The Facts about Human Papillomavirus (HPV), Cervical Cancer
And HPV Vaccine

HPV 16/18 is a common infection in most women (80% of women will be infected with
HPV at some time) but in 90% of cases it is harmless. Most HPV infections do not

progress to warts or cervical cancer 1, 2,3

It is also known that HPV infection on its own is not sufficient to cause cervical cancer 1,

3,4.

The Australian Health Department refers to this vaccine as an HPV vaccine not as a
cervical cancer vaccine s. This is because in 2007 when it was marketed to women it had

not been demonstrated to prevent any case or death from cervical cancer .

In 2011 Professor lan Frazer (the scientist who developed the vaccine) stated that 'HPV
vaccine may prevent cervical cancer' 7. This was 6 years after it was promoted to women
to prevent cervical cancer. In this newspaper article (2011) it is stated that ‘as cervical
cancer takes many years to develop further work must be conducted to confirm that the

vaccine prevents the (cervical) cancer’ 7

Whilst HPV infection with 1 of 20 HPV genotypes is necessary for cancer development it
does not cause cancer on its own. The presence of a co-factor is necessary to progress an

HPV infection to carcinoma 1,2,3,4,8

Several co-factors have been identified as necessary for the progression of normal

epithelial cells to cancer. Some of the co-factors that have been identified are 1,3, 4:
a) multiple partners for the male or female
b) a high number of births (parity)

c) the presence of HPV infection plus another virus (for example HPV + Herpes

Simplex Virus Type 2)
d) prostitution

e) sex without a condom/microbicides



f) low socioeconomic status (poor hygiene/sanitation/nutrition conducive to sexually

transmitted diseases)
g) immunosuppression
h) smoking
i) oral contraceptives
If the co-factors are not present HPV infection does not progress to cancer 3,8

Four out of five women who get cervical cancer live in developing countries not

developed countries such as Australia, Europe and the USA 1,9

Australia has the second lowest incidence of cervical cancer in the world (among
countries with comparable cancer registration) and Pap screening is almost 100%

effective in detecting and preventing deaths from cervical cancer (GLoBOCAN 2002 in 3).

In 2002, before the vaccine was introduced, the death rate from cervical cancer in
Australia was 1.7/100,000 women and the incidence rate was 6.9/100,000 women 3, 9.
This represents a very low risk to Australian women prior to the vaccine being

introduced.

In 2007, when this vaccine was first promoted as a ‘cervical cancer vaccine’, the public
was not informed of the low risk that cervical cancer presented to Australian women.
Prof lan Frazer (the creator of the vaccine) was named ‘Australian of the Year’ in 2006

for ‘developing a vaccine to prevent and treat cervical cancer’ 1o0.

In developed countries (e.g. Australia, USA, Europe) cervical cancer accounts for 3.6%

of new cancers and in the developing world it accounts for 83% of new cancers .

The cumulative lifetime risk of developing cervical cancer in developed nations is 0.8%
and of dying of cc is 0.25% 9

The prevalence of HPV 16/18 is similar in all countries but the incidence of cervical

cancer is significantly higher in developing countries 11. Australia’s indigenous women



have 5 times the risk of dying from cervical cancer than non-indigenous women 12. This
indicates that lifestyle and environmental factors play a role in progressing HPV infection

to cervical cancer 12.

There are at least 20 strains of HPV that are associated with causing cancer and 15 of
these are classified as ‘high-risk’ meaning they are more likely to persist 1. The HPV

vaccine only covers 2 of the 20 HPV genotypes that are associated with cancer 13.

Women will still need Pap screening because the vaccine does not protect against all

cancer causing HPV types 12.

Gardasil vaccine has not been demonstrated to be safer or more effective than Pap
screening combined with loop electrosurgical excision procedure (LEEP): the procedure
used to remove CIN 2 and 3 lesions. Nor can it improve the diagnosis of serious cervical

cancer outcomes 14.

Infection with Human Papillomavirus (HPV) 16/18 (the strains covered in the vaccine)

rarely progress to cervical cancer 1,23
The HPV Vaccine Trials:

In 2003 Merck & Co did not trial this vaccine against cervical cancer. It was trialled for
3-4 years in women 16 — 26 years of age against pre-cancerous lesions s. This was used
as a surrogate for cervical cancer even though most pre-cancerous lesions in young

women do not lead to cancer 3, 14,15

The majority of high-grade lesions (CIN 2 and 3) in young women 16-26 years of age
regress naturally and without treatment (s, 14, 15) and this end-point was used as a surrogate

to determine vaccine efficacy in the clinical trials 13.

In 2006 Gardasil® was named the pharmaceutical “Brand of the Year” by the magazine
Pharmaceutical Executive for building a ‘market out of thin air’ 16. The trials for this drug
did not conclude that it would prevent any cervical cancer: they stated it ‘may’ prevent

cervical cancer 6.



In the clinical trials researchers were observing the incidence of high-grade pre-cancerous

lesions in 16-26 year old women. In young women high-grade pre-cancerous lesions

(CIN 2 and 3) are common and they are often misdiagnosed (14, 15). They also have a high

clearance rate: most do not lead to cancer later in life 3,14, 15.

Whilst the vaccine will prevent infection from 2 strains of 20 cancer causing HPV

genotypes it is still undetermined in 2013 how this will affect the incidence and mortality

of cervical cancer that is associated with 20 HPV genotypes 17.

CSL (pharmaceutical company) funded the research for the development of this vaccine

at the University of Queensland 1s

Clinical trials for the vaccine were funded by Merck (manufacturer of the vaccine) (3)

and the study was designed, managed, and analysed by Merck in conjunction with

external academics e.

The conflicts of interest of the academics include:

1. Indiana University declared that Merck had signed a confidential agreement that pays
the university on the basis of certain landmarks regarding HPV vaccine 6

2. 10 authors of the clinical trials were current or former employees of Merck and 18
other authors, including Bosch, Villa and Munoz (the researchers who claimed HPV
16/18 are the determining and independent cause of cervical cancer) reported
receiving consulting fees and having served on paid advisory boards for Merck s.

3. Some trial investigators had also received consulting fees and served on the advisory
board for GlaxoSmithKline (GSK) 6

4. Dr. Bosch had received consulting fees and served on the advisory board for GSK
and Digene and he had also received lecture fees from Merck and GSK. Research
grants were also provided to him from Merck and GSK through his institution to fund
the vaccine trials and the epidemiological studies .

5. 11 of the authors including Villa and Munoz received lecture fees from Merck,
Sanofi-Pasteur, and Merck Sharp and Dohme 6

6. Dr. Brown and Dr. Skjeldestad received funding from Merck for natural history
studies of HPV infection. Dr. Myers received funding from Merck for conducting
modelling studies of the effectiveness and cost-effectiveness of the vaccine in
different settings.



7. 17 authors received funding from Merck through their institutions to conduct clinical

trials of the vaccine s

In 2005 CSL also entered into a cross-licensing agreement with GlaxoSmithKline, the

pharmaceutical company producing the competitor HPV vaccine: Cervarix 19

From 2003 — 2007 Gardasil was tested for efficacy against pre-cancerous lesions but
safety data comparing vaccinated and unvaccinated groups was not collected for this time
period 13. There are no long-term studies (1-3 years) of all the health outcomes from the
use of Gardasil.

Cervical Cancer takes 8 - 25 years to develop and most pre-cancerous lesions in young
women are not an indicator of cancer later in life 3. This surrogate was an inadequate

indicator for determining the efficacy of HPV vaccine against cancer.

Safety Concerns

Gardasil was licensed in 2006 and up to September 2012 there were 21,265 adverse
events (AE’s) reported to the US CDC and FDA alone 14. Globally there have been many
more AE’s associated with HPV vaccines. The US CDC data includes 78 deaths, 363
life-threatening events, 609 permanently disabled, 2,000 cases listed as serious or
prolonged hospitalisation and 9,565 requiring an emergency room Visit 14.

This is only a proportion of the AE’s because the US CDC monitoring system and
Australia’s TGA monitoring system are passive surveillance systems 24. This means they
rely on voluntary reporting of temporal events only. As vaccine ingredients can cause
delayed adverse events the only type of system that would be able to establish causal
relationships with adverse events is an active surveillance system: one that follows the
health outcomes for every vaccinated individual for a minimum of 1 year.

The CDC and the TGA admit that the surveillance systems cannot establish causal
relationships between the vaccine and the adverse events. This allows the government to
claim that the adverse events are a ‘coincidence’. This is not a scientific evidence-based
policy.

It is known that passive reporting systems will only represent about one-tenth of the
possible adverse events that actually occur 20. Any delayed reactions will not be reported.



Despite the voluntary reporting of adverse events Gardasil has been responsible for 61%
of all serious AE’s compared to all other vaccines in the US vaccination schedule
(including 63.8% of all deaths and 81.2% of all cases of permanent disability) in females
younger than 30 years of age 14.

HPV vaccine contains genetically modified DNA 13

Gardasil contains 225 micrograms of aluminium adjuvant (225 ug amorphous aluminium
hydroxyphosphate sulphate). Many times more than most vaccines and this adjuvant is
known to cause allergies/anaphylaxis and autoimmune reactions in humans 20

The trials did not use a true placebo to test the safety of the vaccine. The manufacturer
funded clinical trials used the adjuvant, aluminium hydroxyphosphate sulphate (classified
as a neuro-immunotoxic substance) as the placebo in the unvaccinated group and this
substance does not allow the researchers to accurately compare the adverse health
outcomes that might occur from the vaccine with a group that is completely
unvaccinated..

For example, in the pre-licensure clinical trial for Gardasil there were 245 serious
reactions (indicative of an autoimmune disease) from the ‘vaccine’ group and 218 from
the ‘aluminium hydroxyphosphate sulphate’ group. How would these figures compare to
a group with no vaccine or aluminium adjuvant? This is a flaw in the experimental design
of the trial 22.

Other ingredients of the vaccine include: sodium borate (borax), polysorbate 80, L-
histidine hydrochloride, 4 recombinant VLP’s: HPV types — 16, 18, 11 and 6, amino
Acids, carbohydrates, mineral salts, vitamins 13

There are an unusually high number of AE’s associated with HPV vaccines with nervous-
system-related disorders ranking the highest in frequency 14. When the global reports of
adverse events are pooled for Gardasil the data suggests that the risks of HPV vaccination
have not been fully evaluated in the pre-licensure trials 14.

Yet the US CDC and the Australian TGA are evaluating selective data (not the global
safety data) and they are concluding that ‘HPV vaccines are safe and effective’.

The many known side-effects from HPV vaccines include death and life-long
neurodegenerative/autoimmune disorders. These are documented in the pre-licensure

clinical trials and at www.sanevax.org



http://www.sanevax.org/

Over the past 2 decades pharmaceutical companies have gained unprecedented control
over the evaluation and registration of their own products 14. This fact is reflected in the
poorly designed safety and efficacy trials for vaccines for which there is no
accountability.

This is particularly the case because many vaccines are licensed in the USA where
vaccine manufacturers are legally free from ordinary tort liability 23. VVaccines are a
product that are described as ‘unavoidably unsafe’ and there is no onus on manufacturers
to make them as safe as possible because they are free from liability 23

Parents must ask if they wish their children to be subjected to the risk from a vaccine that
has not been proven to prevent cervical cancer when there is already a safe and effective

PAP screening procedure that will still be required anyway 14.

Judy Wilyman

www.vaccinationdecisions.net
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