
In Chapter 15, we learn about Alexis Wolf, who suffered permanent, serious neurological injury 
after HPV vaccination. These are before and after photos.



In 2010, Chris Tarsell died shortly after her third Gardasil shot. In Chapter 15, we learn how 
Emily Tarsell, Chris’s mother, took the case through the Vaccine Injury Compensation Program, 
which determined that Gardasil vaccination likely caused Chris’s death.



As we discuss in Chapter 15, Chris Tarsell was a talented young artist. Above is one of  her paintings.



Colton Berrett had a reaction within two weeks of  his third Gardasil shot in 2013. He became 
paralyzed and dependent on a ventilator 24/7. Colton took his own life in 2018, shortly before his 
18th birthday. His story is in Chapter 15.





We learn in Chapter 15 of  the painful shock Maddie’s family suffered when she took her own 
life, unable to endure the silent pain of  her lasting adverse effects from HPV vaccination.



Joel Gomez died within hours of  receiving his second Gardasil dose. In Chapter 15, we delve into 
the case Joel’s parents brought to the Vaccine Injury Compensation Program for his death.
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As we learn in Chapters 13 and 14, the CDC strongly promotes the HPV vaccine. The US 
government earns substantial royalties from sales, as we analyze in Chapter 3.







The UK has one of  the highest uptake rates of  HPV vaccines in the 
world. In Chapter 27, we examine how UK direct marketing to school 
children may explain why.



Boasting one of  the HPV vaccine co-inventors, Australia was one of  the first countries to approve 
the vaccine. We discuss the vaccine’s invention in Chapter 3 and Australia’s role in it. Australian 
children receive HPV vaccines in school, as we discuss in Chapter 18.



Merck markets HPV vaccines to parents and children alike. This 2018 flyer from an insurance company urges 
parents to vaccinate their preteenage children. We discuss marketing in Chapters 13 and 14. 

This is a Merck ad for Gardasil, using the signature tag line “Be One Less,” which we discuss in Chapter 13.



Parents in Ireland (top) and Colombia (bottom), literally continents apart, took to the streets to protest 
government neglect in the face of  severe HPV vaccine injuries. In Chapters 26 and 28, we discuss what 
happened in these two different countries. Girls suffered the same adverse reactions, yet their injuries were 
labeled “psychosomatic,” and the girls and their families were branded “antivaccine.” We discuss the 
marginalization of  injury in Chapter 15.



6 Injured in the Trials: Testimony from Denmark 

Only six months before Kesia received this brochure, her grand-
mother had died at 68 of cervical cancer. Kesia adored her grand-
mother; she was Kesia’s world. Her grandmother was the glue that 
held the family together. Kesia has the fondest memories of her entire 
family celebrating holidays in her grandmother’s home. She missed 
her terribly. She wanted to do something, and getting the brochure 
seemed serendipitous. 

The brochure said that half the clinical trial subjects would re-
ceive the vaccine and half would receive saline, which seemed like 
standard practice. When she inquired further, she found out that 
the clinical trials would take place at her local hospital in Hvidovre, 
just outside Copenhagen. It seemed like an easy way to do some-
thing positive and help the fight against cervical cancer. She signed 
up.

Source: Excerpt from “Future 2” study recruitment brochure sent to all female 
18–23 year-olds in Denmark, 2002.3

Kesia’s parents were skeptical, although they appreciated her 
desire to do something constructive. They didn’t want her to take 
unnecessary risks. They discouraged her from participating in the 
trials, but Kesia was resolute. She was proud to take part so that 
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symptoms and the vaccine, it made sense that doctors today contin-
ue to deny them. She was determined to share her story.

sesilje
Only a few miles away in Copenhagen, another young woman was 

going through a similar awakening. Sesilje (pronounced Cecelia) 

had also been in the FUTURE 2 study, and like Kesia, her health 
too has suffered ever since. The two young women met through the 
victim support group in July 2016. Sesilje’s story is remarkably sim-
ilar to Kesia’s, with one significant difference: Sesilje received the 
placebo. What could have made Sesilje so sick if she had received 
saline? It didn’t add up.

Sesilje had received the same brochure as Kesia about a clinical 
trial at her local hospital in Frederiksberg, Copenhagen. Like Kesia, 
Sesilje thought it would be exciting to contribute to an important 
medical effort to protect women from cancer. Sesilje, a 21-year-old 
undergraduate at the time, could do with the extra money, as well. 
She read that the trial used saline as the placebo. Sesilje hoped 
she would get the placebo because she was studying for exams and 
didn’t want to take any undue risks. But she had no way of knowing 
if she would be in the vaccine or saline group, since the study was 
double-blind. Thinking about all the good the trials might do, and 
the money, she decided to participate, since the brochure said the 
vaccine was safe.

Source: Excerpt from “FUTURE 2” study recruitment brochure sent to 
18–23-year-old women in Denmark, 2002.5



28 Who’s Really At Risk for Cervical Cancer?  

infections are innocuous, and approximately 90 percent of them 
resolve on their own within two years.4

Globally, the WHO’s International Agency for Research on 
Cancer estimates that 291 million women are infected with HPV at 
any given time. It estimates 528,000 cervical cancer diagnoses each 
year.5 These figures suggest that approximately 0.18 percent of infec-
tions progress to cervical cancer overall. A number of other sources 
similarly state that 0.15 percent of HPV infections overall progress 
to cervical cancer.6

In high-resource countries, cervical cancer is rare. According to 
the National Cancer Institute, cervical cancer is the twentieth most 
common cancer in the US, with a median age at diagnosis of 50.7 

Cervical cancer accounts for only 0.8 percent of all new cancer cases 
in the US; 0.6 percent of US women will receive a cervical cancer 
diagnosis in their lifetimes.8 For those who are diagnosed, cervical 
cancer is largely treatable, and the 5-year survival rate is over 90 per-
cent when the cancer is caught early enough.9

Source: National Cancer Institute, SEER Cancer Statistics Review10 

In lower-resource countries, the situation is far more serious. 
Studies estimate that 85 percent of cervical cancer cases occur in 
lower-resource countries, where access to routine gynecological care 
is often lacking.11 Worldwide, cervical cancer is the seventh most 
common cancer overall and the fourth most common cancer among 
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frequently block out or obscure key information, making analysis 
challenging.18 We obtained unredacted FUTURE II documents, 
some of which are linked to the December 2017 Slate article. 
Generally, the public has to rely on limited information from the 
FDA and other regulators.

Merck began the Gardasil Phase I trials in 1997. However, instead 
of finishing one phase and assessing data before moving to the next, 
Merck overlapped Phase I with II, and Phase II with III.19 Without 
waiting for all results from each phase, Merck ran concurrent trials 
on human volunteers, assuring young women like Kesia and Sesilje 
that the vaccine had been proven safe.

The Phase I and IIa trials tested single HPV-type vaccines, such 
as only HPV 16.20 By design, these early trials could not capture 
information on how well a vaccine combining different HPV types 
would work or how safe it would be. In 2000, before completing 
Phase I studies, Merck began Phase IIb, for the first time testing 
vaccines with four HPV types.21 The table below outlines the Phase 
IIb and III clinical trials.

Source: Authors, based on data cited in endnotes 19 and 21.

PHASE PROTOCOL LOCA-
TIONS POPULATION(s) FORMULATION(s)

VACCINE 
RECIPIENTS 

n=enrolled
CONTROL

CONTROL 
RECIPIENTS 

n=enrolled
Dates of Study

PHASE IIb V501-007 23 sites 
 5 countries 16-23 yo women

20/40/40/20 & 225 mcg 
AAHS/0.5ml 290

AAHS: 
225 mcg/0.5ml 
450 mcg/0.5ml

 
146 
146

5/26/00-5/10/0440/40/40/40 & 225 mcg 
AAHS/0.5ml 284

80/80/40/80 & 395 mcg 
AAHS/0.5ml 292

PHASE III

V501-013* 
(FUTURE I)

62 sites  
16 countries 16-23 yo women 20/40/40/20 & 225 mcg 

AAHS/0.5ml 2723 225 mcg AAHS/0/5ml 2732 12/28/01-7/15/05 
(& follow up)

V501-015 
(FUTURE II)

90 sites  
14 countries

16-23 yo women  
(26 yo in Singapore)

20/40/40/20 & 225 mcg 
AAHS/0.5ml 6087 225 mcg AAHS/0/5ml 6080 6/24/02-6/10/05  

(& follow up)

V501-016 61 sites   
19 countries

9-15 yo boys and girls 
16-23 yo women

20/40/40/20 & 225 mcg 
AAHS/0.5ml

506 (10-15 yo girls) 
510 (10-15 yo 

boys) 
513 (16+ women)

none none 12/7/02-9/20/0412/24/24/12 & 225 mcg 
AAHS/0.5ml

252 (10-15 yo girls) 
256 (16+ women)

8/16/16/8 & 225 mcg 
AAHS/0.5ml

255 (10-15 yo girls) 
259 (16+ women)

4/8/8/4 & 225 mcg 
AAHS/0.5ml

252 (10-15 yo girls) 
252 (16+ women)

V501-018 47 sites  
10 countries 9-15 yo boys and girls 20/40/40/20 & 112.5 mcg 

AAHS/0.5ml
616 girls 
568 boys Carrier Solution/0.5ml 322 girls 

275 boys
10/8/03-1/19/05 

(& follow up)

Long before Phase IIb was complete in 2004, Merck began Phase 
III trials, starting with Protocol 013 in late 2001, with the final 
Gardasil formulation. 
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Merck’s initial Gardasil trial design favored extremely healthy 
young women, like Kesia and Sesilje, as human subjects. These 
young women had limited or no prior exposure to HPVs and few 
sexual partners. In addition, Merck recruited a small number of 
young children. The exclusion criteria for FUTURE II (V501-015) 
were lengthy and broad, but investigators still had wide discretion 
to exclude anyone simply based on “[a]ny condition which in the 
opinion of the investigator might interfere with the evaluation of 
the study objectives.”22

This healthy user bias in the trials may lead to results that over-
estimate effectiveness and underestimate risk.23 The Gardasil trials 
were spread across multiple clinical sites in a number of countries, 
with 2,301 investigators.24 While there are advantages to numerous 
sites in many countries, there are disadvantages, as well. Often only 
a relatively small number of trial participants was at any one site. 
It’s easy to see how investigators might miss or discount safety sig-
nals, particularly rare ones, like menstrual changes, or migraines, or 
seizures.

Merck’s Protocol had exclusion criteria for subjects with allergies 
to vaccine ingredients, including aluminum, yeast, and the enzyme 
Benzonase.25 Ironically, Benzonase is not even listed as an ingredi-
ent in the final package insert for Gardasil.

Source: FUTURE II Protocol, V501-015, Protocol/Amendment  
No. 015-00, at 32.26

Oddly enough, though, the Protocol did not list other potential al-
lergens in Gardasil: polysorbate 80, sodium borate, and L-histidine. 
Merck’s failure to identify these components raises questions: Were 
these ingredients in the clinical trial vaccine formulations? If yes, 
without telling clinicians about this information, how could they ac-
curately decide whom to exclude from the trials based on allergies? 
Without allergy testing, how could trial subjects know if they were 
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so-called placebo vaccine (i.e. a vaccine without an active substance).” 
A September 2004 consent form goes further, clearly calling the 
placebo “saltvand,” or saline. By all appearances, Kesia and Sesilje 
would have been required to sign these consent forms. 

Source: Danish Cancer Society.29 

Source: Authors’ files.

Based on these documents, Kesia, Sesilje, and the other Danish 
girls did not give informed consent. They were denied that basic 
human right. Was this just the tip of the iceberg?



46 Rushing Results: Surrogate Endpoints and Fast-Tracking   

and regulators must still analyze whether the proposed endpoints 
make sense.4 The FDA has stated that “[i]t is believed that preven-
tion of cervical precancerous lesions is highly likely to result in the 
prevention of those cancers.”5 But are CIN lesions good surrogates 
for cervical cancer? Understanding the progression of an HPV in-
fection is key.

When Merck presented information to the FDA to approve 
Gardasil in April 2006,6 it included the following graph, purporting 
to show HPV progression from infection to cancer:

MERCK’S SUBMISSION TO FDA ON HPV PROGRESSION

Source: Merck April 19, 2006 VRBPAC final briefing document.7

Merck’s graph potentially leaves the incorrect impression that 
once an HPV infection has progressed to a CIN2 lesion or worse, 
the march to cervical cancer is inevitable. In fact, the progression 
of an HPV infection is far more complex, and only a very small per-
centage, perhaps as low as 0.18 percent, progress to cervical cancer.



47The HPV Vaccine on Trial

Source: Authors;8 
see endnote 8 for details.

Keeping these graphics in mind, we can now look in more detail 
at CINs. CIN lesions are generally divided into three categories, 
from least to most severe: CIN1, CIN2, and CIN3. CIN1 lesions 
were not considered appropriate as surrogate endpoints for the clin-
ical trials, and with good reason. They are not precancerous and 
are a poor predictor of cervical cancer.9 While more prevalent than 
CIN2 or 3 lesions, the vast majority of CIN1 lesions resolve sponta-
neously. CIN1 typically progresses when the infection is persistent, 
and other risk factors, like smoking, play a role.10 We address these 
risk factors in detail in Chapter 4.

What about CIN2? Is this a good surrogate endpoint for cervical 
cancer? Cancer experts like NCI’s Dr. Mark Schiffman recognize 
that CIN2 may not be precancerous either, and it too may be a poor 
surrogate: “A large proportion of CIN2 lesions regress, suggesting 
that such lesions should be viewed as ‘severe appearing’ HPV infec-
tion rather than precancer.”11 In particular, as Dr. Schiffman, his 
colleague Dr. Philip Castle, and others point out: “[i]nclusion of 
CIN 2 . . . in the definition of an endpoint in clinical trials likely 
results in a high proportion of diagnoses with little or no invasive 
potential.”12 Because CIN2 is not necessarily precancerous and of-
ten resolves on its own,13 perhaps there is a limitation in using this 
as a true endpoint for cervical cancer. 
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participants to prepare and administer injections.24 Investigators in 
the Gardasil 9 “saline placebo” group also used this method.25

Is there any rationale to include an adjuvant control group in a 
vaccine clinical trial? Maybe. Scientists could argue that an adjuvant 
control might signal whether the vaccine/adjuvant combination 
has unexpected safety results. This reasoning might support an alu-
minum-based control as a secondary control group, but not the pri-
mary one. To see a true safety signal, a saline placebo is preferable, 
as the WHO had made clear.

Merck and FDA concluded that because the vaccine and AAHS 
control had similar safety profiles, the vaccine must be safe. This is 
a bit like saying that because cigarettes and cigars have similar risk 
profiles, they both must be safe. Given aluminum’s known toxicity, 
assuming its safety is mind-boggling.

In an apparent attempt to obfuscate things, Merck frequently 
combined safety data from the AAHS controls with the group that 
received the carrier solution. This data pooling creates the false im-
pression that adverse events occurred at similar rates across both 
groups:

 Source: Gardasil Package Insert, at 6 (Table 5).26

A bit of sleuthing, however, demonstrates that the AAHS and 
carrier solution results were starkly different. Locating separate safe-
ty data for the two groups is challenging because the FDA provid-
ed insufficient information. Occasionally, though, one can cross- 
reference tables. FDA’s Table 229, below, shows that none of the 
9-to-15-year-olds in the Protocol 018 carrier solution group had any 
serious adverse events, or SAEs, in days 1 to 15 after vaccination:27



58 “Fauxcebos” and Placebos 

Source: FDA 2006 Gardasil Clinical Review, at 316 (Table 229)  
(emphasis added).28

By contrast, FDA’s Table 295 below combines data from AAHS 
and carrier solution groups and collectively labels them the “pla-
cebo.”29 The Table below shows 43 SAEs in this combined group. 
We know from Table 229 above that all 43 SAEs occurred in the 
AAHS controls, and not in the carrier solution group, which had 
zero SAEs.30 Unless one delves into this opaque data, though, one 
would assume that the SAEs occurred across both control groups. 

Source: FDA 2006 Gardasil Clinical Review, at 378 (Table 295)  
(emphasis added).31

In Protocol 018, the carrier solution group was small, with only 
594 children. Unlike every other protocol, where vaccine recipi-
ents and controls were matched roughly 1:1, here the ratio was 2:1, 
with twice as many vaccine recipients as controls.32 Because of this, 
Protocol 018 lacked statistical “power” or significance. In addition, 
it has the only non-AAHS control group and the only trial group 
with children aged 9 to 15, the ultimate target population for the 
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Source: FDA 2006 Gardasil Clinical Review, at 316 (Table 229)  
(emphasis added).28

By contrast, FDA’s Table 295 below combines data from AAHS 
and carrier solution groups and collectively labels them the “pla-
cebo.”29 The Table below shows 43 SAEs in this combined group. 
We know from Table 229 above that all 43 SAEs occurred in the 
AAHS controls, and not in the carrier solution group, which had 
zero SAEs.30 Unless one delves into this opaque data, though, one 
would assume that the SAEs occurred across both control groups. 

Source: FDA 2006 Gardasil Clinical Review, at 378 (Table 295)  
(emphasis added).31

In Protocol 018, the carrier solution group was small, with only 
594 children. Unlike every other protocol, where vaccine recipi-
ents and controls were matched roughly 1:1, here the ratio was 2:1, 
with twice as many vaccine recipients as controls.32 Because of this, 
Protocol 018 lacked statistical “power” or significance. In addition, 
it has the only non-AAHS control group and the only trial group 
with children aged 9 to 15, the ultimate target population for the 



61

8. 

Protocol 018: Hiding in 
Plain Sight?

In the last chapter, we shone a light on fauxcebos, including the car-
rier solution Merck used in the Protocol 018 Gardasil trial. In this 

chapter, we shift our focus to that study’s vaccine formulation, given 
to 9-to-15-year-olds. Hidden in plain sight in an FDA document is 
evidence that the vaccinated children in Protocol 018 received just 
half the AAHS adjuvant than in the licensed vaccine.1 It is possible, 
although not likely, that this is a typographical error. But, if proven 
true through full disclosure, the implications are enormous.

The FDA’s 2006 Clinical Review shows evidence of this dose 
anomaly.2 Table 210 below describes the vaccine formulation as “per 
mL” (milliliter), but Gardasil is dosed by the half-milliliter. Simple 
division shows that the 0.5 mL dose administered in the 018 study 
contained only 112.5 mcgs (micrograms) of AAHS, as well as the 
standard ratio of the four HPV L1 VLPs:

Source: FDA 2006 Gardasil Clinical Review, at 301 (Table 210) (emphasis 
and text box added).3
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No other clinical trial described the vaccine formulation this way. 
For example, the table below shows the standard per 0.5 mL dose 
description used in Protocol 015: 

Source: Excerpted from Table 26, 2006 FDA Gardasil Clinical Review, at 
50. (Emphasis added by authors.)4

The way Merck presented the formulation is unnecessarily confus-
ing and obfuscates the true formulation used in the study. Nothing 
in the title of the study or the FDA’s discussion in the Clinical 
Review hints at a substantially different AAHS dose. Other studies 
with nonstandard AAHS and VLP doses clearly disclose that infor-
mation.5 Why would Merck give the children in study 018 a vaccine 
with only half the standard AAHS amount?6

Protocol 018 is unique. The FDA considered it important be-
cause it is the only study in the preteen target population comparing 
Gardasil to a non-aluminum-containing control (the carrier solu-
tion).7 A lot was at stake, as it would provide the only long-term study 
cohort for this age group. We can only speculate as to why Merck 
would want this group to receive only a half AAHS dose. Perhaps 
Merck was testing different adjuvant levels in various studies to find 
the “sweet spot” for the ratio of AAHS to VLPs. Or perhaps giving 
the children a lower AAHS dose might avoid a larger disparity in re-
actions between the vaccine and carrier solution groups. Whatever 
the reason, illuminating the dosing discrepancy would likely have 
meant more questions from the FDA and more costly clinical trials, 
possibly delaying Gardasil’s much-awaited launch. 
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15.10 We can compare some long-term health effects, however, in 
the Protocol 018 children against pooled results from several trial 
protocols. Using data from “new medical conditions” (see Chapter 
11), we see that 29 percent of children in Protocol 018 reported 
new illnesses compared to 49.6 percent in the pooled group.11 It’s 
difficult to draw a conclusion from these data, as the time periods 
don’t match and the pooled data include Protocol 018 itself. Still, 
one must wonder if the pooled results would have been even worse 
if the 018 results had not been included. Furthermore, Merck and 
the FDA do not consider that “new medical conditions” may be 
vaccine-related. These data, however, are all we have to examine to 
try to uncover the true risk of HPV vaccines in the preteen target 
population.

Source: Excerpted from Table 245, 2006 FDA Gardasil Clinical Review, at 
329 (emphasis added).12

Source: Excerpted from Table 302, 2006 FDA Gardasil Clinical Review, at 
393 (emphasis added).13

The FDA could have required Merck to conduct larger trials 
on children to see if the antibody data from the small, underpow-
ered studies held up, and more important, to further explore safety 
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The clinical trial results show this risk, which should have prompt-
ed Merck and GSK to strongly consider screening before vaccina-
tion, or prescreening. Instead, by recommending the vaccine for 
children who are sexually naive, this appeared to avoid the problem 
of so-called “negative efficacy.”

In the trials, Merck reported that women who had a current HPV 
16 or 18 infection and evidence of prior exposure to those types on 
day 1 were 44.6 percent more likely to develop CIN2 or CIN3 lesions 
or worse compared to the fauxcebo group, even within a few years 
of receiving the vaccine:1

Negative Efficacy: Gardasil 
Source May 2006 VRBPAC Background Document, at 13 (Table 17)  

(emphasis added).2

(nb: PCR positive means a positive HPV DNA test result, suggesting current 
infection; seropositive means testing positive for HPV antibodies in the blood, 

suggesting a prior exposure.)

Similarly, women who either had a current infection and/or a 
prior exposure for relevant types showed negative efficacy of -33.7 
percent compared to the controls:3

May 2006 VRBPAC Background Document, at 14 (Table 19)  
(emphasis added).4
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The FDA asserts that these women had “enhanced risk factors” for 
CIN 2 or worse, including smoking or a history of sexually transmit-
ted infections. These enhanced risk factors reflect real-world cervical 
cancer risk, though. The FDA minimized these risk factors, suggest-
ing that the data merely showed that the vaccine “lacks therapeutic 
efficacy among women who have had prior exposure to HPV and 
have not cleared a previous infection.” In its 2006 clinical review of 
Gardasil, however, the FDA “concluded that there was no clear evi-
dence of vaccine related disease enhancement.” (Emphasis added.)5 
The FDA did not deny, however, that there was some evidence of 
risk enhancement. 

In several clinical trial subgroups, risks seem to have outweighed 
benefits. And not just with Gardasil. The signal appears in Cervarix 
data, as well:6

Negative Efficacy: Cervarix 

2009 FDA Cervarix Clinical Review, at 218 (Table 136) (emphasis added).7

The chart above shows enhanced risk for those who received 
Cervarix compared to controls, ranging from negative 31.2 percent 
for women positive for HPV 16 alone to negative 48.1 percent for 
those positive for HPV 18 alone. The FDA did not consider these re-
sults statistically significant or flag them for further scrutiny. Notably, 
in the Cervarix trial of women aged 26 and over (“VIVIANE”), the 
investigators reported as serious adverse events two cases of cervical 
cancer among women who received the vaccine.8

To this day, the FDA and CDC do not recommend prescreening 
before vaccination.
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did not look to a background miscarriage rate in the US or any other 
country for comparison. 

Rates vary, but in women under 30, the miscarriage rate in the 
US is around 10–15 percent.3 A large study in Denmark looked at 
over 1.2 million pregnancy outcomes from 1978 to 1992 and found 
that the miscarriage rate in women aged 20 to 24 years old was 8.9 
percent.4 The clinical trials took place only 10 years after research-
ers collected these data. While we don’t have a direct comparison 
to every country that took part in the trials, we do know that the 
miscarriage rate in healthy young women is relatively low and much 
lower than the 25 percent rate in the Gardasil trials. The miscarriage 
rate in the Gardasil 9 trials was even higher at 27.4 percent,5 which 
we’ll examine below.

Source: Authors—see details in endnote and text above.6

Data from the Cervarix clinical trial review show higher early mis-
carriage rates in those who received the vaccine versus the controls, 
at 13.5 percent versus 8.3 percent.7 The FDA was concerned enough 
about this “imbalance” between the vaccine and control groups to 
conclude that it was a “safety signal” and recommended that GSK 
study this further postapproval.8 Researchers later reanalyzed the 
clinical trial data, showing higher miscarriage rates in the vaccinated 
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congeniTal aBnormaliTies
Before approving original Gardasil, the FDA did highlight a safety 

signal for birth defects in babies conceived in the 30-day window.18 

The vaccine group had 5 babies with congenital abnormalities ver-
sus zero in the AAHS group. This risk of birth defects is consistent 
with the miscarriage risk in the 30-day window. While the FDA 
considered a possible birth defect warning on the package insert, it 
ultimately rejected one for unstated reasons.19

Source: May 2006 VRBPAC Background Document, at 24 (Table 35).20

Could regulatory complacency, at least in part, be because the 
target preteen population removes pregnancy risk? If so, this is a 
weak reason, since the vaccine is already indicated for 9-to-26-year-
olds and may soon be approved for women up to 45 in the US, as 
in Canada, Europe, and Australia. While the vaccine is general-
ly not recommended for pregnant women, the US package insert 
does not warn that it is unsafe. Instead, it says that “there are no 
adequate and well-controlled studies of GARDASIL 9 in pregnant 
women. Available human data do not demonstrate vaccine-associ-
ated increase in risk of major birth defects and miscarriages when 
GARDASIL 9 is administered during pregnancy.”21

Perhaps the clinical trial data should have received more atten-
tion, and regulators should have required an explicit warning. It 
appears that only the Canadian package insert contains a clear 
warning: “It is not known whether the vaccine is harmful to an un-
born baby when administered to a pregnant woman. The use of the 
vaccine is not recommended during pregnancy.”22 The public again 
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In the UK, where uptake has consistently been around 90 per-
cent, the government has reported that teen pregnancies have al-
most halved since 2008, when the vaccine was introduced, with 
no increase in abortion rates.35 In 2017, the UK’s The Independent 
reported that teen pregnancy rates are at their lowest recorded level 
ever.36 The reason the newspaper gave was increased sex education 
and access to birth control, but it gave no reason why the decline 
would begin in 2008. Rates of conception for under-18-year-olds 
fell by 44 percent since 2007, while rates in those over 40 years old 
increased.37 The Office for National Statistics stated, “the decline 
was most notable among women aged under 16 years.”38 Scotland 
and Wales have similar statistics, both of which have the same 
school-based programs ensuring high uptake. Rates in under-16s in 
Scotland decreased by over 60 percent from 2007 to 2015.39

Source: Office for National Statistics UK Conception Statistics 2016  
*Authors inserted vertical line and labels.40

The United States has also seen a 50 percent drop in the teen 
pregnancy rate since 2007, after a period where rates had leveled off 
(see next graph).41 According to the CDC, US teen pregnancy rates 
are now at the lowest recorded level ever.42 A 2016 Congressional 
Research Service report noted that teen pregnancies fell in all ra-
cial and ethnic groups from 2007 to 2015. Experts are at a loss to 
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agree on the reasons for the dramatic drop, citing factors such as re-
ality TV shows, social media, and the 2008 recession.43 Economic 
factors likely do not play a role in unplanned teen pregnancy rates, 
however, so the 2008 recession cannot explain this phenomenon. 
Over-the-counter access to the morning-after pill became available 
to those under 17 in the US in 2013, so that access may account 
for some of the drop. 

Source: NCHS, National Vital Statistics System, Natality Brief No. 002, 
June 2017 *Authors inserted vertical lines and labels.44

What if pregnancy rates have dropped at least in part because 
of an environmental factor? Many countries besides the UK and 
US are reporting similar headlines. Canada, Ireland, Denmark, 
Norway, and Australia all reached record low teen pregnancy rates 
in the last decade. It is impossible to know whether miscarriages 
or infertility have increased, or whether teens simply have better 
access to contraception, are more abstinent, or some combination 
of these or environmental factors. Given that the clinical trial data 
for all three HPV vaccines show unusually high miscarriage rates, 
especially within the 30-day window of conception, it is reasonable 
to speculate that the vaccines may be playing some role. While there 
is no hard evidence of a causal link between falling teen pregnancy 
rates and the vaccine, this possible association requires more study. 
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medical conditions.”8 Based on documents Slate author Joelving 
uncovered, it appears that trial staff recorded one-word descriptions 
on the form to record “new medical history.” The trial staff ap-
peared to believe that her new and worsening symptoms couldn’t 
be related to the vaccine.

When did Merck add this “new medical condition”category to 
the trial protocol? According to the 2002 Gardasil trial design, it 
was not part of the study protocol. A 2006 peer-reviewed article 
reviewing the Gardasil trials in the New England Journal of Medicine 
did not report data on “new medical conditions.”9 Likewise, a 2006 
EMA prelicensure scientific discussion made no reference to the 
term.10 The first place we find reported data is in the FDA’s 2006 
Clinical Review immediately before it approved the vaccine. The 
document does not define this category and lists it as “new medical 
history” in the table of contents. It uses the terms “new medical 
history” and “new medical condition” interchangeably. Buried near 
the end of the FDA review document, tables 302 and 303 (below) 
reveal that almost half of all trial participants, regardless of wheth-
er they received the vaccine or a fauxcebo, reported “new medical 
conditions.”11

Because the overwhelming majority in the fauxcebo group re-
ceived the AAHS control, could this explain the comparable results 
in both groups? A true saline control group of a similar size would 
shed light on this, but unfortunately, Merck didn’t do such a study. 

Source: Excerpted from Table 302, 2006 FDA Gardasil Clinical Review, at 
393 (emphasis added).12

(Authors’ Note: “Placebo” = AAHS adjuvant, sodium borate, polysorbate 80, 
and L-histidine. A small portion of the “placebo” group was from Protocol 
018 and received a nonaluminum placebo, which included sodium borate, 

polysorbate 80, and L-histidine.)
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Table 303 below shows that approximately half of participants in 
both groups continued to report new medical conditions after the 
initial study period, including chronic medical conditions such as 
thyroiditis, arthritis, or multiple sclerosis.13

Source: Excerpted from Table 303, 2006 FDA Gardasil Clinical Review, at 
395 (emphasis added).14

(Authors’ Note: “Placebo” = AAHS adjuvant, sodium borate, polysorbate 80, 
and L-histidine. A small portion of the “placebo” 

group was from Protocol 018 and received a nonaluminum placebo, which 
included sodium borate, polysorbate 80, and L-histidine.)

All subjects in Protocol 018 show remarkably lower “new medical 
conditions” compared to the other clinical trial protocols in the 
clinical trials. Recall from Chapter 8 that the subjects in Protocol 
018 were aged 9 to 15, the vaccine group likely received half the 
regular AAHS dose, and the control group received only the carrier 
solution. We can only imagine what the “new medical conditions” 
would have been in the placebo group had this been a true saline 
controlled trial. 

Excerpted from Table 245, 2006 FDA Gardasil Clinical Review, at 329 
(emphasis added).15 

Gardasil= possible nonapproved formulation with half AAHS per Chapter 8.
Placebo = Saline plus sodium borate, polysorbate 80, and L-histidine.
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Despite the high overall rate of new conditions reported, Merck 
only disclosed a small subset of these data on the package insert. 
On Table 9 (below), Merck disclosed that 2.3 percent of partici-
pants in both groups reported “new medical conditions potentially 
indicative of a systemic autoimmune disorder,”16 although it did not 
define the term:

Source: Gardasil package insert (emphasis added).17

Why did Merck single out only 2.3 percent of the “new medical 
condition” data, particularly when 49 percent of participants re-
ported other new conditions indicating all kinds of serious illness-
es, including blood, lymphatic, cardiac, gastrointestinal, immune, 
musculoskeletal (arthritis), reproductive, neurological, and psycho-
logical ones, and even conditions requiring surgery, such as appen-
dectomies? Even with the autoimmune subset data disclosed on the 
insert, Merck could justify them by noting that the Gardasil and 
control groups had virtually the same results. Merck and the FDA 
apparently interpreted these similar data as support for safety rather 
than as signals for alarm. 

At some point before 2006, the FDA permitted Merck to use 
“new medical conditions” as a metric, but the details of when and 
why are unknown. How is a “new medical condition” different 
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the public, and even doctors, have no idea about the “new medical 
conditions” data and regulators’ concerns.

garDasil 9 anD leukemia
Before it approved Gardasil 9, the EMA also asked Merck in 2014 

for more data on acute leukemia cases.26 (The December 2017 Slate 
article provided links to these documents.)27 Of the five cases Merck 
reported, four were in the Gardasil 9 group, including three in 
Colombia, and one in the Gardasil control group. Merck disputed 
that the cases were cause for concern because the time to disease 
onset was prolonged (482 to 1,285 days) in all cases but one, when 
a trial subject received a diagnosis within a month after the third 
dose.28

Source: Table—Assessment of the responses to the CHMP list of questions, 
Nov 25, 2014.29

The EMA expressed concern and commented that the number 
of cases in the trials was greater than what they would expect in the 
general population at this age, although ages were redacted in the 
report (see above table). It asked Merck to take a closer look at each 
case to see if there was a connection to the vaccine. The EMA asked 
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showed that the rate of death in the Gardasil groups was 8.5 per 
10,000 (10 deaths out of 11,778), or almost double the background 
rate in the US. The rate in the fauxcebo groups was 7.2 per 10,000 
(7 deaths out of 9,680).35 The FDA Clinical Review dismissed all 
deaths as coincidences and failed to compare the clinical trial death 
rate to any background death rates.36 Two more deaths were report-
ed after approval, one in the vaccine group and one in the carrier 
solution group of Protocol 018.37

Background CDC rate 4.37, source: National Vital Statistics Report Vol. 53 
2002 page 24.38

Gardasil rate 8.5: 10/11,778. AAHS control rate 7.2: 7/9,68039

Cervical cancer mortality: 2.3 per 100,000, source: National Cancer 
Institute SEER Cancer Statistics Review 201540

In seeking approval to recommend the vaccine to older women, 
boys, and men, Merck reported results from two additional trials. 
One trial was on older women aged 26–45 (Protocol 019) and the 
other on men aged 16–26 (Protocol 020). Both trials reported re-
sults after Merck had already received FDA approval and the vac-
cine was already on the market. 

Protocol 019 had seven deaths in the Gardasil group and one 
in the AAHS group.41 The Gardasil group’s rate of death was over 
four times that of previous studies in younger girls. According to an 
FDA clinical review of Protocol 019, seven of the eight deaths were 
in Asian women, although they made up only 31 percent of the 
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trial population.42 Experts should reexamine these deaths in light of 
the high number of postvaccination reactions in Japan to explore a 
potential susceptibility. Again, the FDA was satisfied that there was 
no signal in these data and that none of the reported deaths were 
associated with the vaccine. The FDA, however, did not approve the 
vaccine for older women following this study, allegedly because of 
poor efficacy. 

Protocol 020, an all-male trial of 16-to-26-year-olds, had thirteen 
deaths out of 4,065 study participants.43 Uniquely in this trial, there 
were three deaths in the Gardasil group and ten in the fauxcebo 
group. The rate of death was seven times higher than in the other 
fauxcebo groups. In all other trials, the fauxcebo group deaths never 
exceeded those in the vaccine group. Two of the deaths in the vac-
cine group were due to traffic accidents, and one from a gunshot 
wound. In the fauxcebo group, three were due to gunshot wounds, 
two to drug overdoses, two to suicides, one to a traffic accident, 
one to chemical poisoning, and one to a heart attack.44 Once again, 
the FDA did not note any unusual remarks in their review of the 
data and accepted Merck’s assertions that no deaths were due to the 
vaccine. The FDA approved the vaccine for boys and men based on 
these data.

Once Merck added in these belated clinical trial death results from 
Protocol 019 and 020 to the original 2006 data set, the death rate 
jumped significantly to 13.3 per 10,000 (21 deaths out of 15,706) in 
the Gardasil groups and 14.5 per 10,000 (19 deaths out of 13,617) in 
the AAHS groups.45 The table below captures the different rates of 
death in all reported Protocols. The FDA did not note any of these 
rates as unusual:

Source: Authors, see endnotes.46
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seizure-like activity) sometimes resulting in falling with inju-
ry, transverse myelitis. Infections and infestations: cellulitis. 
Vascular disorders: Deep venous thrombosis.57

Cervarix’s package insert contains a shorter list but includes dis-
orders of the blood and lymphatic system, immune system, and ner-
vous system. Notably, it does not list death, although deaths after 
Cervarix have occurred.58

hPV Vaccine Vaers rePorTs 2006–2017 
In 1986, Congress created VAERS under the 1986 National 

Childhood Vaccine Injury Act, as a database for keeping track of 
vaccine injuries. While it is far from perfect, it is the best reposi-
tory of US vaccine injury information available. Below is informa-
tion in VAERS (Wonder Database) as of May 2018 for injuries and 
deaths following the HPV vaccine.59 As of that date, there have been 
57,620 reports including 420 deaths.60

Source: CDC Wonder Database VAERS61

inDiViDual injuries
Accounts of HPV vaccine injury, like those below, have been 

circulating since the HPV vaccine clinical trials. Norma and her 
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complete adjudication. The judgment in Chris Tarsell’s case was 
a verdict by a VICP Special Master. Her case regarding death from 
HPV vaccination lasted eight years, but the Special Master ultimate-
ly ruled that Gardasil more likely than not caused Christina’s ar-
rhythmia leading to her death. 

The vast majority of HPV vaccine injury claims receive no com-
pensation for failure to prove causation. Those compensation 
amounts included below are among the largest ones to date, suggest-
ing that the VICP has acknowledged significant evidence of HPV 
vaccine harm. These awards also give some sense of the wide range 
of injuries that have occurred.

Decisions from the US National Vaccine Injury Compensation 
Program for Injuries and Deaths from HPV Vaccination

Petitioner Year Medical Condi-
tion 

Type of Compen-
sation

Compen-
sation

D. Angell 2016 Seborrheic der-
matitis

joint stipulation $225,000

Rosalinda Cruz 2013 Limbic enceph-
alitis

joint stipulation $200,000

Shermian  
Daniel, MD

2016 Multiple sclerosis 
(MS), Aggravated 
acute demyelinat-
ing encephalomy-
elitis (ADEM)

joint stipulation $350,000

Cory Danielson 2016 Pancreatitis joint stipulation $95,000

Bailey Day 2017 Neuromyelitis 
optica 

proffer $1.53 
million
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Angela Disanto 2015 Encephalitis joint stipulation $135,000

Jane Doe 89 2010 MS joint stipulation $500,000

Jessica Ericzon 2015 Death joint stipulation $200,000

Joel Gomez 2016 Death joint stipulation $200,000

V. Huerta 2014 Complex Region-
al Pain Syndrome 

proffer $162,000

Susan Ibarra 2011 Death joint stipulation $240,000

Brittney LeClair 2011 ADEM, Trans-
verse Myelitis

joint stipulation $150,000

Kevin Lopez 2012 ADEM, Guil-
lain-Barré syn-
drome (GBS)

joint stipulation $1.23 mil.

A. McCulloch 2016 Limbic enceph-
alitis

proffer $1.47 mil.

Megan Morgan 2016 Ulcerative colitis proffer $800,000

A. Olund 2014 GBS joint stipulation $185,000

Amanda Ratner 2013 Macrophagic 
myofasciitis

joint stipulation $350,000

Sherry Salmins 2015 GBS proffer $1.4 mil. 

Karen Stark 2013 Syncope, head 
trauma

joint stipulation $175,000

Christina Tarsell 2017 Death adjudicated conces-
sion of the maxi-
mum death award

$250,000

The chart above paints one picture; individual accounts provide 
another.

emily Tarsell’s search for jusTice
After Emily Tarsell reported her daughter Chris’s death to 

VAERS, she retained attorney Mark Sadaka to file Chris’s case in 
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should be able to point to research to show that injecting polysor-
bate 80 is safe. It has not done so.

soDium BoraTe 
Sodium borate, also known as borax, is a common ingredient 

in household cleaning products (such as laundry products), pest 
control products, and many industrial applications (including gold 
mining). It is not generally found in pediatric vaccines—with the ex-
ceptions of Gardasil, Gardasil 9, and VAQTA (a Hepatitis A vaccine 
also manufactured by Merck).31 Gardasil and Gardasil 9 contain 25 
mcg of this ingredient per dose. In the vaccines, sodium borate is 
added as a buffer, an ingredient added to maintain the pH of the 
vaccine.32 We called Merck to ask about sodium borate’s safety pro-
file. Merck told us that that it can only provide a package insert for 
the vaccine and not safety information on each ingredient. No one 
at Merck could tell us why sodium borate was in the vaccine, at least 
not over the phone, and Merck has not responded to our written 
requests for information following up the telephone call.

Digging deeper, it turns out that not much seems to be known 
about sodium borate safety generally, let alone as a vaccine com-
ponent for injection into humans. But what is known—and un-
known—is concerning. The European Chemicals Agency hazard 
classification and labeling requires a “DANGER!” warning on borax 
and states that borax “may damage fertility or the unborn child.”33 
Below is an example of a warning label on a European Borax prod-
uct (99 percent pure):34

Source: see note 34 above.
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Source: PubMed, see note 27.

Retraction of a scientific article creates a stigma that the article 
contains serious errors, fraudulent data, or both. The article in this 
case had passed the journal’s standard peer review process, and the 
authors had no reason to imagine that the journal would change 
its mind. The journal’s statement about why it retracted the article 
failed to clarify why the article’s methodology was “seriously flawed” 
or why the journal had not appreciated these allegedly serious short-
comings during its lengthy peer review process.

Dr. Shoenfeld told the Canadian newspaper The National Post 
that the authors were considering legal action. He wrote in an email 
exchange, “To simply retract a paper, which reports a result that 
one does not like, makes a mockery of the whole review process.”28 
Several sources pointed out that Vaccine Editor-in-Chief Dr. Gregory 
Poland has serious conflicts of interest resulting from his obliga-
tions to Merck, Gardasil’s manufacturer, as chairman of a safety 
evaluation committee for vaccine trials and as a consultant for new 
vaccine development.29 He has also consulted on vaccine develop-
ment for several other pharmaceutical companies, including CSL 
Biotherapies, Avianax, Sanofi Pasteur, Dynavax, Novartis Vaccines 
and Therapeutics, PAXVAX, and Emergent Biosolutions.30
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Source: MHRA UK, Trends in UK Spontaneous Adverse Drug Reaction 
(ADR) Between 2008–2012.42 

In the four-year Cervarix review published in 2012, the MHRA 
dismissed all 6,403 reports as either minor or as being unrelated 
to the vaccine.43 All serious reported side effects, even major neu-
rological events like fainting and “jerking” seizures, are considered 
coincidental. Around 30 percent of the cases were dismissed as psy-
chosomatic in nature: 

“Psychogenic reactions” can also manifest as loss of con-
sciousness/altered state of consciousness, vision distur-
bance, injury, limb jerking (often misinterpreted/reported 
as a seizure/convulsion), limb numbness or tingling and dif-
ficulty in breathing.44

In 2017, Secretary for State and Health Nicola Blackwood was 
asked about the reactions in the UK to the HPV vaccine. In a written 
answer documented in Parliament, she stated that since 2008, there 
were 8,835 reported reactions to Cervarix, Gardasil, and Gardasil 
9 and that over 34 percent of them were “serious” (see chart be-
low).45 The regulatory body, the Medicines and Healthcare products 
Regulatory Authority (MHRA), defines “serious reactions” as those 
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that result in death, are life-threatening, or result in hospitalization 
or disability.46

Source: see note 45.

The authors received a FOIA-requested “Case Series Drug 
Analysis” report for Cervarix and Gardasil through May 2018 from 
the MHRA.47 The latest figures show that 9,156 adverse event re-
ports were filed in the vaccine’s first ten years, reporting 24,000 
symptoms. This means that each case has on average two or three 
symptoms. Eight deaths were reported in total, three of them from 
cancer, although none is considered by the MHRA to be related to 
the vaccine.48

In its assessments, the MHRA states that there is no link to the 
vaccine, even though it makes no attempt to investigate any symp-
tom class. There appear to be patterns and hundreds of similar re-
ports, but the MHRA claims no connection. There appears to be a 
pervasive denial of vaccine injury in the UK, despite the relatively 
high rates of HPV adverse event reports. Doctors rarely speak out 
publicly about vaccine risks, and parents are afraid to refuse vaccines 
or claim harm from them. Dr. Heidi Larson associates the lack of 
“vaccine hesitancy” in the UK with the Wakefield scandal over the 
MMR and told The Guardian, “The backlash against the disgraced 
doctor Andrew Wakefield has shielded Britain from the worst of 
the ‘antivax’ trend. However, health officials have been warned to 
guard against emerging mistrust of the anticancer HPV jab.”49
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Independent researchers at the Institute for Pure and Applied 
Knowledge (IPAK) recently analyzed the data from this 2016 CDC 
study using “Fisher’s Exact Test,” a test of statistical significance, and 
asserted that the CDC study shows type replacement. IPAK’s graph 
below demonstrates that in the postvaccine period, the percentage 
of infections decreased for the HPV types in original Gardasil (data 
collection was before Gardasil 9) but increased for infections from 
other HPV types:75

Source: Institute for Pure and Applied Knowledge, see note 75 above.

In short, evidence suggests that HPV type replacement may be 
occurring. Scientists need to study further if it’s occurring and what 
that means for women’s health. While studies fall on both sides of 
this question, the controversy over HPV type replacement from the 
vaccine is only increasing. 

In addition to type replacement, scientists have raised concerns 
about recombination of HPV within each HPV type. Each HPV 
type has variants within it (i.e., not all type 16 HPV is identical). 
Changes to the various proteins, including the oncoproteins E6 
and E7, and the major capsid proteins L1 and L2 in variants of 
the same type could, over time, have many impacts. They could in-
fluence how infections spread, how HPV types might respond to 
treatment, how virulent HPV types might become, as well as how 




