, have substantial ties to the
xT EUOEEIT UUPE®@nd EhétEHe (ptdtess20f recommending vaccines at HHS
Ul i Ol EOTI Ew?EwUavuUll OQwkl 1 Ul wi O0YT UOGOI OUwoOi i PEPEOL
chiidr,eQwbPUT OUUwWUT T WwEEYDEIT wE Ot allbidr@ds ifirdibigs (é nated, T wi OY
remained unchallenged in ' ' 2 zekponse.

Many of these issues arise becauseHHS, on the one hands required to promote
universal vaccine uptake and to defend vaccines from any claim of harm in Vaccine Court
and, on the other hands responsible for the conflicting duty of assuring vaccine safety.
Unfortunately , ' ' 27 UWYEEEDPOI wUxUEOI vEI I 1 OUIl wEUUDPI Uwi E
duties. We therefore suggested a number of ways in which some balance between these
conflicting duties could be created.

Despite not contesting the serious conflicts of interest and misconduct regarding
vaccine safety at HHS, your response rejects every single suggestion. Without drastic
change,’ ' 2 zriilcal statutory duty to ensure vaccine safetywill remain buried Ea w' ' 2z Uw
vaccine uptake/defense duties. ! EUI EwOOQw' ' 2 zhtJanly fed) sobdtlon dpprard
clear: remove vaccine safety into an entirely independent board that has no responsibility
for vaccine uptake or defense.

A. HHS z Bailure To Perform Its Va ccine Safety Duties

Recent admissions by HHS bring into sharp focus ' ' 2 Zdiure to perform its
vaccine safety dutiesunder the 1986 Act As HHS is aware, when Congressin 1986granted
economic immunity to pharmaceutical companies for vaccine injuries, the financial

439 hitp://vaccinesafetycommission.org/pdfs/Conflicts -Govt-Reform.pdf
440 hitp://vaccinesafetycommission.org/pdfs/Conflicts -Govt-Reform.pdf
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incentive for pharmaceutical companies to be accountable for andassure vaccine safetywas

eliminated .#4* Recognizing the unprecedented elimination of this market force, Congress in

1986 made HHS directly responsible for virtually every aspect of assuring vaccine safety442

Congress codified this obligation in 42 U.S.C. § 300a27 1 OUPUOI Ew?, EOEEUI w
"I POET OOE whENakdaS) U -

This Mandate underpins all vaccine safety in this country and has three simple parts.
The following is a copy of the entire Mandate:

(@) General rule. In the administration of this part and other
pertinent laws under the jurisdiction of the Secretary, the Secretary
[of HHS] shall| (1) promote the development of childhood vaccines
that result in fewer and less serious adverse reactions than those
vaccines on the market on December 22, 1987, and promote the
refinement of such vaccines, and (2) make or assure improvements
in, and otherwise use the authorities of the Secretary with respect to,
the licensing, manufacturing, processing, testing, labeling, warning,
use instructions, distribution, storage, administration, field
surveillance, adverse reaction reporting, and recall of reactogenic
lots or batches, of vaccines, and research on vaccines, in order to
reduce the risks of adverse reactions to vaccines.

(b) Task force. (1) The Secretary shall establish a task force on safer
childhood vaccines which shall consist of the Director of the National
Institutes of Health, the Commissioner of the Food and Drug
Administration, and the Director of the Centers for Disease Control.
(2) The Director of the National Institutes of Health shall serve as
chairman of the task force. (3) In consultation with the Advisory
Commission on Childhood Vaccines, the task force shall prepare
recommendations to the Secretary concerning implementation of the
requirements of subsection (a) of this section.

(c) Report. Within 2 years after December 22, 1987and periodically
thereafter, the Secretary shall prepare and transmit to the Committee
on Energy and Commerce of the House of Representatives and the
Committee on Labor and Human Resources of the Senate a report
describing the actions taken pursuant to subsection (a) of this section
during the preceding 2 -year period. 443

44142 U.S.C. § 300ad0; 42 U.S.C. § 300ad 1
44242 U.S.C. § 300a27
44342 U.S.C. § 300a27
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The first part of the Mandate requires the Secretary of HHS to assure and improve every
aspect of vaccine safety.#44 The second part creates theTask Force on Safer Childhood
Vaccines(the Task Force), comprised of the heads of NIH, FDA and CDC, and requires the
Task Forceto make recommendations to the Secretaryof HHS on how to improve vaccine
safety.#45 The third part requires the Secretaryof HHS to submit a report to Congress every
two years, starting in 1989, detailing the improvements made to vaccine safety in the
preceding two years.446

Despite these clear requirements, HHS has failed to fulfill any of its duties under the
Mandate. After our repeated demands for copies of Task Force recommendations HHS
finally admitted that the Task Force was disbanded in 1998. After we were forced to file a
federal law suit to obtain copies of biennial vaccine safety reports that HHS was supposed
to submit to Congress, HHSfinally admitted that it has never once prepared or filed a single
report as required by the Mandate. 44

When HHS fails to accomplish the simple tasks of merely making vaccine safety
recommendations (required by part two of the Mandate) and preparing biennial vaccine
safety reports to Congress fequired by part three of the Mandate), it is unsurprising it has
failed to conduct t he difficult work required by part one of the Mandate to actually improve
vaccine safety. Indeed, the substance ofour respective letters make it evident that HHS has
failed to perform its basic vaccine safetyduties.*4®

B. HHS Must Demand Congress Vest Vaccine Safety in an Independent Board

In creating our system of government, our Founding Fathers recognized that
governmental entities in powerful positions inherently have a diffi cult time regulating
themselves. Therefore,a system of checks and balanceswvas instituted in our system of
government that has served the nation well for more than two centuries. However, this
system of checks and balancedas been eliminated when it comes to vaccine safety.

Given that the industry has virtually no financial liability for harms caused by
vaccines, and the government department responsible for ensuring vaccine safety is driven
by the need to assure vaccine uptake/defense, here is no checkand balance to provide any

44442 U.S.C. § 300a27

44542 U.S.C. § 300a27

44642 U.S.C. § 300a27

447 hitp://icandecide.org/government/ICAN -HHS-Stipulated-Order -July-2018. pdf

448 Not only has HHS abdicated its vaccine safety duties, it is apparently comfortable with its incestuous relationship with the vacc ine makers
it is supposed to be regulating. For example, the first HHS vaccine committee (ACIP) meeting that ICAN attended began with an honorary
ceremony in which ACIP announced it had engraved the name of a decades long pharmaceutical executive, Dr. Stanley Plotkin (whose
conflicts are discussed above), on the gavel used at ACIP https://www. youtube.com/watch?v=AsOSFhqCQc&t=356s&index=25&list =PL
vrp9iOILTOQb6D9e 1YZWpbUvzfptNMKx 2 ACIP even announced, to applause that ?all of us have beeninfluenced» hy Dr. Plotkin. This
1 YI O0wUxT EOUwWOOwOT T wOUUT wi 01T OUWEOwW' * 2wUI 1 EVUEDOT wxi EUOEET UUpdick, OWE OO x E O
despite the regulations HHS cites purportedly seeking to prevent such conflicts.
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level of assurance regarding vaccine safety There isonly an almost militant drive by HHS
to promote vaccines require their use and defend vaccines aganst any claim they cause
harm, including as the defendant in the Vaccine Court. 44°

Product liability attorneys provide a critical check in ensuring unsafe products are
either improved or eliminated from the market through civil lawsuits . But when it comes
to childhood vaccines, this critical check was eliminated when product liability attorneys
were neutralized by the grant of economic immunity to vaccine makers for vaccine
injuries. 4°  Without economic liability for vaccine injuries, pharmaceutical companiesz
fiduciary duty to their shareholders to maximize profits dictates licensing and marketing as
many vaccines as possible irrespective of their safety profile.

Congress sought to fill this void in vaccine safety (which it had created) by
simultaneously making HHS legally responsible to assure vaccine safety. However, in
hindsight, HHS was doomed to fail in assuring vaccine safety because HHS was
simultaneously given the obligation to defend against every claim in Vaccine Court and
assue high vaccine uptake 5!

Moreover, HHS has E1 EOOI w E w ? E E x dodpted wyEthel verf saecine
manufacturers it is supposed to be regulating (Ul UOT Ew? ET 1 OEAWEEXVUUI 2 w
There is simply no government agency pushing to ensure vaccine safety. On the other hand,
there are billions of dollars spent by HHS and pharmaceutical companies every year to
develop and promote vaccines, conduct studiesto expand vaccine use, anddiscredit the
scientists and medical professionals who testify on behalf of vaccine injured children in
Vaccine Court or raise legitimate safety concerns regarding vaccines %3

When adepartment, such as HHS,is responsible for both promoting an industry and
for ensuring the safety of U7 E U wb O E U U Ulaciivitias piheta (8 el Beftled precedent
for separating these functions. HHS can learn from these precedents. For example, to avoid

449 https://www.congress.gov/106/crpt/hrpt977/CRPT -106hrpt977.pdf (Congressional report describing how the 1986 Act gave HHS the

authority to set the rules for the Vaccine Injury Compensation Program (VICP) and that HHS used this authority to change the rules of the

VICP in its favor so it can more readily defeat vaccine injury claims. Indeed, the 1986 Act created a Vaccine Injury Table ¢he Table) which

quickly compensated certain common vaccine injuries. If the petitioner suffered a Table injury, the burden shifted to HHS to prove the

vaccine did not cause the injury. After passage of the 1986 Act, almost 90 percent of claims were Table claims and settledujckly. Soon after,

in 1995and 1997, HHS amended the Table such that 98% of new claims are offfable. This change greatly increased the difficulty of obtaining

compensation for vaccineinjuries; and while HHS changed UT 1T w5 ( " / wUOUO1 Uwp Owb UV wi EY OU épparently imidéss) 0 OU O a Uw
Ui UOUUET UWEYEDPOEEOT wOOwWUT 1 002 w?x0U0UUUI EwWET T UT UUDYIT wET T 1 GdingivadiGewE OOx1 OUE
PDONUUaA? WEOEWREOWI RxT U0wPDUOI UUwxUOT UEOWUOWET EOCOT 011 wEOEDOUBS? A

450 https://www.ncbi.nim.nih.gov/pubmed/12923993 ; https://media2.mofo.com/documents/101200-ch55.pdf

45142 U.S.C. § 300ad; 42 U.S.C. § 300a®; 42 U.S.C. § 300ad.0; 42 U.S.C. § 300ad1; 42 U.S.C. § 300ad4; 42 U.S.C. § 300a26; 42 U.S.C. §

300aa27

452 hittps://onlinelibrary.wiley.com/doi/abs/10.1111/rego.12209

453 hitps://www.hhs.gov/about/budget/index.html _; https://www.congress.gov/106/crpt/hrpt977/CRPT -106hrpt977.pdf ; https:// www. uscfc.us
courts.gov/aggregator/sources/7; https://www.ncbi.nim.nih.gov/pubmed/ 29564139https://investors.pfizer.com /finan cials/annual-reports/de

fault.aspx; https://investors.merck.com/financials/sec-filings/default.aspx ; https://www. gsk.com/media/475Yannual-report. pdf; https:/

www. sanofi.com/en/investors/reports -and-publications/
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conflicts of interest inherent in having one department promote transportation as well as
assure its safety, the respmsibility for transportation safety was transferred from the
Department of Transportation to the independent Nationa | Transportation Safety Board
(NTSB).** Similarly, to avoid conflicts in having one department promote nuclear energy
and assure its safety, the safety function was transferred to the independent Nuclear
Regulatory Commission (NRC).#%5 In the same manner, HHS should support removing
vaccine safety from HHS altogether into an entirely independent board, as was done with
the NTSB and NRC. In fact, using the NTSB as a model,vaccine researchers from Johns
Hopkins University have advocated , as early as 2004for removing vaccine safety from HHS
and placing into an entirely independent National Vaccine Safety Board. 456

There are, in fact, additional and even more compelling reasons for removing vaccine
safety duties from HHS than there were for creating the NTSB and NRC. When
transportation or nuclear related injuries occur, the companies causing these injuries are, to
varying degrees, economically liable for the injuries. In contrast, when a vaccine injury
occurs, the companies causing these injuries areeffectively economically immune from
liability under the 1986 Act**” Hence, unlike the NTSB and NRC, where the companies they
regulate still have an economic incentive to assure safety, there is no such economic
incentive for vaccine makers.*%® As such, unlike nuclear and transportation safety where the
onus of safety still remains with industry, the onus of vaccine safety falls solely on the
shoulders of HHS, making its mission to assure safetyin many ways far more critical than
the safety missions of the NTSB and NRC.

The NTSB and NRC also only assist victims of injury by the transportation and
nuclear industries. In contrast, HHS is supposed to play the dual and conflicting roles of
identifying and preventing injuries to children from vaccination while  simultaneously
serving as the defendant in Vaccine Court where, represented by the DOJ, it is statutorily
required to defend against any claim that a vaccine injured a child, which HHS does
vigorously. 45°

Thus, any study or admission by HHS that would support that a vaccine caused even
a potential harm could be used against HHS in the Vaccine Court. Even HHSz U
Immunization Safety Office, which is responsible for vaccine safety, provides ongoing
assistance to HHS WDivision of Vaccine Injury Compensation, which is r esponsible for
defending against claims of vaccine injury, in order to defeat claims in Vaccine Court. 460 |t

454 hitps://www.ntsb.gov/about/history/pages/def ault.aspx

455 https://www.nrc.gov/about -nrc/history.html

456 https://www.ncbi.nlm.nih.gov/pubmed/15249296

45742 U.S.C. 8 300ad. et seq; Bruesewitz v. Wyeth LLC, 562 U.S. 223 (2011)

45842 U.S.C. § 300a4. et seq.

45942 U.S.C. 8§ 300ad 2, https://www.congress.gov/106/crpt/hrpt977/CRPT -106hrpt977.pdf
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is amazing that the Immunization Safety Office is actually involved in fighting against, not

for, families claiming their child was se riously injured by a vaccine. It is also unjust to
demand that a child, who U1 ET1 PYI EWYEEEDOI UwEEUI E upfdo@wiow 2 z
one or more of thosevaccinessEEUUI Ewl PUwOUwi I UwbONUUa wpbd I
Court while fighting against HHS; all while (as discussed above) HHS has not performed

the science to understand how and why vaccines cause injury despite being statutorily
tasked with that job. 462

Qu C\
c <

These structural conflicts make removal of vaccine safety from HHS far more
compelling than the removal of transportation safety and nuc lear safety to the NTSB and
NRC.

The above is justa small part of why Congress concluded that the system at HHS for
recommending and promoting vaccine sreflects? EwUa UUTl OwpkT 1 Ul wi OYT UOOIT &
crucial decisions affecting American children without the advice and consent of the
T OYI U®&iADécember 20® report by HHS z Office of the Inspector General again found
UT EQwUOT T w?"#" wl EEwWEwWwUaUUl OPbE wdafEk ow[Coimmit@y | U
members],? and that, oUwl BEOx Ol Ow? ¢0¢ OUU WOl wUOT T wi Rx1 UU
2007 to evaluatevaccines for flu and cervical cancer had potential conflicts that were never
Ul UOOG%1 'E B rpetponseletter also doesnot contest that CDC does accept funding from
the pharmaceutical industry , directly and indirectly, despite claiming otherwise on its
website, and that key vaccine program personnel are reluctant to take actions that would
diminish their chances of securing lucrative private sector jobs with vaccine
manufacturers .464

ubi
U w

b

Many parents, physicians and scientists, as well aslawmakers, are legitimately
concerned about the foregoing, including HHS z ldng running failure to fulfill its essential
vaccine safety duties. Their concern isnot rooted in a wild conspiracy or a belief of insidious
intent. Rather, it is rooted in the idea that having HHS responsible for promoting vaccines
and defending vaccines, including in Vaccine Court, is directly at odds with ensuring
vaccine safety,especially where any finding that a childhood vaccine can cause serious harm
could result in HHS having to p ay damages in Vaccine Courtas well asserious reputational

1371 PUWPEUwWOOUwPT EQw" 00T Ul UUwPOUI OET EwPOwWxEUUDOT wli 1 whN Wdbler AW iwad iGQWw 01 E
was intended to permit the Vaccine Court to quickly compensate certain common vaccine injuries. 42 U.S.C. § 300a4.2. If the child suffered

an injury on the Table, the burden shifted to HHS to prove the vaccine did not cause the injury. 42 U.S.C. § 300ad.3. After passage of the

1986 Act, almost 90% of claims were Table claims and quickly settled.Stevens v. Secretary of HHS, No. 99694V (Office of Special Masters

2001) However, in 1995 and 1997, HHS amended the Table such that now 98% of new claims are offTable. http:// www. gao.
gov/assets/670/667136.pdf UwWE wUi UUOUOwWPONUUT EwET DOEUIT O wb Uhing bidibgidalunedhabiéntby wHickDiteE & U wx U OV 1
vaccine injured the child. https://www.ncbi.nlm.nih.gov/nimcatalog/101633437 @? / 1 UUOOUWEOOI 1 O WEWEOGOEPUDOOWOOU
OUUCOwxUOYT wlOi EQwOT 1 wYEEEDOI whPEUWOT 1 WEEUUIT 8 2 A lwtaijiry®etBuseh&iHHEONd®ON U UT E wE T E
thesafety UE D1 OEl wbDUOwWETI OEOQEVUWEUwxUOOT wbOwWSEEEDPOI w" OUU0OwWUOT 1 wel POEz UwbONUUA w
462 http://vaccinesafetycommission.org/pdfs/Conflicts -Govt-Reform.pdf

463 https://oig.hhs.gov/oei/reports/oei -04-07-00260.pdf, http://www.nytimes.com/2009/12/18/health/policy/18cdc.html

464 http://www.bmj.com/content/350/bmj.h2362
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harm. HHS has serious conflicts and powerful disincentives which create institutional

gridlock that prevent HHS from initiating, admitting or publishing any researchthat would

UUxx OUVUWEWEOEPOWUT EVUWEOaWET DPOET OOEwY Edas&sOl woOU
serious injury or chronic iliness in children.

' ' 2 zekbponse letter makes clear that theseconcerns arenot only well founded, but
worse than alleged in our opening letter .46

IX. VSD AND PRISM

' ' 2 geSponseasserted hat it investigates vaccine safety post-licensure using the
Vaccine Safety Datalink (VSD) and the Postlicensure Rapid Immunization Safety
Monitoring System (PRISM). While these could be helpful in assessing vaccine safety, that
is not currently the case.

As for the VSD, instead of being used to improve safety, it is used as a tool to silence
vaccine critics and expand vaccine recommendations, even for uses not licensed by the FDA
First, the VSD was once maintained at HHS but when scientists began to accessthe VSD to
conduct studies which revealed vaccine harm, HHS purposely moved the VSD to a health
industry trade association starting in 2001 to avoid having the VSD data subjed to FOIA,
and to otherwise assurethat only the scientistsand studies it approves utilize the VSD.46¢

Second, when aVSD study is conducted by HHS, in violation of basic scientific
standards and process the underlying raw data is almost never available for inspection by
the public and other scientists*¢” Refusal to make this data available raises serious concerns
regarding reproducibility and transparency. HHS regulations in fact provide severe
penalties if researchers, using HHS funding, refuse to share data underlying their studies ,
but HHS does not apply this same standard to their own VSD studies. 468

Third, the secret studies that HHS performs using the VSD with secret data are
virtually all squarely aimed at increasing vaccine uptake , evenfor uses and in populations
not approved by the FDA. For example,a plurality of the nineteen VSD studies conducted

a5, JUwOxi OPOT woOi 001 UWEOUOWI D17 O0DT 1T Ul EwUiil Bukw O YBurB Wbl | @XieECE OBudmAuE WIWE wiy G
OwWPOWUUET wxi UUOGOzUwxi UOEDI O0wOI EPEEOWUI E OWVELE0WES Bd0agY4) ENeEnéréfaretatkédU i EEOUUI
OwoOUUwWwOx] 66T woOi V0T VwOT EQw' * 20w?/ O1 EVUI wi BRxOEPOwpPi E0w' ' 2wi ahthltEOOT wOOw
OUOET Uwi OUwi EET wYEEEDP O aullui U i atwEE0E Glidil Wy eb 0001 w O O and dossi nat Ghawdii dddsE0T w' ' 2 7
EOCaUi pOT wlOwi O OUET wli PUwUI gUDUT O1 OU8 ww3T PUwPUWEODOOUT | Gaulnddbe@HEUD OO wOI
clearer. If HHS will not do anything of substance to assure the simple requireme nt of recording lot i nformation, UOwW 0T EQw? 1 O0woOOU U2 u
identified, there is little hope that HHS will fulfill its far more complex vaccine safety duties.

466 https://www.ncbi.nlm.nih.gov/pmc/articles/PMCA47 08093/

467 hitps://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vsd/accessing -data.html

468 hitps://www.federalregister.gov/documents/2016/09/21/2016 -22379/nih-policy -on-the-dissemination -of-nih -fu nded-clinical -trial -

information

76


https://www.law.cornell.edu/uscode/text/42/300aa-25
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4708093/
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vsd/accessing-data.html
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information

by HHS in 2017involved the vaccination of pregnant women.“% This is plainly in response
to the HHS recommendation that influenza and Tdap vaccines be administered to every
pregnant woman, despite the fact that these vaccines were not licensed by the FDA for use
in pregnant women .47 HHS is essentially engaging in off -label marketing that, if conducted
by the vaccine manufacturer, would be illegal, and is seeking to use the VSD as an aftethe-
fact tool to justify this conduct .4™*

Fourth, the VSD must be retooled to assess the longterm impact of vaccination,
which is the real concern the public has about vaccine safety. Indeed, HHS has
EEOOOPOI ET T EwUT E U wU T Havwe eXprEs€ed ard tonEeb dbéuOdadtetht) w?
than short-term health outcomes? wE O E lohyFtdfnhedlth outcomes have been less wek
studied in the context of vaccine safetyO? WE U U wUT EU w5 2 # wb Wnd &sBessing OU O a u
short-term, and not long -term, health outcomes:

The current safety surveillance systems such as the VSD, and the
Post-Licensure Rapid Immunization Safety Monitoring (PRISM)
system of the Food and Drug Administration (FDA), already
have extensive systems in place to assess shorterm outcomes
6 wZEI Ux b UIltha ohildhaod ifr&ubization schedule is
essentially a long-term exposure, occurring over 18 to 24
months, [and hence] long-term adverse events may be more
biologically plausible than short-term events.*"

Fifth, it is highly inappropriate that 52 # w UUUEDPI Uw EUI w EOOEUEU
Immunization Safety Office which, as discussed above, is headedby an individual accused
by a Senior Scientist at HHS of fraudulently modifying results of prior vaccine studies,
including for the purpose of avoiding liability for HHS in Vaccine Court 473

Sixth, and critically , any VSD study intended to assure the public that vaccines are
safe should be designed and performed by an organization for whom a finding that a
vaccine causes aserious harm would not have significant financial and/or reputational
repercussions, as it would for HHS . In fact, the very HHS office that conducts VSD studies,
the Immunization Safety Office, as discussed above, actively assists in defeating vaccine
injury claims in Vaccine Court.

469 hitps://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vsd/publications.html

470 hitps://www.cdc.gov/vaccines/pregnancy/hcp/resources.html  (advertising materials created by the CDC to promote vaccines to pregnant
women); https://www.fda.gov/biologicsbloodvaccines/vaccines/approvedproducts/ucm093833.htm _ (each vaccine package inserts states, in
one form or another, that the safety and effectiveness of the vaccine has nobeen established in pregnant women)

471 hitps://www.cms.gov/Medicare -Medicaid -Coordination/Fraud -Prevention/Medicaid -Integrity -Education/Downloads/off -label-
marketing -factsheet.pdf

472 hitps://www.cdc.gov/vaccinesafety/pdf/WhitePaperSafety WEB.pdf

473 https://soundcloud.com/fomotion/cdc _-whistle -blower -full -audio; http://www.rescuepost.com/files/william _-thompson-statement-27-augu

st-2014-3. pdf
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When HHS is ready to be transparent, it should: open the VSD to all researchers;
make accessible the underlying data used for all its published studies; subject itself to the
same criticism of its VSD studies as otherscientists; and, not have these studies conducted
by anyone or any organization that participates in defending against vaccine injury claims ,
is accused of scientific fraud, or hasany conflict of interest with finding that a vaccine causes
harm. Only then can HHS finally claim the VSD is a valid research tool for improving
vaccine safety. Until then, the VSD remains an improperly wielded government tool, | ike
UT 1 w* &! z Uw, b U Wwaithd fBr Sameddeéfio® MHSuo defect and share the VSD
data with the scientific community.

As for PRISM, putting aside its very limited use, instead of being used to improve
vaccine safety, it is also wielded by HHS to silence vaccine critics and expand vaccine
recommendations for uses not licensed by the FDA. For example, everysingle assessment
conducted in PRISM in 2018was conducted to provide after-the-fact UUx x OUUwi OUw"'
vigorous marketing campaign aimed at assuring that every pregnant woman in America
receives an influenza vaccine#* As discussed above, despite the fact the FDA has not
licensed any influenza vaccine for use in pregnant women, HHS has beenrecommending
and promoting this off -label useto pregnant women for a decade

It is only after HHS could no longer ignore the mounting vaccine injury claims by
pregnant women and independent studies finding serious safety signals regarding the risks
of vaccinating pregnant women, that HHS used VSDanE w/ 1 ( 2, wOOw? xUOYIl 2 wOT |
prior pregnancy vaccine use recommendation. But these efforts are plainly not about
assuring vaccine safety. |If that were the goal, these safety studies would have been
conducted before HHS promoted administering infl uenza vaccine to all pregnant women.
Rather, it is a transparent effort to silence recent and growing criticism of its off-label
marketing of this vaccine to pregnant women. After vigorously promoting the flu shots to
pregnant women for a decade, is HHS really going to publish science that requires it to

i O0wUT 008~

Like the VSD, it is unlikely HHS will use  PRISMto publish a study that confirms any
serious widespread harm from vaccination . If it did, HHS would be developing the very
science that would then be used against it in Vaccine Court, potentially resulting in crippling
financial liability as well as loss of reputation. 3T PUwbPUwbl aw' ' 2z UWSEEEDO
instead of working to prevent and obtain compensation for vaccine injuries and deaths,

assiss’' ' 2z UwoOi I PET wUI U xaGainst e aaimeudf ¢atkind ifured plandis w

474 hitps://www.sentinelinitiative.org/vaccines -blood-biologics/assessments
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in Vaccine Court. HHS is so blind to this obvious conflict that it openly bragged about this
collaboration at a public ACIP meeting held in October 2017 475

The VSD and PRISM could be useful tools for assessing vaccine safety(after the
baseline safety profile O1 w' * 2z UwET DOET O Oigastabiishdd B properly ided E UOT w
and controlled trials) , but the studies conducted with these systems must be designed and
executedby individuals and organizations without conflicts of interest and bias with regard
to assessing vaccine safety Such studies should certainly not be conducted by an
organization that could suffer serious financial and reputation al harm if it confirms that one
or more childhood vaccines can causeserious injury . For example, finding that vaccines
cause 1 in 5 cases of eitherallergic rhinitis, ADHD, learning disabilities or
neurodevelopmental delay, all of which preliminary science has shown can be caused by
vaccination,*’¢ would result in trillions of dollars of liability and a loss of public confidence
in HHS and its vaccine schedule.

As explained by a renowned professor in the Center for Bioethics, Harvard School of
Medicine, member of the Institute of Medicine, and former editor -in-chief of the New
England Journal of Medicine:

It is no longer possible to believe much of the clinical research
that is published, or to rely on the judgment of trusted
physicians or authoritative medical guidelines. | take no
pleasure in this conclusion, which | reached slowly and
reluctantly over my two decades as an editor ofThe New England
Journal of Medicined 477

For theseand other reasons discussed aboveit is entirely inappropriate to have HHS
manage and control VSD and PRISM. Thesehealth databaseplatforms are paid for by the
American public and should be open to every scientist in this country to conduct studies
without any barrier and without requiring any permission from HHS. If HHS truly believes
Ul EVOWYEEEDOI UwEUR wdWiUIl OFOE wDIOoN EDEYVI 0a wOEOI w
and scientific community, as it does with VAERS, the deidentified data in the VSD and let
that data speak for itself.

Conclusion

Instead of focusing on defending pharmaceutical companies and their produ cts,
including in Vaccine Court, HHS should be focused on protecting and defending children

5EEEDOE UD OO htund D Gk dv/OacainEsBiaip/meetings/meetings -info.html
476 hitp://www.oatext.com/pdf/JTS -3-186.pdf
477 hitps://www.nybooks.com/articles/2009/01/15/drug -companies-doctorsa-story-of-corruption/
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from vaccine injuries. Pharmaceutical companies are well organized and funded. Parents
of current and future vaccine injured children, the citizens the Government is supposed to
serve, are not.

Since vaccine products areinjected dozens of times into nearly every baby and child
in America and are typically required by law to attend school , they should be tested for
safety prior to licensure in extremely well designed clinical trials. Instead the opposite is
true. Without impeccable clinical trials | with rigorous methods, large sample sizes, true
placebo controls, and extended periods of observaion for vaccine injury | yielding results
which demonstrate that the benefits of vaccination clearly outweigh the harms , the large-
scale vaccination program in this country cannot be ethically justified.

Even absent an ethical imperative," ' 2 zeEpansibility for assuring vaccine safety is

required by federal law. ' ' 2 z U w U lleiter 626K to wreatethe impression that there

exists a complete understanding of the safety profile of each pediatric vaccineE OE w' ' 2z Uw
childhood vaccine schedule, and that there is almost nothing left for HHS to do to assure

vaccine safety. Werequest that HHS carefully consider all of the information provided

above, which is nearly entirely grounded in and anchored by citations UOw ' ' 2z Uw Op C
publications .

It is our hope that HHS will rise aboveits internal gridlock and inherent conflicts of
interest, and take this opportunity to seriously consider the safety of pediatric vaccines and
its childhood vaccine schedule.

We await your response to each of the points raised aboveand to the questions listed
in Appendix A below.

Very truly yours,
Del Bigtree
President

Enclosures: Appendices A and B.478

478 Appendix A of our initial letter, dated October 12,2017, is amended to addHope Inc. Academy, Medical Freedom Nevada, Hope from
Holly, Educate.Advocate., Autism is Medical, Inc., Oregonians for Medical Freedom, Thinking Moms Revolution, Vaccine Freedom Utah,
and Your Health Freedom.
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APPENDIX A
QUESTIONS REGARDING VACCINE SAFETY

1. CLINICAL TRIALS

a. Please listeach vaccineproduct that is currently recommended for routine use in
children which was licensed for use in children based on a placebacontrolled
clinical trial. For each vaccine productlisted, please provide the clinical trial report
UUxxOQUUDOT w UT EVw Ew 2 xad Bl 8OO vacdEnBaterisl | DO
glossary.html, was used.

b. Please list each vaccineproduct that is currently recommended for routine use in
children which was licensed for use in children based on a clinical trial that used an
PEEUDY | wpked@dsyU leehsed: for use in children based on a placebo
controlled clinical trial . For each vaccine productlisted, please provide the clinical
trial report supportingthat Ew? x OEE |1 E O O 2w tHouddV/ Vabrdésenms/ U w
glossary.html, was used.

c. Will HHS henceforth require a placebo-controlled (saline injection) properly -
powered (sufficient children) long-term (reviews safety for at least three years or
until age eight, whichever is longer ) clinical trial prior to licensing any new vaccine
product for which no other vaccine exists for the target disease?

2. VACCINES INJECTED DURING THE FIRST 6-MONTHS OF LIFE

a. For each clinical trial relied upon to license any injectable vaccine product HHS
currently recommends for routine use in children between birth and six -months of
age, please identify (i) the control used and (i) the 0 UD E Oz U ueW Reridd,tbyg wU1 Y D
completing the following chart and pleaseprovide supporting documentation :

Licensed Vaccine Control Safety Review Period: Safety Review Period:
Product Solicited Reactions Unsolicited Reactions
Recombivax HB
Engerix-B
ActHIB
PedvaxHIB
Hiberix

Infanrix
Daptacel
Ipol
Prevnar 13
Pediarix
Pentacel
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a.

o

Please provide the clinical trial report(s) that reflect the cumulative safety profile, by
ten years of age, of injectingapproximately 22 vaccine doses into babies during the
first six months of life, including the rate of any autoimmune, neurological or
developmental disorders.

Please provide the clinical trial report(s) that reflect the cumulative safety profile, by
ten years of ageof injecting approximately 35vaccine doses intobabies and toddlers
during the first two -years of life, including the rate of any autoimmune, neurological
or developmental disorders.

VACCINES INJECTED INTO PREGNANT WOMEN

Please provide the clinical trial report(s) relied upon by HHS when licensing
influenza and Tdap vaccines for use by pregnant women.

Is a pharmaceutical company permitted to advertise or promote the influenza or
Tdap vaccines it manufactures to pregnant women? If not, why not?

SPECIFIC VACCINE S
Is it acceptable to injecta healthy baby with a product that contains one or more

known or suspected neurotoxic or cytotoxic substances where its licensure is based
on a trial that had no control and a short safety review period?

. Please identify and provide a copy of any placebo-controlled trial with a safety

review period longer than one week that HHS relied upon when it recommended
that every baby in this country receive either Recombivax HB or Engerix -B on the
first day of life.

Please advise if HHS disputes that during the Gardasil trials the rate of girls and
women 9 through 26 years of age who reported an incident condition potentially
indicative of a systemic autoimmune disorder was 2.3% in the group that received
Gardasil, 2.3% in the group that received AAHS Control, and 0% for the group that
received Saline Placebo.

Please explain why it was considered ethical to inject controls during the clinical
trials for (i) Gardasil with 225 mcg or 450 mcg of Amorphous Aluminum
Hydr oxyphosphate Sulfate (AAHS) when it has no known therapeutic benefit? (i)
Varivax with 45 mg of neomycin when neomycin is only lice nsed for topical and
oral use?
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5. POST-LICENSURE SAFETY

a. After a Harvard Pilgrim Health Care study, conducted pursuant to a grant from an
HHS agency, developed a program which automatically identified and generated
reports of possible vaccine reactions, gease explain why HHS failed to cooperate
with Harvard to automate submission of these reports to VAERS.

b. For each vaccineinjury pair for which the IOM, in its 1994 and 2011 reportscould
not determine whether or not there is a causal relationship, pleaselist the precise
vaccine-injury pairs for which HHS has since determined whether there is a causal
relationship. For each vaccineinjury pair identified, p lease specify' ' 2 4irlding
regarding causation and provide documentary support.

c. Please list each vaccineOOw ' ' 2z Uw ET POET OOE thay Eak BeerOl w UE |
evaluated for its (i) carcinogenic potential, (ii) mutagenic potential, or (iii) potential
to impair fertility. For each vaccine listed, please identify for which of these three
potentials it has been evaluated and provide documentary support.

d. Please identify the specific studies, by title, author and year, which HHS has
conducted to determine specific biomarkers or other predictive criteria which can
be used to identify whether a given child will suffer a serious vaccine injury.

e. Please provide thedeidentified datasets from the following study relating to autism
and vaccines in which HHS was involved so that we and the scientific community
can analyze the data: https://www.ncbi.nlm .nih.gov/ pubmed/?term=29582071

f. Please advise if HHS will forthwith provide public accessto the deidentified
datasets within the VSD so that all researcherscan conduct vaccine safety studies
without requiring any permission or approval from HHS or anyone else. Putting
aside that taxpayers support the VSD, agreeing to such transparency would accord

A £ N N AN

release of information to fully empower public decision 6 43

g. The following white paper provides the pe er reviewed scientific support for how
aluminum adjuvants injected into the body travel to the brain, can cause IL -6
production and microglial activation in the brain, and that this in turn can cause
autism: http://ican decide.org/white -papers/ICAN -Aluminum Adjuvant -Autism.pdf
Pleaseclearly and specifically explain which steps in this chain of causation or any
other aspect ofthis white paper HHS disputes.

479 hitps://www.cdc.gov/about/organization/communication _-principles.html
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